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VTR E SR L A BB e B R D T D IS i HEE T A R
TA U EEKRTHZEELTVET,

LS, RaTvn ) X~vT (BEERZ) ®BA (RGE4 - A FL—F 8
T EFE 20mg & ONE] 100mg) 12 2W T, R EREIck L CTHEAT B OH
BEFEHEEZNGRO B EMEHAMEET A R4 LTRDELEDELE
DT, ZTOFEAHIZH 2> TIE, ATA RTAIZOoVWTHESINSD LY, &
BNOEFEEBE K ORI 5 Emae BREVL £,

Fo, RaTu ) X7 (BB Z) BF] A IE/N A TE i K OV R
GRS L CHEHAT2BOEEFRHEICOWTL, =281~ (G&sFH#
Z) BAEIKRORATn Y X< GEG T2 BHI o i i HHEdE T A R
T A v GEANHRRTE  OVEME B ARE) (o) (CFRk 29 42 A 14 BAf
T IRAEIRER R 0214 5 1 SR EAE BRI - AR AR R ER L EAE I E
WA AR D U VNEICKH LT T B OREFEIEICOW T,
(RAa7v ) Xv7 (Bl z) "AOREEREET A K74 (F
AR U U VN E) DR & O (8 I HEE T A BT 4 > G/l e fifi
. EMEREAE) OBV T ) CFERk 29 45 11 A 30 H A 34 3858
1130 B 1 BEAFEEEE - ARHAERERELEETHRE®RMN) 12X
D, TNEFNRLTERLEZATT,
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XEFERHEETA KT
NhT7n ) X=27 (BIEFHEEZ)
(BFeds = A 1o ¥ SBEE 20 mg, %A 1 b4 SR 100 mg)
~ R ¥ b PO~

Y2 941 2 A
BT BE



ER/N

1. ZL®Iic P2
2. AANIOFHH. 1EHEF P3
3. ERIRRGE P4
4. FFRIZHOWT P7
5. BHxtG L e b P9
6. WEHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
R L 725 TR REITBGEE & S o ST #2016 (% 28 4 6 A 2 H BRI E)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

LTeRoT, KAA RTA 2Tl BIFEMEC 2L E TILE LTV A EFIREN -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I ARITA RT A %, MSIATBOE NE SRR O, AME AR AR
BRI s . — At FE N B ARERIR N B E 2 R O FE N B ARIBRE B 72 O W
Db EAERR LT,

KB LI B EIE - A F—Z SEHE 20mg. A R L—Z SEEHE 100mg (—
s a7 v ) AvT (B z))

RRERDENINE « D AALFIEIER I U 72 RIR UIBR A GE 72 IR S B RO

MNEERHRHEROCHE - @, AR, a7 el X~v7 (Ealfaz) LT 1
[5] 200mg % 3 38 [l 1A C 30 43 R T TR EET 5,

W 3E IR 58 ¥ F : MSD Bt




2. AANOKK, 1ERBERF

XA ML —& mEERE 20 mg V100 mg (—i4 © AT v U X~ T (GBS
Z). LAF TARAl £v9,) 1%, PD-1 (programmed cell death-1) %D U B KTH
% PD-L1 }x O'PD-L2 & Dft A2 EHEEST 5.8 MEIgG4E / 7 v —F LR TH b,

PD-1 #R B IE T AHAE S B IS 2> Dk 2 72 D12 28 AFBBE SR 3 2 = 722 Sz il 48
AA T T, PD-1 1%, BRI CEMER T MilaoMia£mic BB L, 3%
P s % B o AR LB TR R 7o S0 B S il 35, 7B, PD-1 13U H o REfE
ATHZ LK VHURZRIRICE D v 7 VBERZAICHIBEIT 2% IKThHh D, PD-LL
DIEFFRICB T 28BUT DTN TH LN L OB AMBTIX T Hldofx 2z 5
I ERENCREBLL TV D, BAMIIEICEIT D PD-L1 OERIIL, BHIAE. s,
A . SREE . FE/INRTE 72 & DRk A A TTHARRKE - TH D | RWAELFR
& OB HRE STV D,

B DD DERIRI) T & PD-L1 FBLOFHBIMED  PD-1 & PD-L1 O FE XS D
PR B W CEERRE ZHH ) Z L AVRBR SN TEBY B2 ARROER L L
TSN TV 5,

AANX, PD-1 & PD-L1 X OYPD-L2 Olj U > ROFERELEST S Z Llck v,
1 N R D B AR =N T U S ER A TE ML &8 PSS & S ML
52 L THMERENR AR D,

ARHNOVEFIREIFIC IS < BIEOSIERISIC & 5 BIERSN B b bh., B IS
EH AN D D, AAORG PROLGHIIT, BEOBRE AT, RENRE
D BTG AITIE, BB L2 HUTIE U B 2 ik & B8R & FE oAl & i L Col
GBI A AT, BEOGRIESURIC X B BIEMAEDN D WAL, BRI
AN DR E ORI AT O WERD B,



3. BRI
M AR TR U T2 ARIBUIBR AN RE 72 R b R O KGRI IZ Gt 24T - 7= £ 72
PR FBR O s % 7T,

[H2hE]
R HL[RZS M AHRER  (KEYNOTE-045 #5%)
7T FFHHK &G AL FIRIEIRE T 24 5 RPTHEFTE TR E O R I b R R
542 f5l (HARN 52 il & Ede) Z XI5, AHAl 200 mg 3 ¥ [H R G- O H ZhE K OV 4
PEDS AbLFIRIE (N7 U Z X', FﬂZﬁﬂF“TZ/I/Xli vmflunlne) 2R L LTS
iz, 728, WL TRABEITRRD DN HEIC, FERETZRITERIERD L
IRWVEDIRRINCZE LTV 5 BE T, /klﬁlul&p@ BRI TR BETRRO BLD
FCARKNOE G kT2 2 ERAMRE L S, EEFHMEE B X 24T (0S) K&
OSSR (PFS) & S, ARANIMEHRE L i LT, 0S 2HEICIERE L
(1RO ,
*1: 77 TSR E ST LFERE (—RIBE) RICRBEITERDIBE, KO 7 F R E ST
(LSRR L DT - MBS E 12 0 A INICESR LB B An b=,
*2 : RECIE vinflunine IZARAB CTH D720, /7 U XX E AL FEZ FRADONTRAEER L
72



# 1 KEYNOTE-045 35k D A 2h i pl i
AF 200 mg {595
Q3W
(270 #31)) (272 #1))
os' okl [A] 10.3 74
(95%(FHE X [#]) (8.0,11.8) (6.1,8.3)
NP — R 0.73
(95% (5 HE X [#]) (0.59,0.91) —
P fi® 0.002
PFST HefE (A ] 2.1 3.3
(95%f5 #E X i) (2.0,2.2) (2.3,3.5)
ANY— R 0.98
(95%f5 #8 X 1) (0.81, 1.19) —
P fi® 0.416
P EfETRR O T — % 2016 49 AT Al hA T
LR Cox BN — RE TS K D ALRE & DL
S ERle S sBE
I RECIST H 4 KT A > 1.1 KIS < PN g &
Q3W : 3 E[H ka5
100 7
90
80
70
& 60 7 .
i 50 1 2
ﬁ 40 7 \\\
30 0 MM—«
20 ] —— smoomg oW
10 3 -IWE
0 A 68 10 12 14 16 18 20 22 24
at risk® e A
A#&200mg Q3W 270226194169147131 87 54 27 13 4 0 0
{Le®E 272232171138109 89 55 27 14 3 0 0 O

1 0OS ® Kaplan-Meier #if¢ (KEYNOTE-045

ER)




[Zzpt]

[EI B[R ZE M AH SR (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIERIZZENLZ T 1621266 5] (60.9%) S OMbS@ikaE 230/255 5] (90.2%) (258
bz, ARAIBETIHERN SN EORWERIZTTED BV THoT-,

&2 RBLD 5% EOBHER (REMMTHREN)

FRERIKS¥E (SOC: System Organ Class) mjfﬁlj;s?

FEAFE (PT: Preferred Term) 266/
(MedDRA ver.19.0) = Grade Grades 351 -
2EIEH 162 (60.9) 40 (15.0)
N o i E

FOIR IR BRI T E 15 (5.6) 0 (0.0)
HEEE

T 24 (9.0) 3 1.2

L 29 (10.9) 1 (0.4)
—fR - EHEER L ORESEALOREE

HE ) NE 15 (5.6) 1 (0.4)

% 37 (13.9) 3 (1.1)

FEEL 17 (6.4) 0 (0.0
KRB L O REE

AR 23 (8.6) 0 (0.0)
FeJEF KO T sk

) FEE 52 (19.5) 0 (0.0)

S5 22 (8.3) 1 (0.4)

7ok, AFIRET, BIER & U CRIEMEMZEEIL 10 #1 (3.8%) . KIEK - HED THI

X7 B (2.6%) | PR

(F 72« NU—JEERES) 131 61 (0.4%)

. ITHERERRE

I 14 51 (5.3%) | FUIRAREEEERRE 1% 23 1 (8.6%) . EIEFEREFEEIT 161 (0.4%) .
BREREREE (RAIE BB &%) 13161 (0.4%) & TN Infusion reaction 1% 1 4 (0.4%)
RO BT, Fio, BEEOKERE (RERBEIREERE, AR, BERES) |
TEAREREREE, 1 AUREIRS . B, AR - ARBUIRARE . EIEM ESE, OFR. IK
Ko B, S E DA, M RIS PSRBT PRI I K OVRZEEREE 1358
SR o T,



4. FERIZDOWT

KRS & Ul AR (2FRE) N ONTWEZ Enh, Yild 4
UNZHETE Digk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDOT R T &G - THXIZBWTHEAT 2 XEXTH S,

O mEFITHOWVT

D1 Fito (1) ~ B) OWVWTNNTENT I THDZ L,

(1) BAEGFBRENET 20 V2 EEHEN SRS EE R AR L SR Pt
S AR EERIL MR E . MU ARSI 72 &) PRk 29 4F 4 A 1 HIREA : 434
)

(2) HrEtERERSRE (CERK294E 6 A 1 HIRAS : 85 Jiak)

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRbL, 23 A2
W IRBE, 3 ARSIELEEHERE B e &)

(4) ARACFHIEEZHE L, SRR 1 USSR EEEINE 2 Ol s 5L 1E
AR DR AT > T Dliiag (CFRk 28 4- 7 H 1 HIRFAL - %mmg

(5) PUEMEMER AL & EINE O s BRI 21T > T\ D litiax (CERk 28 4 7
A 1 BEEA ;1290 fitigk

@-2  REE LR DAL FHRIE S OF 1’?%%\6‘@%%@%5 TGy T ek & REER 2 FF O R
(FROWFTINITEEY T HER) 23, YEZHEBOAFICET LIBROBEE L L
TREINTND Z L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 I S HLLE DD ATRIE D BEIRNHE 217
STWAHZ L, 96, 2L BT, DAL L LIRS FOWHE 217
TpoTWAZ L,

o [EENRFFEUEL 24EOMMINHE 2 T L7212 4 LU EOWRZFLF O BEIRHE %
1ToTEY, 25, 24FLL L, IR EREO N AR 2 S Te 03 ATRIR DGR
HHEZFT->TWAHZ &

Q@ PBENOEEBBEREEDOMEHNICOWT

EEGERERICEE T 5 TE DR E S, BESENSOEFRE D, A2 - &2
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R DR, AEFEDNBAE LGS OWE
RS, HERHESODIATOIDIEH RS TWD Z &,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

VR MR R D BES 7R BIE R 39842 LT2BRIC, 24 BEREISIRIAHIO T, Mi%hiak X
VB (23U T, BB L EWERICIE U CABRE B L O CT 0 FIVER ORI 4
B EDORERN Y HHRICE G, EHICRHIGS TR AEHINE > TWnD Z &,

@-2 EERNEEEICL 2AFEELRANHICHET 2 EH,

DAZRICED 2R L R 2 BT 2 ERIEEEPEIERE=42V 7
EHEOIFRDOAY ) —= T EATOEIRE & fFlZ G TE 5 F— AERFIRH 23
iESNTVWAZ L, 2B, BIEHIZHOWT, BABE L ZOFECHIICEmMmENT
WhHZ L,

@-3 BIfEA OB i B LT

RITER (HEMEMZREISINA, KRGS - BEO TR, FFREREREE . BHERERE (R
BREMERE) . NowkEE (FEAEHRERTE . FRERERS. BITEERS) . 1

BIPEIRIG, 5 E 9 B, Ak - BERURARAE ., Pk, B ORERE (SRR @
BE. ZIBALEE, BERBIES) . Infusion reaction, MM - BEfEJc. FESEAGEESJNE, Rk
FHA(X T NUEEREE) . DK, SRR RO TESE BT . YRR I, AR
TFERBEE) TP L, Yaktiak T B R R O Ve A G T D AT & R L (RIE
AOZWHISICE L TREL OLEEZ T ONIFKMECH D Z L) | BTy
BN TEDEENESTNDEZ L,



5. REXIBLLRDBE

[ZzPEICBE 4 2 F1A]

O TFTRICZYTLIEZICOVWTIEIARAORENERE SN TWDL Z &b K5 %21T
bz &,
o ARAIORIITR LIRBEUE OBEFERE D & % B

@ WREATOFHEIZIB W T TRRICEE S T 2 BFIZ OV TR, ARIOBGITHERE S 72y
D, ADOIRFIBIIE D R WIGEIZIRY | EEICAFEZHEHT 52 L 4BETE D,
o REMEMZEEDOEN X ;@ﬁf@ RoVay e
o i E R A CHRIE R 258 2 B K ONE B M 0 KU B itifis 2 <o R g ME fiti 2%

EOMICRIEVEZELN B DD BE
o HORBEHEROEOF, XUHIEMERE L < IFXFERMEO B e i E OB ERE D
oxay e

o EZMEHEE GEMmESMIBREZ GTe) Ob 5 EE
»  ECOG Performance Status 3-4 ™o

[H2hiEiz B3 % F1H]
O 77 FF KN E G FRIERE B T 5 RATETYE XXM O R B R
FNZBWTARFIOFINEDIRIE S VTN D,

EOD B

H

©@ TREICEZY T 2 BB T AR OFREG K OERITIEZ SN TR, AFIOFZED
WL SN TELT ., AFIDOEREGHIR LB,
o T IFTRAEETLTFIRIEIC L DIGRIED RV R,
o FiRoOmMBMEFRRE,
o MOPUENERRLA & DR,

D ECOG o Performance Status (PS)

Score TE#

MR LEBTE 5, AT E R U HEAESHIRZR <ATZ2 2,

[y

PRRCE LUEBNIHIR S o235, BATATRE T, BAEEEE > TOMREITIT O LN TE 5,
Bl BOFE, SR

[BOENZEHSOHEDOEY DZ & LNTERY, Ao 50%LL EE2Ny RO+ il =1,

HlwN

LT RV, BoOHOEY OZ Lideal TERY, BRIy R+ Tz d,

BATAMRECTH D OH OEIY O Z L1 3T X THEEZDIEEILTE 20, B0 50%LL Eid~<y RAVCil 29,




6. BMEICEL THEETREFE

O IRASCEFITINZ, BEEREES D IRAET 2 ERFE T D & AR O FeE & OV E 4
DT OIZ B HE T L TS5 2 &,

@ JRRBAGAICIENL D BAE ULE OFIEICH MR a2 oot L, [E 215
ThoETHZ L,

@ FERBMEHO~xT AL MZONT

MEMERREN D 5D Z LN D DT, KFOFEIZHT= - Tk, WIHE
W (G L, PRULIREE, k) ORER & OMOER X R o Zhi s, Blggs +
FATH Z &, Fio, LEIGE U THWES CT, I~ —7 —FORE % Fhti§
HZk,

Infusion reaction 23 & 545 Z & 3 & 5, Infusion reaction 23588 H LA
(X, EERALE AT O & &b, IERDEET D £ TREORELZ 010 Bl%
THZ L,

FORISHSREREE N B Do b Z L 03 5 DT, KA DB 5B M O 51 1]
HOFE RIS BRI se A (TSH, 07 T3, ERE T4 S0 E) 2 £ 5
&,

FFHERERS E N B Db D Z &35 5 DT, AF| O EBIART &K O G- T
EHIHNCATHERERR A (AST. ALT, y-GTP. AI-P, B U LBV EDHEIE) % FEhif
THZ L,

SEIER ACERE IR BRAR 2 ET) SOEERIRBEEND S b
ZEWHDHOT, EMNCIRORFEOFEEZMERT 52 &, £7o, IROEFEN
RO ONTEHEITIE, BONCEREEEZZ2T L) BELRETHZ &,
AFNOBEHIZ XY | BEDORIERISITER T 5 &5 2 5N DHEk A 7k BN e
NHLOLNDZERNHDH, BRENROOLNTHAICIE, BELEFRITS U
BEFREY 2R 05k & SR 2 B O BE AT & U CE bl 2 BRI A TV, B EE Dy
FOSC £ B RWER D S 2355100%, AFIORIE T I, K ORI RE R
NECRIOBRGEEEBET L L, vB., MIBRERLVEOEEIZLYETE
R OYGEERGRD IR WIGAIZIL, B BB AR /VE LA O s iAo B n
bERETHZ L,

PR T, oA O ARE L ThSRIERNRERT L Z 0570,
AR O EHETHIZ B REWEHORBUCA IR T2 2 &,

1 RUBERS  (BIE 1 BB RIG 2 & de) 25 Hbh, PR, F 7V R—o 2
ICEDHZENBHLOT, OE, EL, EHEEOIEROFESCIMAEHE O EFIz+
TEET D Z &, L ABERIAS DN TGS IR S 2RI L, AR ) Ul
R OGO EY) 2B EZITH 2 L,

@ AHFNOEERRBRICIBWN T, FEREND 9%, ZALIERIIHRERED 1 EMIX
6 Wb & 5-BH4E 5 VAL 12 B CHERIMEOFMG 217> T2 &
BB, RFIBEGHITEMMICEBRE CHEROMREITH Z &,

10



REERHEET A FT A
RhTul w7 (BETFHERZ)
(T4 : %4 h— 4 STHIE 20mg, %4 hb— & SHHEHE 100 mg)
~ FE /N AR R ~

ERR2942H (k2 941 2 HKED)
B EE



ER/N

1. Uiz P2
2. ARANOF. (FHKT P3
3. ERIKAE P4
4, FEFRIZHOWT P10
5. ®hHxtGE DB P12
6. BHICERL THE T XX HIHA P14



1. IZC®IT

G DA « LEVEDFERDT-OIZIE, BT SCEFITEE S W E 226 235Kk
bNd, SbIZ, ITFEORFEINOMEANT LV | HFURESRS 72 & OFF R 728 BLE
FREZMDVKR SN 21T, 2 b OEE &2 BICHE R BE RS 5 2 L 3B O
U L 720 TR D RERTIBOEE & RO AT 2016 (R 28 £F 6 A 2 H RFEIRE)
ICBNWTH, FHMERLEOFHORE(HEZNS Z L LS TnD,

BOFAE R, I ER L 2T e 7 7 A AR DO EIEM & 5 TR
RLZENDD, ZOID, AR O ZEMEIZBET 2 EMA+0ERT 5 £ TOR,
YHERKMOBE LB ZT L ZENHFSNLBE T LTHEMNT S & L bI, BE
AP LT BRI E RS2 & D T L A ATRE 72— D S 2 i 7 SRR RS T
THZLENEETH D,

LIeRo T, KATA RTA4 Tk, BIFEEESL N E TR L TV D EFEZ -
FHAR RN EES & 0 LUT OB S O S 7o ] 2 HEHE 9~ 2 8L b b B 8 B %
RO EHEHETRT,

IRB. RTA KT A 3 MSATEGE NE S dn BRI S, A4 HERTE AR AR
BRI S . —fRAEMTEN AARRRRNRHE =, FREFEERITREIE A A AHiE 72 kO
—RAEMEN AR g2 OO b LR LT,

RF L IR HEIRE XA M A—Z SEHE 20 g, A FV—F S ERE 100mg (—
Wt R_Rarvnl) A~7 (BiaHEHz))

RGERDMENTE © PD-L1 Bt O IR GE A HETT - FEFE DFE/INHE R At

MEERDAEROHE - 8. KA, a7 nl) X~v7 (@mfFiz) LT 1
[A] 200mg % 3 ¥ M ERE T 30 42T CHEFET 5,

35 IR 5¢ ¥ & MSD HEa




2. AANOKK, 1ERBERF

XA MV—4 mEERE 20 mg X V100 mg (— %4 : XA U Xv T (GBS R
Z). AR [RAl &v9,) 1E. PD-1 (programmed cell death-1) %D VU > K TH
% PD-L1 X ONPD-L2 & D& 2 HAEE T 5. & MEIGGA T/ 7 v —T A HUETH 5.

PD-1 F&B& I T AL S8 B S 2> B 3k 2 72 D12 28 AVHIE 23 R 3 2 =5 20 e e 1l 4
AA wF T, PD-1IF, EFERREBIC WD TEER T MifuoMinLmic BBl L, B o%
e I s % B o AN LB ST R 7 50 SO & 95, 370 H, PD-1 XU o REfE
ATHZ LK VHURZRIRCE D v 7P vBEZ AT 228K THh D, PD-LL
DEFMHEMICIB T H2RIUTDLT N THLIN L ONAMBTIE T OB E 28z 5
I ERBENCRBLL TV D, BAMIIICET D PD-L1 OFEFIIL, BHIIE, W,
FEAmAaEE . OB FE/ NI 72 & Ok 4 RV TTPHRARREFTH D | ARWEFE
& OB HE STV D,

D A DEFIRE 1% & PD-L1 FEBLOFHBAM:A & PD-1 & PD-L1 O#REE X EEE D
SRR B W CEHEEREE 2D Z EAURBRINTEY | il RN AIRROE L L
THIfF STV 5,

AANE, PD-1 & PD-L1 X UNPD-L2 Olj U > ROFERELEST S Z Llck v, 5
W INBR B oD B SRR A e T U o S ER 2 TE ML & & PUEIE 0% & S M b9
2L TGN R AR D,

AFN DV 25D <18 DOREERISIZ X HBWEM %N & biotu, BEXIIFETIC
EOWREMND D 5, AANOREGH R OEERIZIT, BEOBIEL T5IATV, BE DR
D BTG EITIE, FEH LT F RIS U RPN 22 ik & Rk 2 FF O PRl & g L Cl
BI72 8RR 22 AT\ B DSIERISIC K D REITER 2N b 2 5B icid, B RE AL
RO GHEDWY) IR ALE 24T 9 MR D D,



3. BRI
PD-L1 Bt DYIBRANEE 22 EA T « F-38 O FE/ N it oD 7K GBI (2 FEA 24T - 7= 3= 72 iRk
BROEE T,

(0]

OE BRIL R 2 MAHER (KEYNOTE-024 ###)
(LB D 72\ EGFR & fn -2 B ALK @l &8s 7- B2 M & O PD-L1 (4% (PD-L1
Z IR U IEEN S 5 2 E1E (LR [TPS) L9 ,) =50%) DU RRE/R 1T -
FIE O/ Nt s (305 61, AN 40 B2 & de) Z%f4c, A% 200 mg 3 i [H]
kR 5 OFNER VLMD, 77 FFR-H & 5 OEER by RiE (LUF 1soc) &
WO, Xt E LTRET SN, e, BEFHE TREEITRR O bNHEIT, &
FBIETT 2 /R TER D3GR B IR W DR IIICEE LT % B3 Tk, IRIEILLRE O {4
P CHEBET RO b D £ TRAIOR G2 /k 925 Z LN AlHE & iz, FE
T H I3 A (LU TPRS) &9 ) | RIREHIEE B X247 (LR TS|
EWVND,) IR, AN T T F A A ST RiE L i LT, PFS, R TOROS (1
M) A BICHER LT,

* ool R Ul e U CRIEIRTE AR ST D PD-LL IHC 22C3 pharmDx [ # =22) #HWWCi

Hani,
#1 AR (KEYNOTE-024 35R)
A 200 mg Q3W 77 I RAEEL
(154 f4)) fomis
(151 1)
o (A ] 10.3 6.0
(95%Cl) (6.7, NE) (4.2,6.2)
PFS™ NP R 0.50
(95%Cl) (0.37,0.68) —
P "™ <0.001
e [A ] NE NE
(95%Cl) (NE, NE) (9.4, NE)
0s™ ANPF— R 0.60
(95%Cl) (0.41, 0.89) —
P ™ 0.005

Cl: X, NE: i AR A, *1: RECIST A KT A > L1RRICHEED < NT g E, *2 -
J& Rl Cox thl N — RET W K 57T F 0K &Gk ik E Okulk, *3: J@hlln 7
* . TR DT — & 2016 4E5 H O Ry AT

T RE,




a0 —— AW00Mg QIW
80 - TIFFEAES O
£70-
%st 60 -
50
gﬁ 40 ‘,‘
B 30 Y
20 A B Yy .
10 - S
¢ 3 6 g 12 15 18
fHiEas
at riski% eELFHREA]
FAI200mg Q3W 154 104 89 44 22 3 1
TSFFERESOEERE 151 a9 70 18 9 1 0
Hr BT K B PFSO SR FRITEE D Kaplan-Meier figg (PD-L1EgME: (=50%) DHEFEF)
100 -
90 ‘-‘-‘_\f\\.
80 |
70 ] Mgy
o~ ia |
* 60 Wy ey o
‘E‘ﬂ' 50 — i =
%‘ 40
30 |
20 1 —— #momg 3w
10 - ISFFRAESOEYEE
0 3 6 9 12 15 18 21
at risk#x A
AEI200mg Q3W 154 136 121 82 39 11 2 0
JSFFERESUIEEEE 151 123 106 64 34 7 1 0

OSD HEEFTIRED Kaplan-Meierfi#g (PD-L1HE (=50%) DBEEM)



@ERRILFEZE I /A% (KEYNOTE-010 #5R)

77 FF8H e G T FRIEE " 25 PD-LL BBl (TPS=1%) ? DO YUIBRARE /R HEST -

PR OIE Nt s (1,033 6], HARN L FlZ&ETe) ZxRIT, KKl 2 mgkg 3 ¥

b 5- K O 10 mo/kg 3 i@ RIBE G- O L OVZaerEn, e kK
(BAF DOCI £v9,) #%HRE LTHE SN, b, BHEEH CHREBMEIT A0

bNTZH AT RIEHET 2R ER DO DR WFEDBRIRIZLE LTV 5 A T

W BICARE O B CHREBET RO b d £ TARFI OB G2 lig & Sz, B2
FHmIE H X OS X TNPFS & 41, AFIX DOC &bl LT, 0OS # A BEICIER LTz,

*1: EGFR Bin 2 B X IE ALK @l GBI FBIEDBE TIX, 77 F T 8AZ ST b FFEIC L D
TRIRIEICIN 2, ZH 20 EGFR MLEMEM T ALK FLEMER 2 A 2 HUEMERANC & 25 a0
EATHEREMEAAN DN,

*2 : PD-L1 IHC 22C3 pharmDx % =] OFEfEFx v M & AW TR S 7z,

#2 BARMEAEE (KEYNOTE-010 #5R)
AHA 2 mglkg A 10 mg/kg K& &L
Q3W Q3W
(344 131) (346 i) (343 #4i))
0S | thfif [A] 10.4 12.7 8.5
(95%ClI) (9.4,11.9) (10.0,17.3) (75,9.8)
ANP— R 0.71 0.61
(95%Cl) (0.58, 0.88) (0.49, 0.75) —
P {2 <0.001 <0.001

Cl: [ZHEXR. *1: @hl Cox thfpinY— RETLIC LD KX XL EDHEE, *2 : =Y

0o J T I RE

100
90 - \ ——— Zl ? mg/kg Q3W
80 - F#10mg/kg Q3W
70 A —— Fegstel

£ 60

50

§

40 ) i N‘“"II (|l il 11

30 1

20 1 i

101

0 5 10 15 20 25

at risk#y M A]
F#l 2mg/kg Q3W 344 259 115 49 12 0
FE10mg/kg Q3W 346 255 124 56 6 0
RegF+tIL 343 212 79 33 1 0

OS D EAMENTRFD Kaplan-Meier iR (PD-L1 [tk (21%) DBRELMR)
6



[Ze 2]

DIE B[R 25 M AH R (KEYNOTE-024 #5%)

HEFEGIIAKIRE 148/154 ] (96.1%) KT SOC #f 145/150 1 (96.7%) (258 B,
IR L ORREBRENEE TCERWAEERIT, ThEh 113/154 5l (73.4%) KO
135/150 %1 (90.0%) 238 HNT=, WTFNMDORETRELRN 5% EORIERIZ TR

LB ThoT,
K3 WTNHOORTRIFEN 5%, FORIER (REMMITRREM)
BB STHH (SOC: System ik (%)
Organ Class) AHE SOC #f
JLARFE (PT: Preferred Term) 15443 1504
(MedDRA ver.19.0) 4 Grade Grade 3L |k 4 Grade Grade 324 L
2EIEA 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
MK LY R fEE
E=iil 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
BRI 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)
M/ N SiE 0 0 17 (11.3) 8 (5.3)
PN o3 WA R
FRR IR RE T SE 11 (7.1) 0 0 0
FOPR IR REA T 12 (7.8) 0 1 (0.7) 0
B IR E
(A 6 (3.9) 0 17 (11.3) 0
i 22 (14.3) 6 (3.9) 20 (13.3) 2 1.3)
L 15 9.7) 0 65 (43.3) 3 (2.0)
HN% 4 (2.6) 0 18 (12.0) 2 1.3)
g 4 (2.6) 1 (0.6) 30 (20.0) 1 (0.7)
— ik - EFEER L OB G OREE
I 79 5 (3.2 1 (0.6) 11 (7.3) 2 (1.3)
95 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
[iy=y=3 1 (0.6) 0 9 (6.0) 0
FEEN 16 (10.4) 0 8 (5.3) 0
HRPR IR A
TI7=vT ) TR 10 (6.5) 0 7 4.7) 0
7 =7 —EH#h
T ARG XUBET 2/ b 8 (5.2) 2 (1.3) 5 (3.3) 0
T AT =T —BH
7 v F =8 3 1.9) 0 15 (10.0) 1 (0.7)
Bt v ER AR A 0 0 20 (13.3) 6 (4.0)
VN e e % 0 0 18 (12.0) 9 (6.0)
I 1 BR %R 1 (0.6) 0 16 (10.7) 3 (2.0)
R L O E
BAREGR 14 (9.1 0 39 (26.0) 4 (2.7)
K~ 72U A USE 1 (0.6) 0 9 (6.0) 0
B R B L O & LRk RE =
EfiRnil 13 (8.4) 0 4 (2.7) 0
PR SRR
R 1 (0.6) 0 15 (10.0) 0
KM= 2 — 1 RF— 2 1.3) 0 9 (6.0) 1 0.7)
FER R, MIERds K ONithm iR
Jiliig e 8 (5.2) 4 (2.6) 1 (0.7) 1 0.7)
FEIE 6 X OV T ARk b
it B 0 0 12 (8.0 0
B2 & Wz p 8 (5.2) 0 1 (0.7) 0
% O FEIE 12 (7.8) 0 3 (2.0) 0
Ei 11 (7.1) 1 (0.6) 3 (2.0) 0




B AFIRECHEM MR 9 B (5.8%) . KK - HEO THIL 8 6 (5.2%) .
PRRRFETE (7 0« N U—JEGREE) X261 (1.3%) . NFHREREE T 22 41 (14.3%) |
FOR IR RE MR 1 21 1 (13.6%) . T EEIRHEREFREEIL 141 (0.6%) . 1 ABEIRIEIZ 1 41
(0.6%) . BEEREREE (RMIEMEMEEX%E) 1216 (0.6%) . BRI 1H] (0.6%) .
fh4% « BESUHEIAAIE L 1 61 (0.6%) K TN infusion reaction 1Z 5 1 (3.2%) TiRH b7z,
Flo, BEORERESE (REHEIRIEEE, 2., BREES) | BIEHEERE,
EREFMEIRE, MMk - B, S E AR, Lk, i MO ESRBER . i
PEE I OURZEEREZIIFRD Do Tz,

O IEBEILF /AR (KEYNOTE-010 #5#%)

HEFESRIT 2 mg/kg Q3W Ff 331/339 141 (97.6%) . 10 mg/kg Q3W #¥ 330/343 15| (96.2%)
S O DOC #f 297/309 f5i] (96.1%) IZ78& H AL, 1R & ORREBMERNGE TE WA E
LT, FHER 215/339 i (63.4%) . 226/343 4] (65.9%) KX 251/309 4 (81.2%)
RO BTz, WTNNORETRIRN 5% EORITERIZT TRO LBV THoT-,



F4 DTN OBETRERN 5% LOBHER (ZeMMirrRed)

#EBIR ¥ (SOC: System E (%)
Organ Class) 2 mg/kg Q3W ## 10 mg/kg Q3W #¥ DOC #%

FEAGE (PT: Preferred Term) 33945 343 3094

(MedDRA ver.18.0) 4 Grade Grade3Ll . 4 Grade Grade3Lll 4 Grade Grade3l\ |

2RIEA 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
Mgk KONV v RbEE

E=gi 10 (29 3 (09 14 (41) 1 (03) 40 (129 5 (16)

B FR BRI 1 (0.3) 0 1 (0.3) 0 44 (14.2) 38 (12.3)
R A

RS RE AR T E 25 (7.4) 0 23 (6.7) 0 1 (03) 0
B

T 24 (711) 2 (0.6) 22 (6.4) 0 56 (18.1) 7 (2.3)

D 37 (109) 1 (03) 31 (9.0) 2 (06) 45 (146) 1 (0.3)

A% 13 (3.8) 0 7 (20) 1 (03) 43 (139 3 (10

Mg - 12 (3.5) 0 13 (38 1 (03) 24 (78 2 (0.6)
—f% - B EFER L OB G OREE

e 3 20 (59) 1 (03) 19 (55 2 (06) 35 (11.3) 6 (L9

W7 46 (136) 4 (1.2) 49 (143) 6 (L7) 76 (246) 11 (3.6)

AR PET 5 (15) 0 4 (12 0 21 (6.8) 0

FEER 10 (29 1 (03) 14 (41) 0 17 (55 1 (0.3)
AR AR AT

A ER B 0 0 2 (0.6) 0 24 (78) 19 (6.1)

1 BRI 0 0 3 (0.9 0 16 (52) 10 (3.2)
R L OveakhEE

AR 46 (136) 3 (09) 33 (96) 1 (0.3) 49 (159 3 (L0)
B R B L UGB Rk

B EiivR 13 (3.8) 0 19 (55 2 (06) 18 (5.8) 0

7 P e 9 (27 0 10 (2.9 0 29  (9.4) 0
PR E

SN 4 (12 0 7 (20 0 16 (5.2 0

KM= 22— 8 F— 2 (0.6) 0 3 (0.9 0 28 (91) 1 (0.3

BERECTE 3 (0.9 0 3 (0.9) 0 17 (5.5) 0
&R KOV T AR &

=B 3 (0.9 0 2 (0.6) 0 101 (32.7) 2 (0.6)

% 9 25 (7.4) 0 32 (9.3) 0 5 (1.6) 1 (0.3)

% 29 (86) 1 (0.3) 44 (128) 1 (0.3) 14 (45) 0

7235, 2 mg/kg Q3W #£ & OF 10 mg/kg Q3W #E T E ., M MEMIZ B 15 61 (4.4%)
ROV 14 5] (4.1%) . KIE2¢ « EED TR S F] (1.5%) K2 6] (0.6%) . FEEDR
JE R E (R FEREIRARAEERE, ZIALEE, FARIEIESE) 1L 141 (0.3%) &1 1 (0.3%)
MR E (X7 « NU—JEEREE) 13 2 6] (0.6%) &3 6l (0.9%) . AFHEREREE
13 23 f51] (6.8%) K TF 22 f4il (6.4%) . HR IR RERR 13 32 151 (9.4%) K& T 35 #i] (10.2%) .
TEAEAEREEL 1 6] (0.3%) &1 6] (0.3%) . BIFHEREREIX 261 (0.6%) KOV1
Bl (0.3%) . 17AUEERRISIZ 1651 (0.3%) KO2 6 (0.6%) . BEHEREREE (JRMNE RENE
RS 1346 (1.2%) KON0 B, EESRIE 161 (0.3%) TN 0 il gk - RERUT bR
JEIZ 1] (0.3%) K ON0 ., infusion reaction (% 2 5] (0.6%) &UON6 1 (1.7%) TR
vz, F7o, BEIEMMESNE, MK - BEEEK, SE MK, DR, M MR
PESEBEIR , IR I M OVIRZFERIES 1378 e o7z,



4. FEFRIZDOWT

KRB E U CHERAGERE (2FFRE) 25T\ Z b, Ykl 2 wEy)
ICEfETE DM THOIMNEND D, TDO LT, RANOE G0N 72 BE 2 ZWr - F5E
L, AFNOEGIZ L0 EHERRBIEHZRBL LIBRICHICT 5 Z EBMERT-H, LLTO
O~@DFT _XCEMITHEICBWTHERT XX TH S,

@D #EHRIZHOWT

®-1 Tﬁ@(nﬁv@)@mfhﬁ_&éfém X CTHDHI L,

(1) BAEGFBRENTET 20 V2 EEHEN SRS EE R AR SR P
H S A2 B L R ﬂﬁﬂzz)w SEORPBER &) CER29 44 H 1 BB - 434
')

Q)%E%%ﬁﬁ(iﬁm&mﬂlaﬁﬁ:%mﬂ>

(3) HEMFRAFENFRET 203 A HEEEFFE (DS AR WL, 25 Al
W IEBE, 3 ARSIELEEHEME B e &)

(4) AHRALFIEEZHE L, SREFRENE 1 SUISSRAL2RIENNE 2 Ok 5L UE
AR DR AEIT> T Dliiag (CFRk 28 4- 7 H 1 HIRFAL - %mﬁ@

(5) PUEMEMER AL B EINE O s EEIAR D M AT > T\ D litiex (CERk 28 4 7
A 1 BEEA ;1290 fitigk

®-2 i DAL K ORIE FE BLRF D RIS 453 20 ik & B8R 2 FF O EAT (FR D
WFHLNNTRE N T D ERN) 23, SR OAANET IR OBELE & L TERESH
TnnHZ L,

*

o [ERNEFFESH 2 FEOWIIINHE 28 T L7 I S HLLE DD ATRIE D BEIRNHE 217
STWAHZ L, 96, 2L BT, DAL & LRSS FOWHE 217
TpoTWAZ L,

o [ERGTFRSE 2FOVMHEZ K T L2 RICAFEU FOBKRRBREZHE L TWVWD
Lo 9B, 3AELDL IR, il 00 A SRR B & e MR R S OB IRHE 217 > T
WAz L,

Q@ PBENOEEBBEREEDOMEHNICOWT

RIS RE BLCE T T A L DA E S h, BB ENS OFRE D, Aok - 24
P i%ﬁ’]fﬁ%&@f@ﬁ&(}iﬁﬂﬁﬁ X B IEMIEAL, AEFRDBAE LGS OWMEHE
B SENERLOIATON D IRHINE S TWD Z &,

10




@ EBHWERA~DOXIRIZOWT

@-1 fEgk Iz BE 4 5 B

IV MERR B D B E AR RITEA R AE L-BRIC, 24 BRRIZZIRIEHIO T, M 3k
EHEER R ISV T, BEEL L ZBIERICIE U CABRE L L O CT 0 FIEH ORI /3
IPREORERNY AL, BHHICRIGATRERAHINE S TnD 2k,

@-2 ERMEFE L DAEERMNCICETL2EMS

DAZIRICHED D MM e ik O 2 B T o BRI FENENER =4V v 7 %
EOTEROAY V—= 2 T EITOEIRE L@ %2 356 T& 57— A ERES] D R
SNTWDHZ L, ok, BiRAEHIZOWT, DARE L ZOFBEICHSIZBmE i Tn
HZ L,

®-3 BIVERA OZHTCRISIZE LT

BIVER (RVEMERRBCINZ, KIBZK - EEO T/, IFHERERE, B ® (RNE
FEMEBRE) . NokES (FTERAEEERE, FRIREERE, AIEEEREE), 174
FERIG . 58 DM, fhdk - BESCRMAEIE , S, B D RS IR (R R Rb AR SE i |
ZIGRLBE, FAREIESE) . infusion reaction, X7% - BEMEZc, FIEM MEIE, MhfkbEE (%
T e RNU—EGERESE) | DA, SaEME L MR D PELEBERR . TRIMMEE L, R ERE
S (R LTC, YaEii e U TIT B E R R O B 2 A A ERG & R L (BER 02
WrCHRHIGIZR L CHRE R OSHE 22T DD &FICH 5 2 &) | BEHIZHEY 2R 0LEN T
XL RHINESTND L,

11



5. EXIHB LR DRE

(2 EIC B+ 2% F]

O TFRRICEYTIEZICOVTIEHAROEENERE SN TWDZ b, B 51T
Dlpnz b
o ARHIDITIZHRT LIBBUE OBEERE O & 5 BE

@ {RERTOFHMIZB W T FRRICE Y T 2 BF IOV T, AFIOBHITHELE S e

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

o MEMMZEEROEI IIMTEOH 5 BHE

o A E R A CHRE R 258 2 B K ONE B M 0 KU Bt 2 <0 g M fiti 2%
LD RIEMLZA LR B D BE

o HOAREHEROEO, XUHIEMERZRE L < IFZFERMEO B O i EOREERE D
boBE

o EZIEAEIE G B IE A5 1) DD B

*  ECOG Performance Status 3-4 "V

2

[Bh I BE 3 % F1E]
O TROBEIZBWTAFOENERRIEIN TN D,
o ALFIERE O EGFR Bin AN, ALK & B s 2tk T PD-L1
Bttt (TPS=50%) DOUIBRARRE/RMELST « R O IE/ AL i B
o I TFFRFIEGTALTIIERE A AT 5 PD-LL Bt (TPS=1%) OUIRRREZ:
T - FROIE/NERMEERE (Fof. EGFR #in A BB L ALK @é
B FBMEDOBRE TIE, FNEFNEGFR F 1o ¥ —PIHEH XL ALK F
0 X —BERIOGEE L AT 5 BE)
B, TPSIERA7 ) X~7 (Barfliz) oo =4 r2WE (R5e4
PD-L1 IHC 22C3 pharmDx X =] ) Z#HWTHIET 5 Z &,

@ TFREICRZNU T 2 BE T D AR DOBE KO TIEZ DWW T, AFIOAZPEN
LS TRE LT, AAOELGHR LRG0,
o IRFRMBN LIRS,
o fhOFUEMEELA & OB,

D ECOG o Performance Status (PS)

Score TE#

0 | <ML IEBTE 5, MLl U HHAEESHRZ AT D,

PRRCE LUEBNIHIR S o235, BATATRE T, BAEEEE > TOMREITIT O LN TE 5,
Bl BOFE, SR

[y

BATHARECH D OF ORI O Z 13T X CTREEZIMEEILITE 22, A0 50%LL EidxXy FAcil =9,

RBONTZESOHEOEY OZ L LHTERY, AFO 0% EE Xy R+ TiaZ 7,

HlwN

2LET RV, BHOHOEID O LT TERY, BRIy RRFTEId,

12




@ M2 TA K74 (HAARME S (23T, ECOG Performance Status 0~1
WV = 75 5% Ll . X3 ECOG Performance Status 2 Y o BE TlE. 4 3 HRHUE
Al (FEZFELVE) OBRFRENHEINTEY, 77 F T WF OGE AL X
Wb EH IR T —ARd 5, WFHRIERA AT 2BFIERT 256, 7
7 FF B OFHRE N 72 < & b5 3 HARPUREA A CORER LG T 52 EBFITBD
TIE, AFOEZRE2ZETE 5,

13



6. BMEICEL THEETREFE

O BASCEFITIN R ROEREHEE DR 2 ERFE T D & AR O FrME K& OV (EAfE
OO B ERE HICEE L ThBEAT D Z &,

IRIEBRLRICIENE D | BB T OFIRITA MR EtEz +aa L, FEE 5
ThoEETHZ L,

FREWEHO~F T AL MZOWNT

)

®

MEMERREN D 5o b ZENH D DT, KRG ITH = - Tk, WIHIE
W GG L, PR IR, B0kaE) RS OWER X B o ks, Blggs -+
ATH Z b, Fio, MBS UTHRE CT, MiG~—h —F0OME& % £t 4
HZk,

infusion reaction 23% 5 0I5 = &3 H %, infusion reaction 23588 H T2 HA I
(X, EEIRALE AT O & &b, IERDEET S £ TREORELZ 51085
THZ L,

FORISHSREREE N B Do b Z L 03 5 DT, KA DB 5B M O 51 1]
HE RIS FOR IR sE A (TSH. 628 T3, 58 T4 SollE) %7 5
&,

JFHRERERS E N B Db D Z & 035 5 DT, AF| O EBIAERT &K O S5-I T
EWICATRERER A (AST, ALT. y-GTP, AI-P, B U VEVEDOHIE) % FEhi
THZ L,

SEIBER (R KLY BRERE G L) EFOERERIREERH bbb s
ZENRBLOT, EMIMICIROREOFELMEZRE T 52 &, o, IROEFN
RBOLNTHEITIT, HONCEREEZZZ2 T2 L) BELZIEETHZ &,
AFNOBEHIC XY | BEORIERIGICER T 2 &5 2 5N DE A 7R BN e
NHLDLNDZERNHD, BENROLNTHGAITIE, BELE-FERIIL U
BEFR A 22 ek & Bk 2 B O R AT & U Cl bl 2 BRI W A TV IR EE O
BOSE £ B EIWER D St 2 5A101E, AFIORIE T Ik, K OEIRRE &
NECRIOBRGEEZEBETLHZ L, oB, BIBRERLVEOEEIZLYEHE
R OUGERFRD IR WIGEIZIL, BIE BB R /VE > LSO s JilEl oehn
LEETDHZ L,

PG TR, BOEMNSE D ARB L T ORIERNRET L Z 08B 570,
AR OE G THRICHRWERHORBUC IR T2 &,

1 RUBERS  (BIE 1 BB RIE 2 & de) 23 Hbh, PR, F 7Y R—2 2
IZEDLZENRBHLDT, He, Fl, WEEZEDFER OB M E O A2+
TEETDHZ &, L ABERAS DN G EICII RS 2RI L, AR )
Hl OB GHEOEY)7REEITO Z &,

AR ORI T, EE5ENS 9B, TALIEIL, 5B 14/
133 R GHET Z L ITHE MO 21T > TWe Z & 2S5 AFIFG-HITE M

L

CHBRRAE TR OMWEREITH Z L,

14



xEFERHEET A FF A4
NRATEY ReT (RAETHBL)
(R4 : ¥4 MVv—F SiE#E 20 mg, A Mv—& % 100 mg)
~ B B~

YRR 2 94E2 H (FRR2 941 2 AkET)
B4 EE



ER/N

1 Ui P2
2. AAIOFHE, (ERBST P3
3. BEARHGH P4
4. Iz oOWT P11
5. HEXRLRLEE P13
6. LKL THET NEHHE P14



1. IXT®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH0 72 5L E R
FPEZRBDARIND T T, 2O OERMNZ EICHNERBFITRMLT 5 2 L BBED
ML 0o TR Y REMBGEE & S0 FAR T #2016 Ak 28 426 A 2 A B E)
IZBWTYH, EHMNERNEOMHORE(LHEZXS Z L L ShTnd,

BORVERAMFERR L, KEIERASCL 2T 0 7 7 A VDBBEEOEIRSL & D IR
RHZENDD, DD, HMEROLZEMEIZET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B I B 2t & D 2 & AN AHE /e — 1 O B i 7= 3 R SRR BE i A
THZEREHEETHD,

LTeRoT, KAA RTA 2Tl BIFREMC I E TIZE LN TV D EFIEFR -
BEE RN S-S & | LT O EIR GO il 70 (5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASEEEANRR
ERAR IR s . —MAERTE N B ARER IR NRHE & R OVARRAEE N B R JER 22O
Db EAER LT,

RSl 7 HEIRN - ¥ A M —F SEHE 20mg. A b —Z S EHTE 100mg (—
W4 a7 vl X~ (iR L))

KR ERDMEIRE - ARG OIRA B 72 BN R A E

REERDMEROHE @, AR, a7 n ) X~7 GliaF#z) LT, 1
[6] 2mg/kg (AREE) % 3 MR T 30 /02T CTRillfsiEd %,

®3E IR 58 ¥ F : MSD Bt




2. AFNORK. TERBF

XA ML —F mERFE 20 mg V100 mg (—i%4s : AT v U X7 (BRI
Z). LR [RAl &vv9,) 1E. PD-1 (programmed cell death-1) & %D VU > K TH
% PD-L1 )y O'PD-L2 & Oft A ZEHERET 5.8 MEIgG4E / 7 v —F LHUERTH 5.

PD-1 FRB& I T Al G0 B S 2> B 8 2 72 D12 28 AVHIIE 23 R 3 2 =5 20 e e 1l
AA w F T, PD-1iF, EFERREBICI WD TEER T MiluoMin L mic BBl L, B o%
PSS % B AT TR R 72 g SR & Hli 35, §7eboBH, PD-1 XU v KLk
AT HZ LKV PURZERICL D v 7T IVRZEEAICHIET 22 /K TH 5, PD-LL
DEFMHEMICIB T H2RBUTDLT N THLIN L ONAMBTIE T OB E 28z 5
IECBENCHBLL T D, BAMBRICEIT D PD-L1 OFEEIL, BilerE. P,
BRI, ORBLE . FE/ NI S Ok 2 RN A TTHRARK T TH Y | RWAEFR L
OHEBEMENRE I TWD,

D A DEFIRE 1% & PD-L1 FEEBLOFHBAM:A & PD-1 & PD-L1 DR IXEEE D
T BRI BV CHEERHAE 2 Z EAURBINTEY i BNAIRREOEN L L
THIFfF STV 5,

AHNE, PD-1 & PD-L1 X OXPD-L2 OV T ROFEAZET L Z Lick v, EE
W NBREE T O S A S SV T U o SER A TE M L & & HUE S )% & FHEME L
52 & THIERG R 2T D,

AN (TR 165 < B S I 1 BT 5 B o, TS SUSBEL I
5 AN B, RO G RO SIS, BB OB T, RENR
i & TN FEL L T G U BPIAA AE  HER 245 [T & S L Tl
BI85 B2 24T\ IR EE DR RS K D BITER DN b 2 56121, BIRRE RV
L HIOR BEORG AL & 1T 5 LB B,



3. BRI
RIBYIERAEE 70 B A Il D K GERF I Z B 21T - 72 BRI RER O g 2 7~ 7,

[ 2hE]
OEMNE 1 b fHER (KEYNOTE-041 #5k)
{EFHIERE DR TA B Y A~T (B rHHz) CIF M) a~T] Evn),)
EEERN 2 LY A ETORTFRIERE 2 AT HRIGUIRAGE 7o ik A fE B 42 4]
(B NIRRT R 52 37 B) 2%, AK) 2 mgkg 3 EMMEM (LLF TQ3W) L»9,)
B G- OB NE R VLR S 17z, 78, BGEEE TR EETARS D= HEIZ,
PRBHETT 2 R JIERD3FR8 B IR WE DEFIRIIC R E L T 5 A T, IR [BI LR O E
GRHE CRABEITARD DN D £ TAAIO B G 2k 25 2 LN ATRE & &z, HERT
fiE H Td 2 EERIRECIST HA RT7 A > L1RUICHES < | Eic X 5 584:78%) (CR)
SRSy Z8% (PR) ] 13X, 24% (95%[E4HX[H : 12~41) Th o7, 7. FAINIHRE
L7ZBfEIE 10% CTdh - 7=,

@uEsF TARRER (KEYNOTE-002 #45%)

A BV AT K DIREEE AT SRR e v BAJE BT 2t s, A 2
mg/kg Q3W #5-} OY 10 mg/kg Q3W 5D A 3tk Je V2, AbRiE (X "y
U.TEVOAI R, ANKRTTF RXT VBBV NIIANRT T F o +X7 ) 2%
B, LUF NICC BE) & H,) ZxtfRE L TRET Sz, 7o, EERHG CHEEST
DR LT HAIC, TREBHETT 2 /R TIER SR SR W ED R EE LTV 5 A
FCUE KA LARE O EHGREAL THAEHEITGE0 5L D £ TARDER G- 2kt 25 Z &2
AR L ST, FEFHIE BT AAFHE (0S) KUMEHEAFHME (PFS) & 34,

AFNIACFRE L i L, PFS # A EICER L,
#£1 ARMERGE (KEYNOTE-002 #5R)

AF 2 mglkg AF 10 mg/kg e==-37R
Q3w Q3w
(180 1) (181 #1) (179 #1)
OS | fidefE [H] 13.4 14.7 11.0
(95%Cl) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
NP R 0.86 0.74
(95%ClI) (0.67, 1.10) (0.57,0.96) —
P il 0.1173 0.0106
PFS™ | riakfE [] 2.9 2.9 2.7
(95%Cl) (2.8,3.8) (2.8,4.7) (25,2.8)
NP R 0.57 0.50
(95%ClI) (0.45, 0.73) (0.39, 0.64) —
P ™ <0.0001 <0.0001

Cl:ZHEIX[E . *1: RECIST A KT A > 1.1 BT IS < SRRk E K ORI BP9 £ 12 X % 274,
*2 ¢ J@hl Cox It — RETF /M L (b7 ik L ot *3: E@hlln 77 v 7 ME

4




100
90 —— 39 2mg/kg QBW
80 - —— F10mg/kg QBW
20 4 fbemeE
& 60 1
E 50 ]
# 40 -
30 ]
20 g
10
D SRR LU UL LRULLLLRLY LR LU WLLLLLAALY WWALLLELEL RARLULLLLL UL ULULLLALLY BULLLL
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R (R
## 2mg/kg @BW 180 131 95 70 61 11 0
FHFI10mg/kg Q3W 181 138 99 79 67 12 0
{E%86E 179 115 80 60 48 9 0
OS ? Kaplan-Meier i
at risk®y A R]
ZF#&| 2mg/kg Q3W 180 153 74 53 26 9 4 2
FE10mg/kg Q3W 181 158 82 55 39 15 5 1
{E86E 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier Hif#



OSBRSS (KEYNOTE-006 #5k)
AV LAY TICLDIRERED 2N UIA B AT E2EERN 1 LY A ETORF
PIEIE % DGR A B 72 B A NE BT A P8I, ANAl 10 mg/kg Q3W £ 5- J Y
10 mg/kg 2 BERFRR (LT TQ2W] &9 ,) HTHOHEIMER NLRMER, A1 BV A~
TERRRE LTHRE Sz, el BGRHN CRIGEITRD b GE1, RABHETT
ZRTIRER DR DR WEDORIKRINICZE LT 2 B Tl RIBILIRE O B4 AT C
PRIBEITRRRO b D £ TAF OG- 2kt 5 Z &2 alRe & vz, FEFHMIE B IX
A (LU T0S) &9 ,) ROMEREALGFHIM (LUT TPFS) &9 ,) & S,
AHNIA Y Lh~vT7 LI LT, OS X ONPFS A BIIER LT,

2 HAEMEAMGE (KEYNOTE-006 #fR)

AF 10 mg/kg AF 10 mg/kg AEY b~
Q3W Q2w
(277 151) (279 151)) (278 f31)
OS™ | il [H] NE NE NE
(95%Cl) (NE, NE) (NE, NE) (13, NE)
NP — R 0.69 0.63
(95%Cl) (0.52,0.90) (0.47,0.83) —
P fit™ 0.00358 0.00052
PFS™ | rhiefll [H] 4.1 55 2.8
e (95%Cl) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NP — R 0.58 0.58
(95%Cl) (0.47,0.72) (0.46,0.72) —
P f™ <0.00001 <0.00001

Cl: ZHXH. NE : HERF, *1: PEFEHREOT — 4% 1 20053 A3 Ay bAT, *2: )3
Bl Cox HBINY— REF L DA BV A~ T L Ol *3: @5 7 F v 7 K, *4: RECIST
A RFA 2 LLRRICEED < PRSL U 7o e K OIS s P 21T & 2 34, *5 e fgdiRg o
T—4 (20049 HA3HI Y A7)



B 50

30 ] ——— awomg/kg Q2w
20 ##10mg/kg QIW
10 1 —— qrunzs

at risk#q M A]

FHI10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FE0mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEVULRT 278 242 212 188 169 157 117 51 17 O

OS ? Kaplan-Meier i

100 -"T
| T e e A 10mg g QT

80 - 3 1mg /g Q3W

{)-""""'I"'"""I""""'I'""""I"'"""I""""'IIIIIIIIII
0 2 - 6 8 10 12 14

at risk® FREREFNM A

##10mg/kg Q2W 279 231 147 98 49 7 2 0
##10mg/kg Q3W 277 235 133 95 53 7 1 1
1EULTT 278 186 88 42 18 2 0 0

PFS @ Kaplan-Meier Higg



[Z241]
OEWNE 1 b fHRABR (KEYNOTE-041 #5%)

HERLIL, 41/42 1 (97, 6%) IZRRD BV, IRBRIE L ORBEBEBEN G E TE R WAE
FRIX, 34/42 ] (81.0%) (ZFBH BTz, FEBLHEN 5%LL EORIERIZT TRO LBV T
HoT,

&3 FEBRY 5% EORIER (REMMITXIRER)

ZREBIRS3E (SOC: System Organ Class) PP %)

HAEE (PT: Preferred Term) 2mg/ IZ% 1%3WE¥

(MedDRA ver.18.0)

“2Grades Grades 3 VL I

RIEM 34 (81.0) 8 (19.0)
P AR

FOR IR RE IR T 4 (9.5) 0 (0.0)
H Pk

T 3 (7.2) 0 (0.0)
—f% - EEEER L OGN OREE

BB 5 (11.9) 0 (0.0)
it R A A

TANRGEUET I ) hT AT 2 T —PHIN 3 (7.1) 0 (0.0)

TFERER SN 3 7.2) 0 (0.0)
i BRI O AN ik

=5 P 6 (14.3) 0 (0.0)

BER B IR BB 6 (14.3) 0 (0.0

S T 3 (7.1) 0 (0.0)

B, VMR E 16 (2.4%) . KB - Ef@?ﬁzm (4.8%) . JFH%nek= 3
Bl (7.1%) . TEAHERERE 2 4] (4.8%) . HUIRIREREREE 6 41 (14.3%) . infusion reaction
16 (2.4%) KOS E SR LHE (2.4%) THE ab%amto Fo. MREEE (F7 0 -4
U—EEEES) | ERERERETE URMERIEMEE R | BIBREE, 1 AERM, EEO
FREMEE (FREREISIRAEERE, SZIRLBE, JERIEIESE) | BER. Mk - BRUT RUARIE
FIEF MR, IMo% - RIS, Ok, SuEME i OB PESRBER . FR M i e VR
TEERB TR D B o T,

@i/t T AHRER (KEYNOTE-002 #%ER)

AHEFLIE. 2 mg/kg Q3W B 172/178 11 (96.6%) . 10 mg/kg Q3W & 178/179 151 (99.4%)
Je OV ICC B 167/171 ] (97.7%) 258D HAL, 1RBASE & ORBEEARN G E TE W aE
%2% . FhEh 121/178 % (68.0%) . 133/179 fi] (74.3%) M O* 138/171 5] (80.7%)

IZRRD BTz, WTNAORETRIRN 5% EORITERIZT FTRO L BY THo7-,



Fz4 WDTNLOBETRIARN 5% EORER (et EH)

2B BIK 5% (SOC: System Organ Class)

Bi%x (%)

=5 (pT- 2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE
ﬁj;g; S;E:;rmd Term) o Yo 171451
4=Grades Grades 324 E 4=Grades Grades 324 |k 4Grades Grades 3V

2RIEH 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (26.3)
MEE LY R kEE

E=4iil 5 (28 1 (0.6) 7 B9 0 (00) 35 (205 9 (5.3)

I 1 BR s i 0 00 0 (0.0) 0 00) o0 (0.0) 14 (82 6 (3.5)

A R ER I AME 1 (06 0 (0.0) 1 (06 0 (00 14 (B2 6 (3.5)

iSRS 2 1y o (0.0) 1 (0.6) 1 (0.6) 16 (94) 4 (2.3)
N WA E

FRR B RBAR T 9 1) O (0.0) 13 (73) O (0.0 0 00 o0 (0.0)
H ks

{8 5 (28 0 (0.0) 9 (50 0 00 14 (@82 0 (0.0)

TR 15 (84 0 (0.0) 19 (106) 2 1.1) 14 (82 3 (1.8)

LD 8 (45 0 00 16 (89 1 (06) 56 (32.7) 4 (2.3)

[ 2 11 1 (06 10 (56) 1 (06) 26 (152) 4 (2.3)

—fk - EHEER L O G OIKRE

) E 6 B4 1 (0.6) 8 45 1 (0.6) 10 (8 1 (0.6)

W7 40 (225) 2 (1.2) 52 (291) 1 (0.6) 62 (363) 8 4.7

FE 6 (B4 0 00 11 (61) 0 (0.0) 8 (47 1 (0.6)
RO A

NN T ol 7 0 (o0 o0 (0.0) 1 (06 0 (00 13 (76 5 (2.9)
Rt L O EkE

B 8 45 0 (0.0 17 (95 2 (1.1) 26 (152) O (0.0)
B #E R E L OE ERRkREE

BAfR 13 (73) 1 (0.6) 12 (6.7) 1 (0.6) 9 (5.3) 1 (0.6)

PR 9 51 2 (1.1) 7 39 © (0.0 10 (8 1 (0.6)
PR R IR E

R = 22— R F— 2 11 o (0.0) 0 (0 0 00 14 B2 2 1.2)

SERLT 1 (06) 0 (0.0 2 @y o (0.0 11 (64 0 (0.0)
FERg ¥ K OV TRk E

it B 5 (28 0 (0.0) 1 (06 0 (0.0) 35 (205 1 (0.6)

B ez p 9 (1) 0 (0.0) 9 (50 0 (0.0) 2 (12 o (0.0)

% D FEIE 37 (208) O (0.0) 42 (285 0O (0.0) 6 (385 0 (0.0)

5 21 (118) 0 (00 18 (101) © (0.0) 8 (47 0 (0.0)

BLIR B IR 2 5 (28 1 (06) 10 (56) 1 (0.6) 0 (0 o0 (0.0)

T A BE 10 (6 0 (0.0) 9 (50 0 (0.0) 2 (12 0 (0.0)

7233, 2 mg/kg Q3W B¥ )2 1810 mg/kg Q3W REIZ 35U T E A2 4y, & I At £ 151 (0.6%)
HEO THI LB (0.6%) K6 B (3.4%) . FhiRbEE (%
T e N L—IEERESE) 2 451 (1.1%) J O 0 i) AFRERE R 13 151 (7.3%) S T* 15 141 (8.4%) |

ROPRREREE (RN MEMER L) 16 (0.6%) MON16 (0.6%) . FIEAHERERE 1
B (0.6%) KO3 (1.7%) . RRIERERE 14 61 (7.9%) }& O 15 5] (8.4%) . infusion
reaction 2 5l (1.1%) KO3l (1.7%) . EEOEREE (REMBEIREER, 2L
BE, HERMIES) 161 (0.6%) MOV (0.6%) . SR 161 (0.6%) KON0 I, BEIER
BEESS 0 B} OV 1 511 (0.6%) | VTS E S K
K OBIKO2H] (11%) TR LI, £i2, BIFEE, 1ABERBE,. 52 - AUHRE
fiRdiE O, S MR INRBD PSR B . A MR & OVRZFERES 13580 HaL7e o

KO 4B (22%)  RIBZK -

TESE 0 BN 1 51 (0.6%) | ARz -

776



OSBRSS (KEYNOTE-006 #5k)

HEFERIT, 10 mg/kg Q3W #¥: 264/277 1511 (95.3%) . 10 mg/kg Q2W #f 275/278 141 (98.9%)
SO IPLAE 239/256 5] (93.4%) (1Z388 B L, VRS & ORIRBERNA G E TE WA EHESE
BE. FHEH 202277 B (72.9%) . 221/278 il (79.5%) K OF 187/256 5] (73.0%) (2
RO BT, WTINORETHILEN 5%, EORIERIZTRO LB THoTz,

#£5 DFRHAOBETRHREE 5%LL EOBIER (Rt RE)

B (%)

ZEERIRSFH (SOC: System Organ Class)

( M%e(jZIKDaEA(\E’;:lF;rZEerred Term) 10 mgél;%;{?fWﬁ 10 mgél;%{%ZWEaé ZIE(IS%J
o 4=Grades Grades 32 |k 4Grades Grades3LA k= 4=Grades Grades 324 E
EIEH 202 (729) 28 (10.1) 221 (795) 37 (133) 187 (73.0) 51  (19.9)
P Wk
IR R B RETTHERE 7 25 0 00y 17 (1) 0 (0.0 6 (23 1 (0.4)
R BB R T iE 21 (76) O 00 25 (90) 1  (0.4) 2 (08 0 (0.0
H Wb
JiE % 5 18 0 00y 10 @6 0 (00 15 (59 0 (0.0)
K% 8 29 5 (1.8) 4 (14 4 14 19 (74 16 (6.3)
T 40 (144) 3 (11 47 (169 7 (25 58 (227) 8 (3.1)
AP Rz 11 40 0 (0.0) 20 (72 0 (0.0) 1 04 0 (0.0)
CEA 31 (112) 1 (0.4) 28 (101) 0 (0O 22 (86) 1 (0.4)
Mg - 5 (18 0 00 10 (36 1 (04 14 (55 0 (0.0)
— % - EHEER L OB G-I OKRE
) E 31 (112) o (0.0) 32 (115 1 (04 16 (63) 2 (0.8)
W7 53 (191 1 (04) 58 (209 0 (00 39 (152 3 1.2
RO P
TARTEURT I ) hT AT 2T —BHIN 6 22 1 (04) 14 (500 0 (0.0 6 (23) 2 (0.8)
R L O REE
BRRHOR 18 (65 0 (00 17 (1) 0 (00 20 (78 O (0.0)
B HE R ES & OV ARk
RAfR 32 (116 1 (0.4) 26 (94) 0 (00 13 (51) 2 (0.8)
EE 6 22 0 (0.0 19 (68 1 (0.4) 5 20 1 (0.4)
eI $ KO FHRkREE
Z O 39 (141 o© 00) 40 (144 O (00) 65 (254) 1 (0.4)
537 37 (134 o© 00) 41 @47 0 (0.0) 37 (@145 2 (0.8)
I FIEE 31 (112) o (0.0) 25 (900 0 (0.0) 4 16 0 (0.0)

72%5.10 mg/kg Q3W #£ K TN 10 mg/kg Q2W HEIZ 35\ T Z V2 du, RV i £8 4 451 (1.4%)
KON B (0.4%) . KBS « EHEO T 10 5] (3.6%) KON 13 il (4.7%) . FhRkpEE
(X7 v« NU—JEGERS) 26 (0.7%) KO0 6, IFHAREREE 14 5] (5.1%) & U*23
B (8.3%) . EHEREREE (RMEMEMEEXE) 246 (0.7%) RXO14] (04%) . FE#
AEgREREE 161 (0.4%) KON 141 (0.4%) . FUIRIREREFETE 28 f1 (10.1%) MK U* 33 fi
(11.9%) . EIFEFEE 161 (0.4%) K&OV2 6] (0.7%) . infusion reaction 7 5l (2.5%) K&
OV5 i (1.8%) . 1 AUHESRY 1451 (0.4%) K ONO B, EFED R RS (BRI ARE
B, ZTUALEE, BRHIESE) 0 I KON 1 45 (0.4%) . BEZ 141 (0.4%) KO 1451 (0.4%) .
A - BB RLARIE 1 6] (0.4%) KON 0 B, Mzt - BEREES O (il J Y 1 651 (0.4%) |
IZHSE IR 3 6 (1.1%) KON 1 6 (0.4%) TROD O, £72, EIEMREE,
DA S PRI IR D PEERBES R . BRI i OVRZEERBE IXGR O b v o T,

10



4. FRERIZOUVT
KRR E U CHERBERE (2FFHE) e Tnbd 2 enb, Yikiilh 2 Ey)
IZETX DR THLIMNERD D, TD LT, KR ORG ) EY) 72 B3 2 2W - FrE
L. AFIOFEEIZ XL 0 HEHEREWEAZRBBL LRSS T 5 Z E BB R0, LLFO
O~@DFT X TET M- THRIZBWTHEHT 2 XETH D,

O MEFRITHOWVT

D1 T (1) ~ B) OVWTINIHEYT IR THD Z &,

(1) EATHRENIEET 203 A LS R (BN RS A2 R HE LS IR L |
HiE A3 A RSB SRR, MUY AUHRIERE 7 &) Rk 29 44 A 1 HREA
434 Jiig%)

Q)%E%%ﬁﬁ(ﬁﬁw&mﬂlaﬁﬁ-%m%

(3) FBENFRANF DT ET 203 U FEEEFRET (25 AR BT, 23 U2
w719, 23 ARSI EEHEE R 72 &)

(4) AARALFIRIEE 27 %L,%%m%%&m%1Xi%$m%$&m 2 Dk HE
(AR DR 21T > T Dfiax (A 28 427 A 1 AR : 2540 figk

(5) #E@Erﬁlﬂﬁﬁfiﬁuﬁmﬁm IR D M AT > TV Dtk Gk 28 4F 7
H 1 HEA 1290 fitigk

O-2  HEMER AR FHRE K ORIVERFEBURE Ot IS 457 70 ik & B8R & RO R AT
(FROWTINITEEY T DIERM) 2, B2 EROARFNICET A2 IREOEME L LT
FlE SN TnbZ L,

*

o [EEMRFFEUSZ 2 FOMMNHE 2/ T L72&I1C 5 FELL L O ) ATRRE DERIRIHE %
IToTWBHZ L, 95, 2 FLEIZ, BDAEMEEY L LR ESES:OHE
AT o TWBH T &,

o [ERRFFIFR 2 EOMHNHME 24 T L721&IZ 5 A LA L oo B EANE G2 IR O il
KR AZA LT\ DH T &,

@ BENOEZRBFEREHOEHNIZOVNT

3R G A BT T 2 B ML S, RGN D OFRE D, Aotk - 24
P T R ) TFJ%E(@HE'E%&U\[:E@%? X A IEWmIE AL, AEFELEDBAE LGS OWMEHE
B, ERHECOITON A IRENE ST D Z &,

11




@ BHERA~DOFIRITONT

@-1 BIYERFERR QX ISR B4 5 2

FIE MRS FE O EE R BIERARA LB, 24 BFRIHRIAHI O T, Y%tk 3T
EEERIRB I T, BB LI ENENIZIG CCTABE B OF CT & O @IEH O #4022
IRRRAEDORERD Y AP DIV, EHIH IS ATRERIRHI 2 > T o Z &,

Q-2 EERFE L 2AFBLMMNCET 2 EM:

DAZIRICHED D MM 2 ik O 2B T 2 EREFEENENER =4V v 7 %
EOTEROAY V) —= 2 T EITOEIRE L@ %2 356 T& 57— A ERES] D AR
SNTWNWDHZ L, ok, BiRAEHIZOWT, DARE EZOFBEICHSIZEmEiTn
HZ &,

@-3 BIVERA OZTCRISIZE LT

BIER (RVEPERRECIN X2, KGR - EEO THI, FFHRERE, B E (RE
BB RS © WS (TEAHERE. FIRIRMSRERSE, BITMERS) | 1
RIPERIG, 5 E 9 R, Ak - BEBURARIE, Pk, BEORERE (KR RIREARSE
RE. ZIBALEE, B RHIESE) | infusion reaction, JM7¢ - BAMESS, FJEADEESJIE, fRfE
B A(FT 2 NUEBERESE) | DR, BVl OB PESERE . AR L, AR
TFERBEE) 1TxF LT, ke ST R E BB ORI E A AT 3 S BEAT & EEE L (RIE
RAOBWOH NI L TSRO EEZ T oL EMEICH S 2 L) | BEHIH#EE) e
BN TE DEHNESTND Z L,

i

12



5. REXIBLLRDBE
[ZzVEICBE 4 2 F1A]
O TRICELT DEFICOVTIARROE G LR L SN TN Z enb, FHEIT

braunz &,
o KRFNDRGITKRE UIEBUE DBEERED & 2 B

@ 1BHRATORHIIZ BT REC % Y5 BFITOWTR, A OFLGIFHERE S L0
B, HOIRFBIIL D R WNIEEICRY | EEICAKIZEN T2 2L 2BRETE 2,
. [HHE ﬁ%f*®AﬁXi%E®%é$%
o JafBE AR A CRHVE S 258 6 D A K ONE BN 0D FCH BT e <0 & G M it 2%
LD RIEMEA LRI B D B
o HOMEREOAD, UM L IEXHRMED B iR B OB EE D
o BE
o REHREAEIE G MR 2 & Te) DD A
+  ECOG Performance Status 3-4 "™ o 4
(B 2h Iz B3 % Hr o]
O ALFIERE D 72 W EE R O HFRIERE O 6 5 BEIZB W TARFI OB MR R S 1
TW5b,
7%, BRAF Bia 1A RZHT HEFITE O TL, BRAF BLERNIC L 1R LB
THZ L,
@  TFREICEY T D AFN OB K OMEHHFIEIZ DWW TE, AR O MEREL S TR

59, ARBOEER L2 B 720,
o IR,
o foOPEMIEEA & OGFH,

D) ECOG @ Performance Status (PS)

Score

P—
EFR

0

< MR LEBTE 5, BT E R U HEAESHIRZR <ATZ2 2,

1

PRRCE LUEBNIHIR S D235, BATATRE T, BAEEEE > TOMREITIT O LN TE 5,
Bl SR, EREE

2

BATARE CH A DH DEY O Z 13T X CHEEZEMEEIZTE 22, A D 50%LL Eix~<y K4k
T,

RONTZESOHOEY OZ L LHTERY, BFO 0% EE Xy Rvf+ Tz,

LB RV, BHOOHDEY OZ e TERY, B2y RfFFTlmI4,
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6. WEIELTHEETREEH

O WASCEZFITIN 2, MERGEER DR 5 @RS 1T -5 & ARHF O Feit M O 1Efil
RO DI HLEIMERE T3 ICEMR L T oA+ s 2 L,

@ TBRIEBRIAICHENI G, A T Z OFEIETH MR a2 453 L. & 4215
ThoEEGET5HZ L,

@ FEREWEHDO~RT AL MZONT

BRI RN S b5 Z ENH DD T, KEOEEIZH - > TiE, WIHE
W CEBIAL, PRRIRIEE, MREE) O & OMES X #iie AL o =%, #Bleia 1
SITATH 2 &, Fo, REIDS U T CT, MiF~— I —FORA % FEhid
HZ ok,

infusion reaction 23% H 0I5 Z & 3%H %, infusion reaction 23588 H VT2 HA I
(X, GEYRALE AT O & &b, IERAEIET S E TREOREE 0B
THZ L,

FORBHSRERE N S Do D Z E 03 H D DT, AAID 5Btk M OB 530
HTE IR R IR AR A (TSH., EHE T3, WERE T4 HS0WE) 2 FEMT 2
&,

FFREREREE N B B d Z LR D DT, AFIOFHBIART K O 51 1%
EHICATRERER A (AST, ALT. y-GTP, AI-P, B U VEVEDORIE) % FEhi
T5HZ L,

SE IR (MERKEOILEBRAEX ZET) FOEERIRFEEN S bbb
ZENHLDOT, EHICIRORE ORFELHET 22 &, £, IROEFER
RO ONTHEITIEL, BWONICEREEEZZ2T 5L BEFELRET L2 &,
AENOFHIZ L0 | BEORESUSITHERT 5 &5 2 DD Ek* R ECR R
DHOLONAZ EnbD, BENEOLNTHAITIE, BB LLEFERITS U
B PR 70 gtk & 6B A O R Al &oEE U Cl gl A s BRI AT\ IBE O
BOGIZ £ 2 BWER DB 2358121, AR ORI I, ORI RE R
NEVHRIOERGEREBETSHZ L, 2B, BIBRKERVEYORLIZLYEIE
M OUEDGRD HAIVRNGAE T, BB BB RV LSO S il oo 0
LEET D L,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R3 HH720,
AHNOB G THIZHEWEH OB 2ICEET 52 L,

1RO PRI  (BIE 1 BRI 2 &5 Te) bbb, BRFE7 7Y F—v &
ICEDZENRHLOT, Hig, B, EEEDIER OB EO I+
DEETDHZ &, LRBERBN RN ICITEGEZRIE L, AR
RO 5EOMY LB ZITH Z &,

@ AHOERARRIZI N T, G5B 3 7 HUWN, ZHLIEIL, &55E1D 1
RN 6 WM Z & ATHEIMEDRHTI 21T > TW2 Z &L 2 2B, AFIE G-I EHH
(R OMERZAT D Z &
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XEERHEETA R4
NRAT7n ) X~v7 (BisTHEEEZ)
(RFE4 1 ¥ A hv— 5 S 20mg, A hJ— ¥ SR 100 mg)
~EHHER XY VoYE~

ER2 941 1A (FRR2 941 2 AHKET)
REFEE
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1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
R L 725 TR REITBGEE & SO o ST #2016 (K% 28 42 6 A 2 H BRI E)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

LTeRoT, KAA RTA 2Tl BIFEMEC 2L E TILE LTV A EFIREN -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

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

KB LI B EIE - A F—Z SEHE 20mg. A R L—Z SEEHE 100mg (—
Wt s NaTvn ) X~7 (GBI Z))

REERDMENTNR « FIE TR TED HHAY AR O % U R

MNEERHRHEROCHE - @, AR, a7 el X~v7 (Ealfaz) LT 1
[6] 200 mg % 3 A FIRE T 30 23 RI2s ) CREEET 5,

W 3E IR 58 ¥ F : MSD Bt




2. AANOKK, 1ERBERF

XA ML —& mEERE 20 mg V100 mg (—i4 © AT v U X~ T (GBS
Z). LAF TARAl £v9,) 1%, PD-1 (programmed cell death-1) %D U B KTH
% PD-L1 }x O'PD-L2 & Dft A2 EHEEST 5.8 MEIgG4E / 7 v —F LR TH b,

PD-1 #R B IE T AHAE S B IS 2> Dk 2 72 D12 28 AFBBE SR 3 2 = 722 Sz il 48
AA T T, PD-1 1%, BRI CEMER T MilaoMia£mic BB L, 3%
P s % B o AR LB TR R 7o S0 B S il 35, 7B, PD-1 13U H o REfE
ATHZ LK VHURZRIRICE D v 7 VBERZAICHIBEIT 2% IKThHh D, PD-LL
DIEFFRICB T 28BUT DTN TH LN L OB AMBTIX T Hldofx 2z 5
I ERENCREBLL TV D, BAMIIEICEIT D PD-L1 OERIIL, BHIAE. s,
A . SREE . FE/INRTE 72 & DRk A A TTHARRKE - TH D | RWAELFR
& OB HRE STV D,

B DD DERIRI) T & PD-L1 FBLOFHBIMED  PD-1 & PD-L1 O FE XS D
PR B W CEERRE ZHH ) Z L AVRBR SN TEBY B2 ARROER L L
TSN TV 5,

AANX, PD-1 & PD-L1 X OYPD-L2 Olj U > ROFERELEST S Z Llck v,
1 N R D B AR =N T U S ER A TE ML &8 PSS & S ML
52 L THMERENR AR D,

ARHNOVEFIREIFIC IS < BIEOSIERISIC & 5 BIERSN B b bh., B IS
EH AN D D, AAORG PROLGHIIT, BEOBRE AT, RENRE
D BTG AITIE, BB L2 HUTIE U B 2 ik & B8R & FE oAl & i L Col
GBI A AT, BEOGRIESURIC X B BIEMAEDN D WAL, BRI
AN DR E ORI AT O WERD B,



3. ERPRRE

B SUTEAME O B AR U3 v U 2l O GBREIZ G 21T - 72 72 iR

AR 2 7

(A 2hE]

[EIBRIE[RIH ARG (KEYNOTE-087 i)
PR SUSHEIAME D LR 2% v ) L SEEELE (210 61,
TD 3OO R— M EXRIT, A 200 mg 3 MRS OAMEROZ SR

iz,

- BRI i e R A AT

# (mR— R

- HFEEMSBHABHEIEE S THY . hoOT LYo ~wT RRF UL BIEES

2T TeEE (2h—12)

- B M a1 T 1% (2

RN BT TCDARWEE (adk— R3)

728, ERETN TR BIET TN R
%®%%%K§ELTV5%%T@;&@HM@ G RTAl G EBAES T 38
EEaNT, FEFEEE TH D EME (WFET IWG
7% (CR) XEERsr 2% (PR) OFIE)
FR1DEBY Tholz, 2B, FANIHRE SNTREERRIT, WThoars—

ARANDFe G- 2 ki § 5 Z & A ATHE
(CES S FRHEEICL DR

criteria (2007)

SOV Wit )

BT 2 R TR SR

HAN 10 Bl zETe) DL

202, LR~ T RRNF AL BIBEEEZZIT -8

LT FR v T RRINF UK BIEE (—IRIBE
VITRIRAL SR IED— B E L TOT LYo~ RRF AL AENEEITE £

20% T - 7=,
#1 HHHERE (KEYNOTE-087 38k
akR— K apR— h2 a7 — K3
(69%1) (8141) (601)
7ee%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
.| T FES (PR) 35 (50.7) 35 (43.2) 27 (45.0)
B3 s
(%) % 7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (43) 17 (21.0) 7 (11.7)
PR A HE 3 (43) 2 (25) 0
Z5h% (CR+PR) (%) 725 65.4 66.7
(95%(E X [#]) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

N NSV AWAA
BOLINLDHET




[Zzpt]

[EIR [ ARG ER (KEYNOTE-087 #5R)
B EFELRITHBR KT 202/210 41 (96.2%) (258 5 v, BITEAIX 144/210 5] (68.6%)
ICERD bI-, BERN 5L FORWERIZE 2D LB TH-o 7=,

K2 FEHRY 5% EORIER (REMMITXIREM)

IRERIRSHE (SOC: System Organ Class)

p1%% (%)

FAFE (PT: Preferred Term) %itjlﬁoé{;ﬁ&
(MedDRA/ ver.19.0) 4> Grade Grades 324 I
2FIER 144 (68.6) 23 (11.0)
MRE LY S REE

I ER A I 11 (5.2) 5 (2.4)
N oy UslE

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

T 15 (7.1) 2 (1.0)

L 12 (5.7) 0 (0.0)
— % - EFEER X OREEALORAE

P 19 (9.0) 1 (0.5)

FEER 22 (10.5) 1 (0.5)
R R R

I 13 (6.2) 0 (0.0)
FE 2R, MERIs K OERmiEE

Nk 12 (5.7) 1 (0.5)
FERG ¥ K OE Pk

JE5 16 (7.6) 0 (0.0)

¥, RVEPEREEIL 6 B (2.9%) . K% -
(X7« NU—EBERES) 131 61 (05%)., AFHgREREEIE 8 5l (3.8%). HIRERE&HE
b5 1% 29 f51] (13.8%) | 1 4% « BEKU A ARE 1 2 51 (1.0%) . Infusion reaction 1% 17 31 (8.1%) .
SEIMERIT 2 B (1.0%) KOVLMFERIE 16 (05%) TROOLNT-, /-, HEDK
JEbREE (R REREIEIRIE R, ZIORLEE, JHRIESS) . FIRAHREERRE ., BB sRERmE,
1 RUHEPR YR EFEREREE (RAMIE MR &%) . MR, HEMEIE, MR

HEOTHIL 3 6 (1.4%), (PReFEE

Se VR RIS PESRBER . s IPEE i M OREFERIE 13588 b 7pin-o T,

- BRI |



4. FERIZDOWT

KR & Ul AR (2FRE) AT ONTWEZ b, YHE &
NI TE Digk CHOIMERNH H, £ D LT, AF OGN @7 BE 22 W - kF
E L, AANOBRGIZL Y EELRRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDOT R T &G - THXIZBWTHEAT 2 XEXTH S,

O mEFITHOWVT

D1 Fito (1) ~ B) OWVWTNNTENT I THDZ L,

(1) BAEGFBRENET 20 V2 EEHEN SRS EE R AR L SR Pt
S AR EERIL MR E . MU ARSI 72 &) PRk 29 4F 4 A 1 HIREA : 434
)

(2) HpEHERERPE (K 29 4E 6 H 1 HIFAS « 85 fifink)

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRbL, 23 A2
W IRBE, 3 ARSIELEEHERE B e &)

(4) ARACFHIEEZHE L, SRR 1 USSR EEEINE 2 Ol s 5L 1E
AR DR AT > T Dliiag (CFRk 28 4- 7 H 1 HIRFAL - %mﬁ@

(5) PUEMEMER AL & EINE O s BRI 21T > T\ D litiax (CERk 28 4 7
A 1 BEEA ;1290 fitigk

®-2 HIWERTF Y ‘//\"H%@M?Eﬁf&@‘ﬁlﬁ’ﬁﬂﬂ%%%%%H#@iﬂi N S RA I g
BRaFrOEM (FROWTIVNISHE T L ERM) 2, 2R ORAN B4 5 inE 0
HEAE L LTRESATHD Z L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 I S HLLE DD ATRIE D BEIRNHE 217
STWAHZ L, 96, 2L EIF. DAL Z & LIRS SOMHE 217
TpoTWAZ L,

o [EHithIFEEH 2 EDOPHIHME 2 T L7212 I 44ELL EORRRRERZH L T\ D Z
Lo 9 b, 34EL R, E M ARENENEE O )S A SRS &S e R IR iR O WHE &
IToTWVWbHZ &,

Q@ PBENOEEBBEREEDOMEHNICOWT

EEGERERICEE T 5 TEDEE S, BESENSOEFRE D, A - %2
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R D IE R, AEFEDRAE LGS OWE
RS, HERHESODIATOIDIEH RS TWD Z &,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

VR MR R D BES 7R BIE R 3 9842 LT2BRIC, 24 BERESIRIAHIO T, Mi%hiak X
VB (23BN T, BB L 2 BIERCS U CABRREHE L O CT Z D FIVER O BRI
B EDORERN Y HHRICE G, EHICRHIGS TR AEHINE > TWnD Z &,

@-2 EERNEEEICL 2AFEELRANHICHET 2 EH,

IS ARSI HE T D B 22 Sk e O RE 2 T A IR E A DNEIER T =42 ) v 7
EHEOIERDOAY ) —= T HATOEIRE & FlZ G TE 5 F— AERIKH 2V
ESNTWAZ L, 2B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

@-3 BIER DOZMTCRISITE LT

BIVER (RVEMERIRBCIZ ., KIBZ - EEO TR, IFHERERE, BRERERE (R
EIRVEMER ) . Nk (FEARRERRE, FUIRIRMEREREE . RIRMERE), 1
BIPEIRIG, 5 E 9 MK, Ak - BERUHRARIE, Pk, BEEOREREE (R ERRARE @
RE. ZIBALEE, BERBIES) . infusion reaction, MX7¢ - MR, FIEMFEESGE, #hRkEE
B (X T NUEEREE) . LS. SRR RO PEEEBER . IR L, AR
TFERBEE) 1P L C, Yakhtiay IR B BB O B MVE A G 5 EAT & EHE L (RIFE
AOZWHISICE L TREL OLEEZ T ONIFKMECH D Z L) | BTy
BN TEDEENESTNDEZ L,

puus) )
o

4,

fes
&= AE

5 &



5. REXIBLLRDBE
[ZzVEICBE 4 2 FIA]
O TRIZEYTIBEFIZOVTEIARFIOERG NG L SN TND I b, &5 51T
bz &,
o KRHIDBHTIHRT LIRBEUE OB ERE D & 2 B

@ TRERTOFMICB VT FRLICE Y T 2 BF IOV T, AFIOB G ITHELE S /e

DS, MOTERGRPUR A 72 VIGAEICRY | HEICAFAZHERT 22 L 2BETE D,

o MEMMZEEROEI IIEOH 5 BHE

o i E R A CHRIE R 258 2 B K ONE B M 0 KU B itifis 2 <o R g ME fiti 2%
EOMICRIEVEZELN B DD BE

o HORBEHEROEOF, XUHIEMERE L < IFXFERMEO B e i E OB ERE D
b o HEE

o EZMEHEE GEMmESMIBREZ GTe) Ob 5 EE

»  ECOG Performance Status 3-4 ™o

(G5B 5 4 1H]
O  HF&E MBI UM OB FE ST RO H AR Y U
MNEBEIZBWTAFIOFRMEN RIS TN D,

©@ TREICEZY T 2 BB T AR OFREG K OERITIEZ SN TR, AFIOFZED
WL SN TELT ., AFIDOEREGHIR LB,
o AEFRIERIGRO B,
o MOPUENERELA & OB,

D ECOG o Performance Status (PS)

Score TR

0 | <ML IEBTE 5, MLl U HHAEESHRZ AT D,

PRRCE LUEBNIHIR S o235, BATATRE T, BAEEEE > TOMREITIT O LN TE 5,
Bl BOFE, SR

[y

BATHARECH D OF ORI O Z 13T X CTREEZIMEEILITE 22, A0 50%LL EidxXy FAcil =9,

RBONTZESOHEOEY OZ L LHTERY, AFO 0% EE Xy R+ TiaZ 7,

HlwN

2LET RV, BHOHOEID O LT TERY, BRIy RRFTEId,




6. BMEICEL THEETREFE

O IRASCEFITINZ, BEEREES D IRAET 2 ERFE T D & AR O FeE & OV E 4
DT OIZ B HE T L TS5 2 &,

@ JRRBAGAICIENL D BAE ULE OFIEICH MR a2 oot L, [E 215
ThoETHZ L,

@ FERBMEHO~xT AL MZONT

MEMERREN D 5D Z LN D DT, KFOFEIZHT= - Tk, WIHE
W (G L, PRULIREE, k) ORER & OMOER X R o Zhi s, Blggs +
FATH Z &, Fio, LEIGE U THWES CT, I~ —7 —FORE % Fhti§
HZk,

infusion reaction 23&% H i 5 Z &3 H 5, infusion reaction 2358 LN T=HAE T
(X, EERALE AT O & &b, IERDEET D £ TREORELZ 010 Bl%
THZ L,

FORISHSREREE N B Do b Z L 03 5 DT, KA DB 5B M O 51 1]
HOFE RIS BRI se A (TSH, 07 T3, ERE T4 S0 E) 2 £ 5
&,

FFHERERS E N B Db D Z &35 5 DT, AF| O EBIART &K O G- T
EHIHNCHTHERERR A (AST. ALT, y-GTP. AI-P, B U LBV EDHEIE) % FEhif
THZ L,

SEIER ACERE IR B 2 ET) SOEERIRBEEND b b
ZEWHDHOT, EMNCIRORFEOFEEZMERT 52 &, £7o, IROEFEN
RO ONTEHEITIE, BONCEREEEZZ2T L) BELRETHZ &,
AFNOBEHIZ XY | BEDORIERISITER T 5 &5 2 5N DHEk A 7k BN e
NHLOLNDZERNHDH, BRENROOLNTHAICIE, BELEFRITS U
BEFREY 2R 05k & SR 2 B O BE AT & U CE bl 2 BRI A TV, B EE Dy
FOSC £ B RWER D S 2355100%, AFIORIE T I, K ORI RE R
NECRIOBRGEEEBET L L, vB., MIBRERLVEOEEIZLYETE
R OYGEERGRD IR WIGAIZIL, B BB AR /VE LA O s iAo B n
bERETHZ L,

PR T, oA O ARE L ThSRIERNRERT L Z 0570,
AR O EHETHIZ B REWEHORBUCA IR T2 2 &,

1 RUBERS  (BIE 1 BB RIG 2 & de) 25 Hbh, PR, F 7V R—o 2
ICEDHZENBHLOT, OE, EL, EHEEOIEROFESCIMAEHE O EFIz+
TEET D Z L, L ABERIAES DN TGS IR S 2RI L, AR )
R OGO EY) 2B EZITH 2 L,

@ AHFNOEERRBRICBWNT, FERRBS 12 2 L ICHEIMEDOF M 21T > Tz 2
L EBSEIT, AFE G LEHICEBRRE CHROMEREITY Z &,



