HEERMEETA KA1
RATr Y X7 BEFHHEEL)
(RFB4 : %A M —F SHEH 100 me)
~ FRBRHEE ~

SFTTEL 28 (SR 24F8 AKET)
JBAE B Ea




Hx

A i e

U8

AR, RS
I R A
eI ANE
WhHHGRE R DBE

BECER L TR & 5E

P2
P3
P4
Pi2
Pi4
P16



1. i

ER S OFME - e OBEC O, R TESCESWEEEREE RS
bBhb, &bhic, WEORSEENOMEHRIZ LY, PHEERRD & OS2I /ER
FERKGPABENIPTC, Tho0EERPBIZNERBEICRMET LS LRRED
&@a@dtk@%ﬁ%@@ﬁkﬂﬁmﬁifﬁama@ﬁmfﬁﬂzH@%&E)

WRNTH, SEESREOFHOLEEELZM L Z L & 3T d

PR TERS L, BEERSEEN T n 7 7 A A0 T@E%&&%%ﬁrﬁ
BB EBRHD, TOD, ANERTESMEICET AERNHSEETLE oM,
WHEERORELBCRT L MR SNIBE TR LTERT D & & bic, BlfE
RARRBE LB EBadic e D2 LA —EDEG M- d Lfﬁ%r—iﬁﬂiﬁﬁ
TAHZEREETHD,

Lo T, ®ATA F74 0 THE, BBERSINVETRELNL T ZEZIERD -
HPER R ESE | UToERRRORE M2 #ET 2800 b RERENE, £2
FROEBEEL R T,

IR, BAHA RT A pE MIITEE A RIS EREB R ASHE, AEHEEABR
ERSRIESE S, — MR A ARERAFIES, B A AR BEGER 25 LT
AETEEEANR AR PEOBRIOb EER L.

WL IRDBEIRS A P ST 100mg (—#%4 a7 ) AT (EiEs
THEER))

FBERDDENADE  BRIRBES S E T 5 HEE

WBRLLAMERCHE  WE, AL, SAVe ) AT (EiEFERL) L LT, |
[F] 200 mg % 3 BRIFIFE XL 1A 400 mg % 6 M TR T 30 M
DS TRIRETEY D,

& AR 58 ¥ & MSD Rt




2. FRIOFE, FREF

T RV SRR 100me (%4 AT u Y Xv T GREFREE) ., BUT TE
Fl Evyd,) b, PD-1 {programmed cell death-1) & Z® U H 2 KT 3 PD-LI O PD-
2 L OfREEFHEEMRET D, b MEIgGd T/ 7 a—T VEHETH B,

PD-1 #RF& T T AR RE SRR D O 3k 2 7o DI B AAERI AR 5 B /e s e il
A T T, PD-1 X, EERIBICROL TR T MkEoMERRICKA L, 86
B R B B O ANE X RR e SR F#ET 5, bbb, PD-1 U T Bl
ETBHI LI IV HESERC LD NVRERZAICHET AZRIETH S, PDLI
DIEFHBIC BT 2B BEITL T Th IR, £ ONRAME T T BlRaogx &imx
I PEECRBL L TV A, PAFIRCEIT S PD-LI ORREE ., BHIRE, R,
IFheliasn, SPEYE, IR R S OEL P ATTRARE T THY , IKNAEESE
& OFREPER G ST D, '

WEOBAOIERE)I Tt & PD-L1 BBHEOIEEMEN G, PD-1 & PD-Lt OREIIESZ D
TR BV THERRE2H ) Z EARBENTRY , SRl ABEOERN & L
THRFEh T A,

AFHE, PD-1 & PD-L1 ROV PD-L2 0ili U 0y FOREEFHEST A Lick o, JHE
BN OB BRATHNAEEN T U o3 B S8, FUEE RS & 5l
THZE TCHEESR T RET S,

FHIOERBFC -3 BEORBERISIC I BHERES S 6 bh, BEIE T
BLHEEMDRSH L5, AROREHRGERERZRICIE, BEOBRL K170 BHIR
D BT AT, BE L BRIS U E MR e & BB A -OEM & s LT
GI7e BRI 24TV W ORI L SRHEH 2B 5 561213, BB R E A
T UH OB GEOBILAE AT 5 BERH D,



3. ERERRRE
T3 i B TE % 5 4 2 ASENE O GRS T & 17 o 7= 22 KRB O g %

Y,

[F%hitk]
[E BRI ARG (KEYNOTE-048 %)

B HREERE O IRy, FEEERALAS 2, - TIHERE R MEROBE I EREE Y AT
LA R BT AT 882 1 (BANA o7 filE&dr) BRELIL, BYR v (B
ML) CIF ek o <] Lnwd,), ZAtuauZ o (BUF I5FUp &n
9.) ROT I FFEROHRES (bFRIER 22l LT, s-FU 77578
KO AT TAAE 5 FHIGHRE5H 2 L OARH 200mg % 3 EEMRE (CATTQ3w]
ES ) BE (REBRRSE) OFRSERTESENBRE &N, JEFMEEE O
— D& ENTRAEFER (LT TOSI &5 ,) 220 T, ITT £EBWT, BHIH
SRSk & e U CHBIZIER Lin, $7n, AR BRI LR & il U
T, ITTHRFIZBWT, OS iXFES LR L, combined positive score™ (ZAT TCPS) &
Wi, N EOBRFERIZBNT, 0S OFEREENRD bhi,

1 RFRE AT DR E L TR S RN E S O B3 TR, 4TS
HOFBRBRAPS6H AL ERBE L TWAEESIE, HaAnrEs ahi (2L,
WSV SE T 1265 J LINIC I BIET LAtk ),

¥ Y FIow T (HE400 mg/m?, 208 B RAFEZS0 mg/m?) , AT T F 100 meg/m?2 LD
SR T T F L AUC S (mg » minmL) & U-FU 1000 mg/m¥day (4 H RS EHRE)
DIEE. QW (Y X =7 0L DAMER) TRz —REFHHE, ¥YF <7250
mg/m*% AEEE cRE L,

#3 1 FH200mg, AT FF 00 mgmEX AR T T F o AUCS {mg « min/mL) M US-
FU 1,000 mg/m¥day (4 B RIEHE 55 GIEC Q3W TRRC—AB 5%, £H200
mg & Q3IW TG L7,

¥4 PD-L1% 368 L fladk (@B, <2707 7— U0 38 RREEHIRE T
B L. 100% % U7 3E,

#1 FHGEARSOFBEREE (KEYNOTE-048 35

AFI ARG {LFREAE
(28141 (278471
i (F) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3, 11.7]
os™| P R 0.77
[95% CI] [0.63, 0.93] e
P {E™ 0.00335

CL: {E8HEM. =1 PRMErEOT —4% Q0ISF6AI3R I v FA 7)., *2 . B9 Cox ) ~¥—
FeF a4 L A{RSEERERE L Ok, *3: Biio 72 7 inE
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Hog
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0
at risk#
ZF200mg Q3IW,

75 F o EE R OS-FU

NV SR

75 A RO -FU

0 ]
281 227
278 227

10

169
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AfEHAR (A

122 75 40

100 51 20
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10

35 40
1 ]
1 0

M1 FFGEHESD 0S OHREETEEO Kaplan-Meier #i## (KEYNOTE-048 3AEk)

22 FABEMEEORDMEEE KEYNOTE-048 BER)
AF o H A Sz Rrsi:
ik 30141 30047
g () [1.6 10.7
. [95% CT] 105, 13.6] 9.3, 11.7]
TR 087 1 e 0.85
[95% CT1 f0.71, 1.03] —
P4t 0.00014
{53 2574} 255
HdfE (H) 12.3 10.3
CPS= 1D og°l [95% C1] [10.8, 14.9] [9.0, 11.5]
B AN R 0.78
[95% CI] [0.64,0.96] —
P {E™ 0.0086
Cr: 1.;%&&:&5 C HRIRIEFOT — 2 018E6H 13E S v A7), *2 . BRI Cox Huffl P —
FEF T a{t%ﬁ?{?sﬁ#k@tté& BRI o R GEEEP ), 4 BRInS T

7RI (B P {H)



100 |y
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’;\8 &0 “‘\“1;2 #F200mz Q3W
~ . 1
40 S
#H /
%0 I
um || “'Hmmn -
v YF v T, 7 I ISR OSEU "”III I
- T
]
0~ T T T T T 1 e T
0 5 10 15 ) 25 30 K’} 40
EFFHARE [E]
at risk$
AFI200mg Q3W 301 225 172 125 81 a7 18 2 0
Yo,
Z5FrWHBOSFY 0 245 158 107 57 2% 10 1 0
1004 |-
N
80 \.:ﬁ'l'.
80~ “1-|"7-\"
70 \\1
§ 60 §1 \.‘l 7 200mg QIW
W 50 ol
3 NEN
o 40- - Wmu g
S R T
o0 h 1t i W e Y
EYF v T, T IFF AR US-FU I -t !iHl M-
10+ -
0+ \ T T I \ I \ T
] 5 10 15 20 25 30 4} 40
ATFEEME (A
at risk¥r
AFI200mg Q3W 257 196 152 110 74 ) 7 2 0
VXTI, 255 207 131 89 47 2 9 1 0

7T R R OS-FU

M2 AFHEMEE D 0S OHEEATRO Kaplan-Meier B (KEYNOTE-04838R)
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(PD-L1 FSERAR IS D A7 2h)

E IR TR (REYNOTE-048 30R) ICHAANGNEREDOT —FILHEIX
CPS BN AT 24T o T BaptE (RIBRIZEHT 2 &) RUOESMOBERIZBTO:EBY
Thotl,

FAUL R OB B LT, CPS A | RIEOBEI{bLFHER & IZIERED
BRETh-oT (FEI3 HI,. ‘

AR ER A G O AT LT, CPS 2MEWE PRk itz sk 2 A B i 5 3%
DY — FLILRRE < 2 A AN b, CPS 38 1 ROBEITEAP— RN 1 %
EElo (G4 204,

B, PD-LIOFRELRRC LT, AfloR2M T2 7 7 A VSR TCH -,

#3 KEYNOTE-048 BABRZ 181 B AFHE S HB O Cps MTo 081

PDLI 538 e P “Fé&f{éz‘ﬁ[;s;écﬁ /\[ ;;LS;/;CIULE ﬁ?ﬁi}f’%ﬁi )
CPS<l ﬂiimgi;% 22 ;;3 Ezj ::g% 1.07 Lo.66, [.74] *2
1=CPS<20 Aiggﬁ%ﬁ :;g 19297 5239_2’1115_'533] 0.75 [0.57, 1.OL] *2 0.25
. pra—
oo FERRAS e 00 o s

Cl: BREER. *) ; PREHEBOF —% Q8E6 A 13 BA vy b2 7)) *2: 3EBH Cox @~ ¥F— FT
Sl GRFRAFEATY. %3 ECOGPS (0. 1) RO UPV E: (B4, i) 2BIETF L Lk Cox i

— F®7a
@ |, e
«0 L\._M 90+ ! L;
2] H“\‘ 80
R A ~ 70-
2 A 200mg QIW, T FFHARUSIU ke R 4;,77» 75 F T RUSFU
= 0 I S @
O £
: = y 4
‘H- ® l'-‘ \x/ 'H'I' =
I a ~ I o
- ’ Iy ! | &
#H ow / "Ei 3wty geg o1+ #Hoow W""I"il:"*_ﬁ.iz
- Hiiwy U i - i
o] Ty EVES TIFIEBBUSIU Hpt14 104 AF20mgeIW, FIFIRMBOSU 1 |
a1 . : . : , , . , o 1 : B
0 5 10 0™ B W B L 0 5 10 i ®x B W B
— if%ﬁ[ﬂ} ek A4 LA
A F) 200 BW, A ) 200ma QI W,
Z_];jz?@gﬁ]&”j'm 242 197 144 109 &7 9 1 1] Z5 ‘Iff'?o; T ] 30 25 13 8 4 1 a
TELL YL
A T 191 122 <] 4 18 5 1 i it ;ﬁm&m e ) 5 1 s N 0 8

B3 KEYNOTE-048 BB BT 3 M SR ERERO CPS YTm 08 O HEIARNTE O Kaplan-Meier fifg
(8 : cpsz=1 oBAFHE, HE : cps< 1 mAFHEH)




# 4 KEYNOTE-048 BABUT IS 1 % A5 Biguge 5.0 CPS B Co 08"
PDALL B gy PRI o] et e
CPS<1 ﬁ%i{;ﬁgﬁ :: 1?2 g?izg 1.37 10.86,2.20] ™
[ZCPS<20 Kfﬁﬁﬁ;ﬂ ol Egggﬁ 0.90 [0.68, 1.18] *2 0.028
CPS=20 A@iﬁﬁiﬁ gi ig? [[;1861 ;ES';] 0.61 [0.45,0.83] *3
CT: {E4EET, *1: RO 7 —4 20183F6A 3B H » A7) =2 JEBFICoxtLfl ¥ — FEF A (B

FEVFEHT) . *3: ECOGPS (0. 1) RUHPVEL (BE. [BH) #BHET & LicCodbfl ¥ — FEFA
e |, we
o0 \q\;l‘ 90- I:_‘
80 ‘]_ . 80 i L i
A v
70 -y 70- Lo A )
= i 55 L Y F e, FIFIEEIRKSFU
= 60 ‘I".\*I A 200mg Q3W < 8y 1} i /
+\&_ i x. H}_ B S : ‘
& w0 &o» PR
M X+ 1| |!" ﬂ'{ X+ / l‘—,’__‘" f .
Ig Hy 1y iy ‘ it |
20 - I - - [ I ; T
o TV EVIT TIIIRRIRUSTY i HESE T a- A0 QI t [
H I
] T T T T T 1 T T 1 Q T T T T T T T T
I 5 10 15 b % kel K 0 [ 5 10 16 N %5 ) kS
. AEHE LR o AN [H]
at risk & at risk
A H200mg Q3W 257 16 52 o 2] H 17 2 0 A200mg Q3W 4 2% 20 15 7 3 i o
ErELTT, W 1t 89 4 21 9 1 p EYELST. 27 18 10 5 1 o

77 FERRUSU

et

4 KEYNOTE-048 BRBRIC IS 5 AR BB 50 CPS §ICD 0S O TS D Kaplan-Meier Hi
(Z£F : crsz1 ORERE, HH @ crs< 1 OBFAE)




[Z22E]
OEBE LR B IAEFE (KEYNOTE-048 BB

AERELIAFIG R REEE 271276 (1 (98.2%), ANHIBEIIR 58 290/300 ) (96.7%)
B OMLERERE 286/287 1) (99.7%) IR LN, RBEL ORRMENESETERW
FERSIL, TN-E 0 263/276 ] (953%) . 175/300 5] (58.3%) & TF 278/287 5l (96.9%)
R LN, WO TREEIED % EOEHERETREO BV Thot,

25 VPN ORTHRARAED 5% EOBER (KEYNOTE-048 B (Sl Suamm)

B AR S (SOC: System BlEr (%)
Organ Class) AH AR ST AHF R e alideepis
HAGH (PT: Preferved Term) 276 {4 . 300 {7 287 {4
(MedDRA ver.21.0} £ Grade Grade 3-4 Grade 5 £ Grade Grade3-4  Grade 5 4 Grade Grade3-4 Grade 5
2RHER 263 {95.3) 196 (71.0) 10 (3.6) 175 (58.3) 49 (163) 3 (L0} 278 (969) 195 (67.9) 3 {82)
MiER LT R EE
gl 33 {482) 52 (188 Q @ 2 0N 0 118 @11 42 (148 0
FEEAM A P kiR S 21 (7.68) 21 {7.6) 0 0 0 0 12 42 12 43 0
B f BRI AR 34 (i23) &8 29 0 2 (0.7 0 0 38 (132) 16 (3.6) 0
PR a9l {33.9 50 (18.1) 0 30 0 ] 90 (Bl4) 59 {206 0
HNREANE 75 {212) 24 (8.7 0 4 (13) L {03 0 63 (220) 24 (84 0
His X Ukpspg
Hug 15 (5.4) 0 0 0 0 0 16 (5.6} 0 )
NS
HRIREE I TE 5 (127 0 0 39 (13.0) 0 ¢ 1 (03) 0 0
HBRE
g 28 (10.1) 0 0 g (30 o 0 31 (10.8) 0 0
TR 49 178 3 (L) 0 16 G311 03 4 sO260 5 (D 0
B 124 (44.9) 15 (54) 0 12 @0 o 0 131 (45.6) 16 (56) 0
Mg 67 (243) 22 (8.0} o 20N o 0 69 (M0 10 3.5 0
NERE eIy T 28 ¢ 7038 ¢ 0 6 (2% 5 (LD 0
—ff% « £HEER LS oREE
A 33 120y &8 (29 6 7@ 1 (03 0 300105 6 (2D 0
W 84 (304} 19 (6.9} ¢ 43 (143) 3 (LO) 0 83 (289 1 (3.8 0
fEam 18 {6.5) 0 0 (1.3) o 0 9 (.1 0 0
FERR O HediE 7219 26 (9.4} Q 8 (27N 2 (07 il 76 {265) 4 (49 0
TRk 16 {5.8) 0 a 0 33 0 0 1242 a 0
BT s & OV RUE
TBR# 0 0 0 G 0 0 33 (11.5) 0 0
HEHF, HEBITLAESIHE
A B 2 0.7 0 0 1 (03) 0 0 16 (5.6) I (L) 0
R
ALT 15 16 @6 2 O 0 7 23) 0 0 15 (52 2 (O 0
e b7 F= 8 0 (109 1 04 0 207 0 0 15 (52) 0 0
HF P ERERL 46 (167 28 {10.0) D 1 (03) 0 0 54 (I188) 35 (122) 0
M B 51 (183 14 (8. 0 r(0.3) 0 0 46 (160) 9 (3.1) 0
ENER 2 21 (1) 2 (0D 0 g (3.0) 1 (03 0 0 {165 1 (0.3) 0
£ 1fn BR Al 6 (130) 15 (54 0 20N 0 0 43 (1500 22 {17 0
s L UuREEE
FRRER 62 (2.5 12 @3 0 16 {53 1 (03) 0 62 (216 &8 (28 0
b vV o A e 6 G 8 029 0 4 (13) 1 {03 0 6 (125 11 (3.8) 0
(= &7 7 27 M 29 (105) 4 (14 0 3 (LD 0 0 95 (33.1) 1l {3.8) 0
7l 7 PN 1B 7 23 (83 10 (3.6 0 9 (3.0 6 (20 0 o (70 9 3.0 0
(57 A mIE 6 (22 2D 0 1 {03 0 0 19 (6.6) 5 {1N 0
g
MR R 16 (5.8) ) 0 6 (2.0 0 0 15 (5.2) 0 0
MR a8 — 15 G4 3 (LD 0 I {03 0 0 6 (1) 2 O 0



HWE KR4I (SOC: System ik (%)

Organ Class) AFISE RSB SRR SR {LEFR T
FHEE (PT: Preferred Term) 276 {3 300 {3 287 8
{(MedDRA ver21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
W L OUR FARL
el 15 (54) 4 (14 0 4 (1 L 03 0 & 2.0 L (03) 0
FE S O T i
THER RS 4% b(04) 0 0 6 (2.0} il 0 82 (286) 6 (21 0
Ji-d=157 5 (1.8 0 0 6 (.0 0 0 27 94y 2 (07 0
fﬂ;i © REFERAIL TSR 4 (1.4) 0 0 1 {0.3) o 0 20 (700 2 0D 0
D HEAE 4 (51 0 ] 21 (1.0) 0 a 24 {8.4) 1 (0.3) 0
A 2 (84) 1 04 0 25 @3 2 @On 0 101 (352) 17 (59} 0
HEes 20N 0 0 0 0 0 36 {12.5) a 0

I, AFFERESEHC O TEEEMES 13 B 4.7%) . KK - NBK - BEED
FTHEI 96 (3.3%). MEEE (7Y« AL —EEEE) ol (3.3%). = 27 6
(9.8%) ., FIRIHEREEE 40 61 (14.5%) ., FIREHEIEEREE 1 61 (0.4%) . BHEEES (R
ISR ) 21 5] (7.6%) , Oaf54 1 1) (0.4%) KO infusion reaction3 {7 (1.1%)
ARSI, Ei, BEEONEEE (FSKIFIRERERRE, SE00, RAEEE),
RIFHEARRRE, | BUREIRAR ., T, B4 - IBRUDRIAEE, EEME A, MK « FalEE,
Ao, EELDEEE (SR MR R, BE i, RIS, &
FRRIERES) . MEEAEENHR IR D bR T,
AFIEME GEC R W CHIE TR R 16 41 (53%) . KB - /DBE - EEDOTHI 4
ol (1.3%), B0 EEE (FERBIRERERE, 2, EREES) 16 (03%),
FPEREREE 15 ] (5.0%) , FRIRIRHEEEREE 42 B (14.0%) . FEMEEERE 1 F (03%) .
BISHEEEREE 1 1 (0.3%), BHGeRE (RATHEEERE SH (1.7%) . WMk - §
B 16 (03%), &L LA (03%). BEZ 261 (0.7%) R T infusion reactionl {
(03%) BFROD BN, o, WMREE (7 - S —RERS) . | AERK. &
4 - SRR RMAE, FREANIE AGE, LFg, BEERIMEETS (i M R
FR. EPEE, AREREREE . MEERIEUES) . REREAEEN R CREIFEED o
27,

ARIEARBERIE RS (RRREERELED) 2BUEIERETT,

10



[ - HE]

AR ORBEFEYEEETARRAE LI 2 b—avic b, AE 200 mg &
Q3W., 400mg % 6 MR (LAT [Q6WI &vv9, ) Xid 10 mgkg (BE) % 2 R
BFE (LLF TQaw) k5, ) TIE LEBOREIDMIEHBE/RE Shiz. O
H. FH| 400 mg & QoW TEE LEEORFOEFINIEIZKT 280 fFEhiRE (B
T [Cavgssl &9, ) B AF 200mg % Q3IW THE LIEERD Cuges & FABIT 5 & T
xnfe (FH) , £, A% 400mg & Q6W THE L -BOFB O EEREICRBIT 5 &
B FIRE (BAT (Chusd &9 ) 1, FA200mg % Q3W THRE LTE® Couoes
FHBLCEEETTETH SR ZL00, HANEFICBWTARESERE I T
DR - AR THDIEH 10 mghkg (E) & Q2W TEREG LERD Coass & IR L TE
WERTEFHENE (TE) , b, BEEAERE %M EUCAH 400 mg % Q6W
TG LAV ENERE (KEYNOTE-S55 ®IR) & 055 /- A3 < Einghig
NTA—ZIE VI alb—g ALY TR U EEEIRR T A —& PR U (TFH)
Nz T, E OB BT AERRBEEICESE ARORER L AP T ESN
EOEERRTT ARBEEISET SRS, A 200 mg & Q3IW XiT 400 mg &
Q6W TRE LEBROREER L S0 ERet b ofEI >V CRET SN TEFR, b
OB« AEOBTHESE R OZ eI REZR T EFREIE N,

6 AAORYHE T A—F

. Cre Cos Coie o Covare Coins
{ug/mL) {ug/mL) {pg/mL) (pg/mL) (pg/mL) {ug/mL}

200 mg Q3W! (58§?§9J) (z7ﬁ?§%¢) (172??83) (91%35;43 (492??10) (302??1A)

400 mg QOW? (12;,2324} (32.%??2.7) (10.2(,)'16 0.8) (14;?49) (50_51(,}'; 1.3) (19.2(,)50.9)

40(0%“‘;;}%6)“1 (135] ZGP ;6.4) N (142?2.4) NA NA NA

10 mg/kg Q2W! (212?223) (142??45) (11;}?21) (423?333) (2727382) (19§?;oe}

$:n=2,993, 100 DY I 2 b—3 2 0 LD BERH SN 8TEEEO T RIE (2.5%R,97.5%8) . Crac: MIEE
LB OBERFEPEE, Cup: FERESEOVIGMTEPRE, Co: MEESE (A 202 B ORKOE
EP?%E\ Cmax,ss : Eﬁ:ﬁ:ﬁg k—.%[j—é%.'%lm?jﬁ:q—!;%g, Cavg,Ss . ”Ef%”l!}iﬁﬂ:iﬁﬁé%zyglﬁliﬁ@]?%&t Cmin,ss . Hﬂ:’?ﬁi}iﬁ?‘%:
BT 2 B Rl o A

11 56 BIOEMESHE (95%IFHEEED

§ : 41 BIOEATAE O5%IFERER

NA : FREZL
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4, FERWCONWT

FEIOE S ED 2 BE D - BE L, ARoRSIC LV ERLEER2BHE Lz
Biostint s 2 ERRBE R0, LT OO~Q@O4 T a3 ki BV TER 2
ARETHA,

@

®-1

(1)

(2)
()

)

(5)

®-2

HEERIT-2UINT

TRd (1) ~ (8) OWFRICES T AR CHH &,

B S B R MR TE T 20 ARSI L SRR S (HNE R RS A L RN I
i A3 AR IR RIS I ORI, HUEDS AV RSIRIAIT AR &)

LF?}EJ%% f'_ﬁm :
FOEA IRATSEAE R T A0 AR TRE ST (DS ARREEEEREE. A BRI
BT, DS AR R &)

SRR E R TE U, AR ERIENE | 3035 (e SR 2 ok A
AR BB E 1T - TV DHEER

MRS FENEORRERICG I BN ET > T 2ER

ﬁﬁ%ﬁ®m$%%&@@¢%%ﬁﬁWﬁﬁK+ﬁtﬁ%kﬁ%%ﬁOEWK

W RIES (FTREOWTRMNCEY T AENSUIEREM) 2, YiZER o470
TABBEOETE L LTRBSN TS &,

ﬁ

EfHmARER 2 SOUBTHERET UEI 5§ FL oA GEOBETHEY
ToTWazZ e, 95, 280 Hit, PARYERY T URBEBEESZOWES
fToTWAZL L,

ERREFNEE 2 FOPEFELET Lo 4$uL@HHW%ﬂﬁﬁ®V
WEERToTEY., 95, 20T, DNAERMREZSTEEREEEEZERED
WEHHER T T3 2 &,

Efitifa g WISH R EM G IE S OWBTHE R ET L2 Bie 5 U o olEds
DOEEFRTHEZIT-TRY ., Db, 2L M, BARDEEE ST 0 EAF O R A
IBROBKIHEET>TWBH 2 &,

I, AFNC L BBECEWTHRAERSEO2FWEREET L0, BEOEK
2N 7 AEEERIE LOFOWTFIAIT TSR T T EN EESTE O
N OEIER R OIS 07 ik & R A R oEEE) L ORELREEOL L
WRETas &,
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@ BEHOERSEFREHEOBHICONT

EIAEFREEILEETHAECENEE S, SEEEN L OFRED, A8 £
SMEEEENB R OE L CERISIZR§ AE IR, AEESRRRE LB E0OWE
FEB. ERHESHIITOLABHEPE - TnE I L,

@ BHER~ORSIZ-2WT
@-1  HEER AR B 5 E

M MEMRE BRSO EBERBIERAREA LT, 24 REBERER O T, Meaisk X
GEE BT, FHRUZBEER IR L TAREEBEC CT Z20BIfER &R IT W
BRRAORRNY B PICE LN, EHICHIETRREHIE -T2k,

@-2 FEEFIEFCLHAIFEFRNCET D ER

DBABEICED 2 EMS AR EOREZ £ 2 EREEENAEHE=S ) 7
BFEDEEROAZ V= VETOIRIE L FERE G TX 55— LB RS D%
fEERTWAZE, 28, BlEEFICOWT, BPAERHR LFOFKRICHSIZAMNEINT
WwWaolk,

@-3 BHEHORE-CAIRIZE LT

BHER (RIEMERRECI A, RIBZ - NBYE - BEC TR, MRS - it
B, BEEEE (RMEETREER RS . WowlEs (TEAKERS, TREEE
R, BIRRRERETE) . | ERE. 58 O B - DBUBRMIBE, Bk, EEOR
EiEE (PR R RIARE ., MERIRIRE R, S, HXMIES) . infusion
reaction, % - Bl , BEMAME, MRS (72 - N —IERRS) | LFKE,
HERMEEE (@il AGR AR, El IR ., ARIFERE, Bk ERGES) |
MERERFEERE, #52%) Ox L ¢ ARER UL BEREH O FAMEE £ S ER
L L (RHERORETLAIGIZE L CIRERPIEEZT NS RMFICH L 2 L),
EHIHEERLENTE RN E-ThD T L,
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O ALFERERO VAR ULIRRREEEE T DEFHREY LEEEE BT, FE
BB S W ONC AR SFU RV T 7T /A OB OFHERR STV D,

@ AFFEELRFEIERR (KEYNOTE-04835) kT, SEEMHICBWTE

Vw7 SFURDT G PHEROMAES &g LT, R4 SFU KRBT T

FF A OGS R UARERBEEOFHEIRENT WD, L, PD-LI%E

BER (CPS) WWEEYERELAEMNPREINOEERELNLTVDZ E (p7

~8BHR) b CPS LEERR L7s L TARIR GO G ORI E T2 Z EHEE L,

CPS BIKRMTH S Z ERHRINTBFIZRBW TR, AFLSOERERE %
B D,

* . AFOBRZESL LT, PD-LI HC 22C3 pharmbDx [# =} (lF4H) BERINL T

Do

@ TRICHEYT D EEICHT A RE ORGSR OEH S0 TEL, AR PER
ML SN TR LT, ARIOBRER LB,
o fiTtRtEEEYE
o OTHESHEIGR STV IR W OB ENERES L o RS
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bighZ &,

AFN DA Uow OB EREO & 5 G5

ERETORHEICB W TFRIZHE S T 2 BEIZ 20T ARIO RS IHERE S iy
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IRAREE (EMERBEEL ) OboEE

OB SOIEE R T 2 BE

ECOG Performance Status 3-4 ‘&0 O B#F

W gooG @ Performance Status (PS)

Score X
0 | E<HEERACER TS, BFaLE UARAEENHRL TR S,
| AR I DWW EBUIRIR S h B 8, BATHIEE T, BIEREE - COREITS 2+ 03 CE 5,
Al BWETE, FIREE
2 BITERETHSOEOREY O 5 L iE TS Tae i AMERIE TE RV, BPO S0%B B~y FATHRITT,
3 EhEASOEORENOI & LATERY, BEO 0% EEAy BTl
4 | EENtv, BAOEOEIDOI Lided TERY, BRIy FaRT T,
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CPS LA L7 2T, AFOEREFEZHM 5 L AEE LS, CPS e T

XA WEAICE, AROERCESEBTICER L ok by

FEREHERO~ R T A L MI2IT

o [BEMEMHEBRNELDNLIERHLOTC, AFOELIZHT - Tk, P
W CBED, PRI, %) ORER N UNENE X BB EoE%, BlRE -1

SIATH Z &, E, MEISUTHE CT, IWE~— i —%0lEL £
BTk,

« infusionreaction 23 H D 2 &M D, infusion reaction NFRD HIVEIE A
W,OEEIARMEERITH L &b, ERARE T A ETREORES I EE
ThHZE,

o HURIRBRREREE, T IRAHAE &U@m%mﬁﬁﬁ%%bhézkﬁ%ém
<, $%®&5%%%&0&%@ﬁ¢im@m SYWEREARES (TSH, g

Weft T4, ACTH, m¢nw%/ww#®mi)%£F¢5’&

° Hﬂ% EfEE, BMERBH DD I EBH DO T, ARIOERERMBITR
O SRR TR FFEERE (AST, ALT, y-GTP, AP, B U LB V%
DJE) FHEIETHZ L,

«  BEIER (ITERRCIESREREFESD) EOEEREREENRLLDND
LERBHBZOT, EEMMICROREOFELEET A L, 0, RO
WO OLNTHEEITE, BONEREELERT L BREZBEETL L,

o FRIOBEIZLD, ﬂﬁ@ﬁﬁ&ﬁ*ED?%&%z%ﬂéﬁbﬁﬁ%¢ﬁ%
BhHLbhDZERE5, BERBLONGECE, BB LUEEZIS UK
%W%ﬁﬂ&&ﬁ%%%ﬂf%t@#bf@%ﬁ%ﬁ BETEITV, REORE
I X BEHER B EDLNDESITIE, FAIORIETHIL, ROEE LB R
EVRIOERSSEERT AL, B, BIBEERVE ORI EIE
AOWENGED DNRWEEIE, BIRRE SN A O mEmE A 0B
LERTAH &,

o EEETHR, BOEMB LR AR ﬂbfﬁ%@ﬁmﬁ%ﬁﬁé EMBBILD
AFIOBREE THRICOBHEREORRA A ZICEETHZ &,

o I BUBERCR (BME | BMERIREZ 200) Abh bbbl HERFEES TR
WEAZERBAHOT, BB, Bb, W ORRROFBBELCMPHED LT+
SEETDHI L, 1ﬂﬁﬁﬁ#&bhtﬁmhi&5%@¢b ARy
DG EORU IR MEZITH =
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