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1. IZC®IZ

=S 5 DA R « L RMEOREROT-OIZIL, IR SCEFIZEE S W2 Ee i H R D
LD, S HIZ, ITEORFEHITOMEANT LV | PUREIKG 72 E O 22 FrRE
FPIESEMDPEBINDF T, 2o OEEMLZ BICHLERBE IR T 5 2 L BEO
R E o TR Y RFMBGEE & SO IR T E# 2016 (kK 28 4 6 A 2 H EERE)
IZBWTY, EHMERLEOFEHORELHEELZ XD Z L LI Tn5,

FORVERB IR ST, B EHSOZ M7 0 7 7 A VRBEF ORI & B 5 R
RHZENDHD, T, AMELPLEMHICET HIERN+0EET 5 TO/R,
VHEEGOBEZBRZITHZEDBWHFEFINLBFICH L THERT L &I, BIE
FDRRB LT BRC LB kb S 2 & D Z & M RIEE 72— & DB 23l 7= 3 = A B <
THZENEETHS,

L7 T, RITA R4 Tl BRBERESLZINE TIZHE LN TV D EFIEPR -
B I S & | BUT O RIS O feiid 725 2 HEE T 2 8LA 0 O B R B %
F RO EFHE RT,

I ARITA RT A %, MSATEBUE N ESE LR S . A E AR AR
BR RIS s . — At B N B ARERIRN B R 2 & O— it iE N B AR R B 72 O 1
J1DH EER LT,

XfG L D EIRN XA M —F EHE 20 mg, A B L—F S EE 100 mg (—
s _Ra7n) X~ (B HERz))

R ERDRENIHNE « DS AALFEIIER (T U 7RI UIBRASEE 72 R I b ey

WELRDEEROHE - BE. AT, AT nY) X~v7 GEETMEMZ) LT, 1
[6] 200mg % 3 ¥ [ T 30 22T TR ERET 5,

& Ik 58 2 & - MSD RSt




2. AFNORR, TERBEF

XA MV —F SEE 20 mg LV 100 mg (—#x4 : XAaT v Y X~7 (BB
Z). AR TARHK &vv9,) 1%, PD-1 (programmed cell death-1) &ZD VU H> R Th
% PD-L1 X ONPD-L2 & OfEA #EHEET 5. & MEIgG4 £/ 7 u—F AHiEkTH 5,

PD-1 #2813 T MRS E BEALREAE > H K 2 72 OIS AN AR AN FI A 5 2 =7 s 2 il 48
AA »F T, PD-1 1%, fEEZREBIZEWDCEER T MifdoMiamic s L, 3o
P SOt % B e A X Tl 72 e OS2 %, 705, PD-1 (XU v R EfE
AT DHZEICE Y PURZERICL DV 7P vmiEa AN+ 225K THh 5, PD-LI
DIEFEMICB T D2BEUTDOT N THLN. < OB AMRTIE THROBE 2z 5
IEERENCRBLL TV D, BNAMIIICEIT D PD-L1 OFEZRIIL, BHIE, R,
FrimAaes. IREE. FE/NBEITE 7 E D2 72 IRA T TR ARKF-TH D | RWAEFE
& OMBEERRE S TWD,

BEELD N A DEFIRN) T1% & PD-L1 3EBLOFHREMED 5 PD-1 & PD-L1 O IR O
IR EREI W CEBE R EHIZH O Z LN RBINTEY Fil- B AREOER & L
THIFF SN TW5,

AFNZ. PD-1 & PD-L1 xO'PD-L2 Ofi U H > ROFEAZET S Z L2k v, [EE
WU BB TR O EIE R BAFIIE EME T U o R ER 2 S &8, P 2 S b9
52 & THEE R AR D,

AN VISR 35 < B DSERISIC £ B RITEFI SR B b b, B XA
5 M B B, ARIOR G ROR EHICIE, BEOBRRE HRIT, BiNR
&I B AT, S L7 TGS U7 SR 2 il & SRR A 5O PEAT & il L Tl
OIZRERBIF AT, BEOREISIT L 5 RIER DN S BAITIL, BIRZE AL
E LANOR G ORI AL & 1T 5 LB BB,



3. BREREE
M AV ERPRERR \THETE U T2 AR VB UIBR AR HE 72 R b R s O KGRI I Gt 247 - 7= £ 7
FE R ER D RSB 2 R,

[H2hE]
FEI B[] 2 AR SR (KEYNOTE-045 #f%)
7T F S WK & G L FRIERET AT D RFTEITIE SO TEE R 0 JR I bR R R
542 5 (AARN 52 BlaGde) 24, A% 200 mg 3 8 FM R G- OF DM & OV 4
PEDS, AL (X7 ) Z X, Pt&#kwﬂiwmmm@”%ﬂ%ebf@%é
N, 72k, W TR EBHEITHR D b=  EEBREITE R TIERPRD 5
@w%wﬁﬁmmﬁﬁbfwéﬁﬁfj:&@uhw BRIl TR BETHRD DD
FECAKNOE G kT2 2 ENAlREE S, FEFHMEEB X 24T (0S) &
OMESEREFF A (PFS) & S, ARANIMEPFRE L g LT, 0S ZHEICIER L
(1RO ,
*1 0 75 F KR GRS (—RIBR) RICRBETERDIZRE, RO 7 F K2 E T
{E2EHRIEIC X B IRT - AT AL AR5 12 0 A DINIC S L= B A AN b,
*) 0 RHCH vinflunine 1ZREKBETH D720, RT7 VEX XL I REZ T LONTREERL
7o



#% 1 KEYNOTE-045 25k DA 201 ks

AF 200 mg (b
Q3W
(270 1) (272 )
os' e [A ] 10.3 7.4
(95%EHE X [H) (8.0, 11.8) (6.1,8.3)
NF— Rt 0.73
(95%EHE X [H) (0.59,0.91) —
p i 0.002
PFS afE [ A ] 2.1 33
(95%(E HE X [H) (2.0,2.2) (2.3,3.5)
Nt — R 0.98
(95%(E HH X [H]) (0.81, 1.19) —
P fii 0.416
YR RRATER O — & 12016459 H T A v hA T
PRI Cox Hfil Y — REF T L DALFRIRE & O Hog
RN = | A=R/ a8 Vit
I RECIST A R A+ 1.1 BRI HES < JhS7 ool 2
Q3W : 3 HH IR 5
100
90 ]
80 ]
70 ]
£ 607
# 50
540 \\_
SU 7] B TN
20_: e S g TY T SY
10 7 pp—
0 a6 8 10 12 14 16 18 20 23 24
at risk® e R)
A#200mg Q3W 270226194169147131 87 54 27 13 4 0 O
&= P 3 272232171138109 89 55 27 14 3 0 0 O

1 OS @ Kaplan-Meier Hi## (KEYNOTE-045 #5#)




[Ze421E]

FEI B[] 2 AR SR (KEYNOTE-045 #f%)

B EREGIIARAIRE 248/266 B (93.2%) K OMLFHIERE 250/255 1 (98.0%) IZ7E®H 5
L. BIPERNEZZENLZ T 162/266 Bl (60.9%) S OMBSFERIERE 230/255 6511 (90.2%) (278
bz, AAIBETHRILERDN 5% EORWERIZTRO LB ThoT-,

F 2 FEBERD 5%UULORER (REMMITHREN)

IRERIRS3E (SOC: System Organ Class) Wjﬁ ﬁ'J(E/‘;)

FHAGE (PT: Preferred Term) 2661
(MedDRA. ver.19.0) 4= Grade Grades 324 |
EEIEM 162 (60.9) 40 (15.0)
N Ea R A

AR B RE AR T 15 (5.6) 0 (0.0)
B i

T 24 (9.0) 3 (1.1)

LD 29 (10.9) 1 0.4)
—f% - AHEFER L OB G OREE

) E 15 (5.6) 1 0.4)

W5 37 (13.9) 3 (1.1)

FEEL 17 (6.4) 0 (0.0
R I L OeAEhE =

B AR GE 23 (8.6) 0 (0.0
G ¥ KL OV TRk

O FEIE 52 (19.5) 0 (0.0)

5695 22 (8.3) 1 0.4)

7ok, ARFIEET, BUWEA & U CRIEMEMZEBIZ 10 B (3.8%) . KiGHK - HED T
L7 B (2.6%) . MREEE (70 - NU—EGERESE) 131 61 (04%) . FFHERERESE
T 14 61 (53%) . Eﬁ#ﬂiﬂﬁfr%%““ PEE L 23 B (8.6%) . RIEFERERET X 161 (0.4%) |
ERREREE (RAMNE MM %) 131 61 (0.4%) K TN Infusion reaction /& 1 5] (0.4%)
x_mu&)%hﬁ—o E/eN EE@&%W% (R JEREIERRE e . ZIALEE, FEREIESE) |
TNEEARRRREREE . 1 BUBEIRIE . SR, Rk - BEEUTHBRARAE ., ERE i HE ) E fﬂ‘ﬁ%%\ Jib4
K- BEER, S E MR, SR MR SRR | B R i & OVR RS 1358
HIVRNo 710



4. HFRITHOWNT

ERBSME & U T HAGERE (S6IFHE) AEonTnDd 2 &b, Yk 4
YN T 5 ik T%éﬂ%#%é Z DT, REIOB MY e B 2 LW - FF
EL, AANOEGIZ X0 BEEZREMAZRELLBRICRIGT 5 2 EBANEERT=H, LUF
@@N@@?&T%ﬁtﬁmuuk“f@ﬁ?ém%f%éo

O MERRIZ2OWVT

D1 Fizd (1) ~ (5) OWVWTNTEN T DERTHD Z &,

a)Ei%@kﬁﬂ#E#éﬂh&%@#%ﬁrﬁﬁw%ﬁW%ﬂhiﬁﬁﬁmEfﬁ\
23 AR RELEEBIL SR e . HUBEOS ARSI 7R &) Rk 29 4F 4 A 1 HIRFAL - 434
(39

(2) HrEkEREmPT CERL29 42 6 1 HIRS « 85 ik

(3) HEMRENFENFEET D20 ABFEEERPE (03 AR EWRPL. 23 At
W 19mRE. 23 AR EEHEE R 72 &)

(4) IRALFEIEE 28 L, S RALFREINE 1 USRS EE I 2 Ofsxk FEvE
(AR D S 24T > TV D Jiiax (I&zwﬁmﬂlaﬁ£.2MMm)

(5) PUEMIEEAIL T EBENNE O IR D B Z 1T > TV A liek (CERk 28 4 7
A 1 BERA 1290 fitigk)

O-2 E%L&%@&%ﬁ%&@@#%%ﬁﬁ@ﬂﬁ’+”ﬁﬂ%kﬁ%%%o@%
(FROWTINNTIEY T DIER) 23, YR OARANCET 28R OEME & L
THREINTWVND I &,

#

o [EANRFFESE 2 FEOMIINHE 248 T L1212 5 4ELL L O ATRIR O ERIRIHE 217
STWHZE, 26, 28U LT, WARYRIEL £ & LIZERIRIES 2 OHE 21T
o TWNWHZ b,

o [ERNEFFES 2 FEOPIINHE 2 T L7-% 12 4 LU E OWRESFF DO BFIRMHE %
1ToTEBY., 26, 2L EIZ, R BB O AL 2 &0 D ATRIE DGR
WHEZ T TWBHZ &

Q@ BRANOERERLFEREBEOMERIZONT
BRI A B IE T 5 B SR S, BRI OfFRE A, Ao - &
PSSR E RO S OERSIC T 215 @I, AFEFENRE LGS 0WE
W, HENHESCHIITONDIREHIRNESTWNDE Z L,




® BUWEA~DOXIIZONT
@-1 MRS 5 Bk

FRTMENGZ B O BB 2GRN RA LB, 24 WERIZIRIRHIO T, 4
R R 350 T, BB L AR U C AR BLR O CT S ol 1A O8I
B RAOFE RIS B B, T I ATRE AR RIS B > T B 2 b,

@-2 ERIEFEEFIC L 2AFFRAINCHET RS

S ABHRTHE D D B 72 e e O RE 2 A 9 2 ERICFEDNRERE=42 1 v 7
EEDITEROA Y V== 7 2ATOERE L FREZ A TE 5 F— AR 2R
SN TS Z &, 2B, BAAHRIZOWT, DABE L ZOFRBET 3T ms T
WwWnHZ &,

@-3 BIfERA OBWrx B LT

BIEA (RITEMEREBISIN A, KIBK - HEO TR, IFSERES. BHRERESE (R
BREMEBRE), NowkEE (TEAKERTE, FIRIESERE, RIBHEEREE) ., 1
RBERRIF . S E DS, Mk - BB RARIAE ., ER . ERE D RS IETE (B REIEARIAE 52
BE. ZIALEE, FEXEIESE) . Infusion reaction, A% « BEMEZS, EEAEADMEJJAE, FhRkE
FH(XT U NU—EGRESE) . DR, MR MRIBAESRBER . iR L, AR
FERBE) (T UL Yaghsx LB B O REMMEZ A D EM & EEE L (RIE
HOZWrexHNIB L THRE R O EEZ T ONDKMEICH D Z L) | HHIZEE /AL
ERTEDEFRESTND Z &,



5. BREXB LR OBEE

(‘2B 9 2% F]

O TRICEZYTLIEZFICOWVWTIEIAAOERENERE SN TWDL Z Enb, K5 %21T
bz &,
o KHIDBSTIKT LIRBEUE OB ERE D & 2 B3

@ WERATOFHHIZI W TFRRISEE S T 5B IOV TE AFOHRGITHEIE S

R, HOIRFEEIRIE A R WIS EICIRY | HEICAKZMENT 52 L 2B ETE 5,

o MEMMEEROEH I EDH 5 EE

o JaEE A CHRER 238 0 2 BE K OTEB)ME D U BRI <0 R G it 2%
FEOMICRIEMEZEN DD BE

o HOEREOAH, TR L IXEHEMEO B O kB OB ERED
b5 EE

o s REEE (& MmEREEE 2 5 Te) Db DB

e ECOG Performance Status 3-4 Voo

SRl hlE She pRAYE ) |
O 77 F WA G LA FRIER 2 A9 5 RFTEIT OISR O RIS 15
FIZBWTAFOAIEDRBRES TV D,

D

@ TRICEEYT 2 BE T 2AF O G K O HTIEC SN TIE, AFIOAZEN
MESLSNTELT, AAOERLGHR LRG0,
o T IFTRAIE GTALTFIRIEIC L DIGRED R VEE,
o Tt oML,
o fhOHUEMERELA & OB,

GED BCOG o Performance Status (PS)

Score EFR

0 | &<MEREETE 5, AT LR U A& AENHIRZR <ATZ D,

PIRAIIC IR LUNEENEHIR S5 23, BATRIRE T, BAEESME > TOMEREIIITH 2 LB TE 2,
Bl - SR, EEEE

BITRRETH S OEOEIY O Z L X3 X TRHREEBIEREIT TE 20, B O 50%LL iy RA4Cilm =2,

ROENTZESOHDEY DZ L LTERY, BHRO 50%L, L2y R+ TimId,

Al

LBV, BOOHDEY OZ L TERY, BRIy R+l a4,




6. BREIZBELTHEETREXEHE

O WMACEFICON A, BERTEES DRI 2 BRI D E ARF O e & OV 1IEf#
DT DI LB E R+ CBR L T b5 2 &y,

@ RIRBIAICHEL D, BE T FE OFIRICHE DR OfEkRi:z2 H455aiA L, FE x5
Tho5THZ L,

@ FREWEHDO~XT AL MZ2NT

WEMERREN D S d Z R D DT, RKFOFGIZH = - Tix, WIHE
W (B0, PRV IREE, k) OfesE K O X i o F %, Btz +
FATH 2k, Flo, REBEITS U TIES CT, g~ —h —%OMA % 3
5HZ &,

Infusion reaction 23 H 315D Z & 3 & 5, Infusion reaction 235528 HILTZ5G A 12
L EERLE AT O & & BT, SRR EIE T 5k THREOREAL 4018l
THZ L,

FURIRSRERE =N B Db s Z L3 d D DT, AAIOF 5B hART & OB 5-HR
HITEWIRC ORI RE R A (TSH., 58 T3, %8 T4 HORIE) % Ehid 5
Z &,

FFHERERSE N DD Z L0 D DT, AFNOF5-BAAGRT & 0¥ 58/ 51X
EHEICITRERERI A (AST. ALT. y-GTP. Al-P, B U LB VD HIE) % FEhi
T5HZ L,

SEIBER (R L OIEBREREET) ZOERBERIREEND b s
ZENRBLOT, EMIMICIRORFOAEEAMZEST 52 &, o, IROEFN
RO LNTHEITIE, HONICERENZSZ2Z2 T2 L9 BT ZEETHZ L,
AFNIOBHIZ X0 | BEORERISICEK T 5 &5 2 5N DA 7R B
BHLOLNDZERH D, BENPROLNT-HAITIE, BELE-FRIIL U
B 72 sk & ARk 2 Rr O Rl & U Cl bl A B RIS W 21TV, IR O
FOSMZ & B RWER e 25551213 ARFIORFEST IR, R OFEIFEE AR
IWEVHIORGEZZRT DI L, B, RIBREFRVEOFR5ICLYEIE
HOUGEDNFRD B2 WIGAEIZIE, B EE AT DS Ozl o8N
LEETDHZ L,

WETH, BGAB» O AR L T LEWERNRE T2 0835720,
AHN OG5 THRICHEWEHORBUCHITERET 5 2 &,

1 BB (BUE | BUBEIR R 2 G de) b Hbiv, BERFMES F 7Y R—2 &
IZEDZENBHLDOT, e, Hl, ML OFEROF B MO &2+
DEETDHZ L, | BEREN DS AICTHE G 2RI L, AR il
H O HZHEOWY @& 21T 5 Z &,

@ AR OERKRBRIZIBNT, E5HG5 9%, £ LRI GG 5 1 FHIX
6 W IR, 5 5-00 45725 1 LI 12 B THMEORE 21T > Tz Z &
EBEIT, ARG TITEMAICEERE THROMER LTI Z &,



