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1. B

EIEG OGN « REH OB OO, A STEE AW I E e AR
BB, BT, IEORZEHITOESRC LY, MEEERS R X oREi /e i e
FEESDAGEENAZF T, 2 6 DERLZBEICVNER BT 5 - L NEED
FREEE 2o TR Y RIFMESER b o A8 2016 CERE 28 46 6 A 2 AREIE)
ZEWT S, FHERSSOBMOEEMEERES - L L ShTns,

HRIE R E R, SRR R SN T 0T v A VB EOERL LR
ﬁ%*&ﬁ%éo:@k@xﬁ%%&Uﬁé%a%Té%ﬁﬁ%ﬁ%&ﬂéi(@%\
UHEEGOBEL BRI A EAPMFIRIBEHICH U CERT S & &b, ®ilE
JANFEE U7 RIS BB R2w g & 5 7 & ANRRE — E OB 25 T ERE ¢ A
THLEDNEETH A,

LB o T, BFA NI4T, BHBERSSINE CIIE LR T B EFIETFN -
B R ESE | DTOREEROREZFEHAZHEET B AN NEREL B2
FROHREERERT,

RIS, AWAA BT A L, TRTTBk N ER L ERISERAHE, ASHMEAER
BREERS, — AR A B ARERABE S EOC—BAHFEA AR RRSEYEOH
Fodh HER Lz,

WG &I DEE XA M —F A 100mg (—E AL b T n ) R (R
FHBHER))
HRERABEINGE © D AALFEFIER ICEE U IRIGYIBRA R R A
HPELGOMERCRE « @, AW, a7 vl Aw7 (EEFHEER) L LT,
lzmmg&3ﬁﬁ%%xiil4%mg%6@ﬁﬁWTMJFﬁ
T CRIREET S,
# #H . MSD &t
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2. KAWL, RS

Fof Rl SRR 100 mg (— R4 SA T a U v (BT, T [A
Hiy E2vv5,) i, PD-1 {programmed cell death-1) &FD U HY FTCHD PD-L1 RIF PD-
L2 $ OGEBEREMETAD, © MG € 72— NVHETh S,

PD-1 FRBR 1T T HIA S S BE AR D & I B 72 1o 28 AR 23R 9 2 2270 fa s il
A wF T, PD-1 4, EERERIBIC RO TEEE T ERoMaREicER L, Bos
BRGSO AR E LR R e R RIS E T 5, bbb, PD1 RV AT FERE
BET5 LS RESERRICL S VT VRERAHNT 228 HFTH B, PD-LI
OIEFHERICBIT 2RI THLB, £ ORAMIATE T MAOME 2
AHIEFEEICIR LTV D, RAAMIBICEIT S PD-LL OFEREIL, BiiiE, ks,
FrmiaEs, OPELE, ARk S OB 2 RRATCTEREFRRERTFTHY . BV EFE
EDHBEENSE ST D,

B O AOEERN T L PD-L1 2EOMBEMMN G, PD-1 & PD-L1 OBREILIES
CHFEREIC RO CEERERIZHE Y Z P RB IR TERY ., iRl ABREOEI &
LTHfESh TV,

AHE, PD-1 & PD-L1 ROPDL2 O U H v FOEAERET S Lick v, E
B NRE T OEESRGHIERME T U U EEEEL 38, PUEEAE T Bk
T5HZETHRERBDRETRET S,

AHIOVERMEFICES CGREORERINT L HRIEASN S b b, HEIETI
ELHREER DD, FRDEEPRORERICT, BFOBEE oITV, BHNIE
B BB E I, R L FRITIG oS M ms & R AR oA & 5 L O
DRI 24T, BEORERIGT X SEHEMREE DL BE I, BIFRE AL
T H|OFe S EDORURMEZAT 5 MER D D,



3. FRER Ut
S AACHR YRR TR L 7o ARB DI R0 SR B BB OGRS 21T - 7o £ 72
i PR B O BT A7 1

[fzhik]
E IR S I AHRER (KEYNOTE-045 %)

75 FF BRI B S LR IEEET 2 T A REPNET I USRI O R IR R ERE
542 B (HAAN 52 BlaETe) &G0, AF 200 mg 3 EEFENE (BLT TQ3WI &1v5,)
BHOFHMER CEEER ARIRE (7 Y # ¥ F& 4 3/ vinflunine)
CTEREE LTRSS, 2B, G CERETIRD ONIBEIT, ERET
FAATEIRARY SR WS ORI E LA BE T, WRE|ILAEO B T
ERETHIRDO LN D E TCAROR GRS 22 LA s ahk, TEMEEB
AT (08) RUVEEEA RN (PFS) & S, FRANICEEE LR LT, 08
FHBRWERELE RILACKED |

2] PS5 F R ST (R BIESETERD LAY, RUT I rEEIR ST
{eBegRiRic L AT - BT EIRBIL IR E 12 D BRI E R LB S AL b,

#2 ; AFHTUL vinflunine HRARTCEA LD, A7 Y ZXEANE FEY FAa0o0n-Fhh s8R L
b



%1 KEYNOTE-045 3Rk O F itk i
A 200 mg =235
Q3w
(270 {51) (272 f51)
os? Mgl (A ] 10.3 74
(95% & 18 X ) (8.0, 11.8) (6.1, 8.3}
N — Rk 0.73
(O5% (S IEXHD (0.59, 0.91) e
P s 0.002
PFST et [H ] 2.1 33
(95%{E 1R LA (2.0,2.2) (2.3,3.5)
SN B 0.98
(95% (S HE X)) (0.81,1.19) —
p {&s 0.416

AR OF -4 0169 R TH L v bA T

2 BRI Cox Hafi) P — B2 7 in L AL b O g

Vi BRle ST U KRE

CRECIST H A BT 4 2 1.1 BT 53 < S L fiE

106 e
BG_: ™
80
70 7]
£ 60 -
b 50 -
ﬁdﬂ—_
30 -
20 7
10~

e

I FEE

YRR AT T R e T T F TR F T T TR T T T R T e T TR T TR [ TR T F T T T T Te

0 2 4 6 8 10 12 14 16 18 20 22 24
7 RS ()

270226194169 147131 87 K4 27 13 4 0 O
272 232171128109 89 65 27 14 3 0 0 O

X1 OS @ Kaplan-Meier fi# (KEYNOTE-045 30%)

at risk#t
HF00me QIW
b EE



[Zz4xtE]
[E AL RS RS (KEYNOTE-045 #5#%)
HEZTRITAFIN: 248/266 ] (93.2%) B OMbZ2PERE 250/255 5] (98.0%) 1§ H
Yo, BUWERILZ N 162/266 B (60.9%) KR TF 230255 41 (90.2%) wRD b, K
BIBECREBIERD 5% L EOBIERHIZ TR D LBV ThoTz,

#2 BERN s LOBHER (KEYNOTE-045 3B (i iS4 H)

ZEMKDIE (SOC: System Organ Class) %i ﬁll(ﬂ/flz)
FEARE (PT: Preferred Term) !
{(MedDRA ver.20.1) 266
4= Grade Grade 3-4 Grade 5
2RIEM 162 (60.9) | 38 (143 1 4 (1.5
_ BRIREER S T 15 (5.6) 0 o
SEBBREE o ] e D
THE 24 (9.0) 3 (1.1) 0
B 29 w9 | 1 (o4 0
Al 15 (5.6) 1 (04 0
%Y 77 (39 | 3 (11 0
FE - L1 (64 0 B
REEBI USSR ]
R X 23 (8.6) 6 O .
T SR 52 (19.5) 0 0
I 2 (8.3) 1 Twa 8

2H. FEEICR O CHEMSEMER 10 F] (3.8%) , KB - EEOTH 76 2.6%) |
RS (XD 2 S EERE) 1 F (04%) | TFEEEREE 14 61 (53%) . FRR
BREERETE 23 5] (3.6%) . RIIEHEREREE 1 4] (04%) . BimelES (REFMEMES K
) [ A {0.4%) M UFinfusionreaction1 f5l (0.4%) WSRO bz, £, BEEOIERE
F (R EIEIRE R, ST, RS | TEAERES. 1 BERA, BAE
e « BAhRAARAE . BUEAREE, DR, Mot - BElZ, S L DL, Rtk
WO VESRBR T i B OVFRFFERESISEE S B uido T, ARIEMRBEIRILE
RS (BRREERTEET) 2E0EEEE T,



[H - H&]

FHNOFEFEDFEETLERBE LY I ab—rg 02k y, AF 200 mg %
Q3W, 400 mg % 6 WG (LAT TQ6W1 EWvwa, ) U 10 mgikg (RHED) % 2 JH[H
kR (ST TQawW1 &vv3, ) TEE L BOARFO ME PR ES KT Sz, Tk
B, FAl 400 mg & Q6W TG L EOAAOEF KRBT 5 Rl ETIRE (L
T Cavgss) EV39, ) I, A 200me % Q3W TG LD Cugss EHARIT A & THY
Shiz {THR) . £z, FF 400mg & Q6W THE Lz BoOARH O EFIREBIZBI 55K
BB TPERE (BLT [Chassl 039, ) JE, AH200mg & Q3W TG LIZEED Chaxss
CEHELCEEES T ETRENZLOO, BAABEICRS O THERESAER ST
LR - HETHHFA 10 mghkg (FH) % Q2W TEEH LD Cous & L TR
ExrdE&FillEIn (TR, o0, BHREAEREZHEITAA 400mg % Q6W
THEG LR AR (KEYNOTE-555 358 L0 &b EREc -5 < SeEhe
PN A—=FE, T o b— g SR TR L EEE T A2 LR L7 (FER),
Iz T, \EOEEICST A BERBRBGRCE S A OREE L Fo LT e
s DEERRTT 2BERC T T AR RBEE X, AF 200 mg & Q3IW 3T 400 mg &
Q6W TG LI-EORER L APE I ZeE L I > TR S EER, k
RO - BEOM CHESM L OEESEICAmRER I W E TRl SNk,

#3 SHORYERAT A—F

Rk R | (g () o) s ) o
200 mg Q3WT (58.55?'519.7) (27.%7?38.1) (17.28?.11 8.3) (91.3?54.1) (49.?3??1 0 {30.1(,]?1 4)
Wm0V | 10" | oy | Goaten | s | Gonsin (195,209
40(0 ;EJ%W (335135,6? ;6.4) NA (14,1: '32,4) NA NA NA
10 meke G2 (212?223) “4;#?45) a 1;,1 ?21) {423?233) (272,7382) (;9;,9200)

Tin=2993, 100EDY I al—ia ok VEHSh S TEEORIE (2.5%5,97.5%5) . Ceax : HJEH
HEEOBBRMETRE, Cu: SEESEOESNFETRE, Cuwn: FEREEEG (r 702 B580) OREiLE
HHIRIE . Cuanss @ ERREBICBIT A RS EEPRIE, Cups 1 ERIRERB 3 EHREPEE, Cuns 1 B IRIER
BT 5 BRI R e

10 56 O RATESE (95% 5K

§ @ 41 PlOMATIIE  (95% BT KM

NA  FESA L




4, HEFRIZOWT

HEREM & L AERETRE () BT TnE 2 b, YHEE4HE
BNCETX DR THDLINERL D, #0117, FEORENHEE) 2 BE 2720 - fF
E L, AFOESC IV ESRAERN2RE L2BIOIn T2 2 8N 0ERTD, BT
DO~@DT AT ERMETHRIZBWTERT A& TH B,

O EEEzoWnT

D1 TRD (D ~ (5) OWThNIEYTIERTHH T &,

(1) BEAFERENEET DA BREBEIL AN BB R A SR UF .
BRI DY ARSI SR, MRS AR e &)

(2) FrEHRERRT

(3) FMEFRAERBET IDABDTERFR (DS ARTESERER., AR
BAERE, AR &)

(4) SR b FPIELEE R ERE L. AR PREmE | IR RIS 2 Ol e
AR D BRI EIT > T DR

(5) PUEEMEENEAAL P EHUNE ORI R AR E T TV SR

O-2  FREE LB LSRR R ORI SR O 8 TSI 03 7 50 L BB 2 E#F-OIE R
(FROWTHRNIEY T HIEED 2, SRR ORFCE SiaR0RFEE & L
THESh TN Z &,
e

o EAEERES 2 E0OPMBHELET ULrBIic 5 £ EoRAREDBREREIHE &
FoTWAZ L, 96, 24D Fix, BASMEEZ TP L FBREREETOIHESY
FToTWWAZ L,

o [EMIGIHFEAYE 2 EOMMTHERET LRI 4 S EOWRGFIFED BRIHE
E{ToTEY, 35, 2FLLRIT, RE LEEBORABWREZ S 00 A THIROMR
KHHERITT>Tna e,

@ BRAOERLEHEHEHOEHRIZOWT

SHFRZRIEROTHEE CEMEIC T D ERIEMR, AERRNRL LGS 0WmE
B, ERERPIATONOERMPE->TWD T L,




@ EIER~ORRIZ 2T
@-1 fEa BT 28

BRSO EEABVERMNISA LEERc, 24 HBEZEERHO T, Sl
PO T BV T, B UEEHEMIC S CTAREEE U CT S0 REM OEIT %
EeEORENRY BRI bR, BB TR AN E-TWAZ b,

@2 ERMEER I L AT EELMSNCET 2B

AR ED D EMN R OHEL BT oEREEEBNENERC =2 ) 7
EEHDEEROAZ I —= 0 72TV ERE & FREY A TE D F— L EREH I E
fHahTnad b, B, BiEFEICOWT, BABE L FOFERICHSICEAE ST
WwWark,

@-3 BER ORERIRICEE LT

RBIEM (REMEMERICINZ . K%k - /NEE - EEOTH, FHEEET - Mol
T, BHREES (RETMEERRS) . WowESE (TEAEEES. FiRiEE
M BIEHREREE), LAERIE, S8 OEE, il - BRTRERE, Mk, EEORK
JEREE (Pt ENRRATE, FREAEIRE R, S, EIES) . infusion
reaction, JMZE - BRI . BAEMEE, MREE (¥ 70 - N LEEES) . OLERK,
mE A iEbEE (et i/ NGO REEE, it Ei, RERekes, EEhIERES) |
MERE-AMEGR, BB 120 UC, SR LB EFRIEEOEMEL &3 2150
CERE L (BEROBECRRCE L CHRERCIEEAZ T OhA5HIIH B L) |
EHEIRAEN TEDREBRESTHAEZ L,



5. WEMBLRDHEE
[Hahttic B4 2 HIE]
O 777 E G FRIEREE A 5 RPNET SRR O [RE L RR O B
BRRBWTHHOBEERRIES LT B,

@ TRRICHN T ARE T AAFIORE RO AFEIE- 0TI, REIOFE MR
MSES TR BT, ARoRExRE L b,
o 75 FFEAE S TREPEREE LD THERBEO VR,
o FHTOHBNRE,
o (hoofEMEIEEA & OFEE,

{ZaloEd 55E]
O FTRIEEYTIBRFI DV THEFROREDNEZLE ShTWs 2 hb, BEE1T
DI E,

o AHIORSICE LIsE OBERO H 5

@ FREATOFMICE W CTRICEY T 2 BEIC DV THL, AFORSIHEE S 2w
2, OB FERE A2 WEAICRY , EEEAHEENT L L2BRTED,
¢ REHRRROSISUISEDSH D BE
o IAERE ERA CHERE £ D B L UNEEM S 0 AU IO B M R %
FOMZISENEEA LA B B 5 BE

«  HORERBROSH, UEMRE L RBERLO B RS EBOITRED
bHHRBHE

o EERSREE ElEMRBHEEL ) OhOES

o EEORENEBERERETORE

¢ ECOG Performance Status 3-4 EU

() BCOG ® Performance Status {PS)

Score | EE

0 | &{MER{EMTEL, REMLALAEEESHERATLS,

ARG B LB EIIRIEE S ho B, STRIRE T, BERCE - TOEERITS D 2R TE S,

Lodp, moges, sk

SATPIRECE S DA DA ) 0 & T~ CHIEEAERICE 2V B D S0%EL LRy FACET .

2
3 RENEEGOEOEID O L LK TERG, BP0 S50%E i~y FfFT Tl T8,

4 P A&LETRY, BOOEORY O PIEAEC TERY, ZeAy FET TR,

10




6. WL TEE TN EHH
O BHNXEFCNZ . BOSRFEER SR 5 EEE I D & AR DR R OSEIE(E
ROV DI BB FRE o R L TheEHTL 2 &,

@

HIRBEIAIC S0 b B LT DS R OE R A AR L, AE LB

Thbfsd32 L,
@ FREEHO 3P A 2 Moo

RIEMIEEEN S bR D Z 2R DD T, REOHREIZ b - Tk, VENE
B (BEI, PR RSE, WUKSE) OFER KON X BREOERS, s+
SWATH k. Ele, SBIIEUTHE CT, fijEF~—» —FOMRa > EiE
Ak,

infusion reaction 5 H B 2 & M 5, infusionreaction DFRH LA
W EERAEETTH L b, EIRAREIET B F THREOREE il
ThHILE,

HOR S REIE S . FEAMBREREROCREREEESH L LA BB L0
T, K OB S B AR O S B RS NI R A i sE A (TSH., Rk
T3, Wil T4, ACTH, M= F /L EDRITE) ZFEM+THZ &,
JRsEEEE, B{HMEEER DB a Z LB B0 T, RAOESBMETL
UME BB L E WA TR RERE (AST. ALT. y-GTP, AlP, B UAE 5%
OWIE) BEIETH L&,

AV ok PR RCUEEHEERELEED) SOREREEERL LI 5
ZEBRBHHOT, EHNIBOREOTELRATAHZ L, 2, BORENR
R BN HESITH, HONNIERBE SR I L BEFEREETLI L,
FHOEEIC 50 BEORERFICEET S B2 bh B RREBEHE
BhbbihdZ AbD, RENFEDENEZHEAIZE, BALESRIIL LR
HPREY R & R O ERT LB L CETRERIZET 21T, BEDRE
s L ABHER RS D 8800k, AROWEE I IE, RURIE RE R
NEVEIDEESEREETDH O L, B, BIBRERALE ORI LD EIE
HOSERRD bRARWEAICE, BB EERVE LSO GEIGIH 0B
LEETLHZ &,

HWER TS, S8R OE D ARB L THLAEEANRRET LI L RHhD D,
FHOEBGHETHRICHREAORRICFHICERT A2 L,

| BRI GBUSE | BUESRIR % &rie) bbb, MRS b7y P
WELZERHDLZOT, OB, Bl IRLEORRO IO FEED BRI
SEHERT AL, | RRAERSELNLESICEESETIEL, AR )
Ko 580t i@ 52T 2 &,

@ AR OEKABRICBWT, REHMSM G 9 @8R, THhWEIRTREHE O [ FEEIT
6 WG, & SRWMNG 1 ELEE 12 BEER TEMEOTFMET o T ie
EuBEBI, FEERESPIIESRNICERRE THROMRERET O T &,
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