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3. BRI AR P4
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1. IIC®IC

IR OB « ZZEMEOHERDOT-DIZIZ, WA STESICEE DV IEZRE AR D Hivd,
S HIT, IHFEORFFHEINOMANT LV | FURESIEL e & ORI ERRE IS ) VRGE
NAHHT, ZIHOEHK A BB B T 5 Z L DS ORREL 72> TR Y . RSB
i L SO HATTEF 2016 CERK 28 4 6 A 2 HEREIRTE) 128V ThH, EHEELLED
FEHORECHEEZX D Z & &I TnDd,

FORTERFEIRL L, REYWERC L e T 0 7 7 A VHBEFOESRS: L SN RN D 2
EWBD, D7D, AMEROZEMICRT A EHRAH0E T 5 ToOM. YiZERKLO
BHEAEZT 5 Z EPIF S BEICH LTERT 2 & &b, BWER B L 7ZFRIC
VBRSNS 2 & 5 2 LSRRI — E OB A T IERBE TR T 5 Z LN EETH
o

L7=ho T, AHA T4 Tk, BIREBES I E TG LTV D ERIER - F
SRS E | LU OESRE Ot (i 2 S D8 DR B2 5 RO
BEHEE T,

¥, RHA RTA A%, MNATBUE NES R G, AR AERE A P ARESERAE
e, AR AARARNRHES K OVASHTE A AASG NEHEE 2SO0 & VR
L7z,

K LT HEHE - ¥ A P FSTEEE 100 mg (%4 a0l X< (&
B z) )

R ERDIEIHE « AT XIIFHFFRO 15

WBERDMERVCAE  LOFUEMEEER & OFHICB W T, BmE . BRAICIE, a7
) X~7 (GEEFHEZ) & LT, 118200 mgz 3 R X
1% 1 [8] 400 mgZ 6 W FREIRE T 30 /M 2T CREfERET D,

B3k AR 72 ¥ & - MSDRRAUASHAE




2. AFIORE. EREF

XA M—F S8 FE 100 mg (—f4 - RAT7 e ) X7 (B HE8Rz) . BT
IARHKI w9, ) X, PD-1 (programmed cell death-1) & %D VU 7> RThD PD-LI
N OVPD-L2 & OfEGHEHERET S, & MbIgG4 £/ 7 v —F UL TH 5,

PD-1 B3 T AR BEARRAE 2> Dk 2 72 012 A3 ARSI 3 2 =5 72 S0 il 4
AA T T, PD-11F, EE/REBICBOCEER T ldoMinRmc I L, Bdi
P2 SO 2 2 T AL B T Rl 72 05 RO A S %, 705, PD-1 13U o R &
BTHZ IRV EZRIRIZL D 7P Ve ICHET 2B IR TH D, PD-
Ll OEFHBCBT 28 BITDTHTHLN, < OBRAMIETIE T MRO@E 240
ZHIFEWMFNIBLL TS, BDAMIIIZEIT S PD-L1 OEEBLIE, B, P
L AP E . SRERE. NI E O A AT THRABRKRFTH Y, KW
ALFRE OFHBEERHE N TN D

BELD N A DERRII T4 & PD-L1 FELOFIEAMES S PD-1 & PD-L1 OB X IHEEF D
AR W T HEBEARE ZH S Z LTRSS TR Y . B2 ARIROEH) &
LTHiffEnhTn5

AFNE, PD-1 & PD-L1 xO'PD-L2 Ofij ) # > ROfEEZET S Z L2k v, S
MU NBREE TR O REBE R AR M T U o S ERETEE (L S, #@rﬁﬁ%ﬁ@ﬁm
T 52 & CHMEEN R A BT 5.

AFNOVERBE A2 3D < EDOREFISIC & D RIERERH 5o, BEE UL
(ZED WA @#%é KA DOF G T X UG£, BEOBE L T7IATV, B
DRSO BT HEITIE, BH LI ERITIE U ME) 72 5k & #5R 2 Rf-o R Al & dii
Lfﬁ@ﬁﬁﬁﬂlﬁ%ﬁW\ ORI ISIC L D2RWEMR RO D 5EI2IE, /IF
BB ANV AN OB GO Y IR ALE 21T 5 MEDR D D,



3. BRARAGER

AT AT FHFRE O = S DO AR R 21T - 72 E 72 iR

[A2htE]
[EI It

FRVGBRIE DOWIG 23 2 <

L[R2 MAHRASR (KEYNOTE-826 #5#%)
b= IERE D 7y (PR TE & L C oG IR

R ORGHH & 7T,

<) EATITHREOFESRES 617 B (HAN 57 fladie) xR, AH Lo

PUEE I A

LT R X277 29,

(N7 EFENVROTTFFRE TSN X~ T (@11:%@?@2)
) ) L OOERRE CRAIRE) T OFRIMER VLMD,

77 R &AM OFUEMIRGS L OB EE (7B ARE) 2 2 e L EE SR

THRET S, EERHMmE BT aAFHM (LT ToS) &wvw o,

Ml (LAF IPFS) &9, ) L&, AAFELT 7B REEL LT OS X PFS &4

BIHE L (&

D HUEE IR Al

1. K1 KO0 2) ,
: AKI200mg 3RS (LLF TQ3WI &wH,) #h (Fa—AD 1 HBEIES) EUTF

(IR

) M OV AT )

BRAYEANANEE Z LRI onF et Lz,

s N7 U Z XTS5 mgm? O T T FTRA (AT T F 50 mgmEXIZAVRT T F

> AUC 5 mg'min/mL F8% &) OJEIZ Q3W (F2—ADIHBIZEE, VAT I7F 0%

Ka—AO1AHXI2A BIckL) T4,

c X7 Y BXEVTS mgim?, T T TSR (VAT TF 50 mgm? UK T T T

AUC 5 mg'min/mL FHY4E) K3 X< 715 mgkg DIEIZ Q3W (= —AD1HH
W, VAT TFAIK T —ADIHBXITI2H Bloky) TG,

77 ERQWERE (Fa—AD1HBIZKRE) &*1 & F—OHUEMENEG A (R Y XA

NEBRE T LIORR) o ae g L,

#F1 BFIHERE (KEYNOTE-826 3ER)
ARHIRE 75w AREE
(308 1) (309 %)
i [ A ] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
0s" A= R 0.67
(95%CI) (0.54, 0.84) —
P i 0.0003
R [ A ] 10.4 8.2
(95%CI) (9.1,12.1) (6.4, 8.4)
PFS™™ Y= R 0.65
(95%CI) (0.53,0.79) —
PE" <0.0001
Cl: 12X, NE : T REE. *1: 2021 4E5S A3 HT—& v A7, *2 : J@B] Cox LB NS

— REFNMIZL BT BREEE O,

11 RIS HS < TR R Al E

3 JEgRln 7T T RE,

*4 : RECIST A KT A~




100 o=
a0 Lﬂ""‘n_
80 T
70 "
gﬁu " .Ih‘-"'h.
50 H-_:""“—w...-mu
Hj 40 e
30 LB
i = AHRE
10 sexrm
D - as .
0 3 & 9 12 15 18 21 24 27 30
EFEE (8]

at risk®y
A 308 291 277 254 228 201 145 B89 36 6 0O
75 AR 309 295 268 234 191 160 116 &0 28 4 1]

X 1 OS ® Kaplan-Meier B (KEYNOTE-826 38)

100
90 |
4
80 - \ 1
£ 70 ey
N
“‘E‘ﬂ | 'l.h
%51: '. “.__H
40 : ; b i-—,,-l” .
&3{] o, S
a0 \‘" e
209 — o Fhamry
109 .. 7R
{) iy e o A o A i
0 3 & 9 12 15 18 21 24 27
o U7 IEN (]
ARKIEE 308 2w3 229 185 123 110 O 35 10 0

77 AR 309 259 195 113 B9 71 39 13 1 0

X2 PFS @ Kaplan-Meier Ei# (KEYNOTE-826 3X5%)



(PD-L1 FEBUR LR DA 2hHE)

[EI B[RS MAARER  (KEYNOTE-826 #lR) ICHHAAN OGN BEFOT —ZITHS
. CPS"BNCRENT 24T o To A 2hitE (BRI T &2 5 de) R OZRMEDOFERITLLT
DEEBY ThHoT,

ARFNBEOAF MBI LT, CPS 28 1 R DBEIT, PES KT OS DIEERhFIT/N &
VMEAMRIZSGERO Bz (2 KO 3, #3 KUK 4) .

723, PD-L1 OFBURDUZ L BT, KFOREMET 07 7 A VEFEETH T,

* o JEERRICIS T D PD-L1 2B L-Ma (EEME, v e 77y —Y KON
BR) A REEHIIEE CBR L, 100 2% U7-fE

#2 PD-LIZEFZRIBIOPFSOFRIMBHTHER (AR YEMEE, 20214E5H38 T —F v b 247)
L WERE B ARy N gl [95%CI] N H— RN R AEAEROpfE

(%) (A7) [95%CI] (i) "2
CPS<1 ﬁ%ﬂﬁ 35 23 (65.7) 8.1 [6.1,12.6] 0.94
I vREE 34 28 (82.4) 8.2 [6.2,10.4] [0.52,1.70] *
AFHNRE 115 70 (60.9) 11.2 [8.3,15.3] 0.68
ISCPS<I0 smpt 116 82 (707) 8.2 [6.3,10.0] [0.49,0.94] 3 04269
CPS= 10 AKI e 158 87 (55.1)  10.4 [8.9,15.1] 0.58
ZIRAREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl: EHERXE., *1 : FIERZEEC ) 2EMREEE  (FIGO 200977125 < IVBH) (B, 2L) . "RV X
~ 7O (HY. 72 L) KOPD-LIOFEEIRM (CPS 1AM, CPS 1LL_E10AM, CPS 1084 E) % =R K+
L L7EERICox LAY — REF L, #2 : OB GFE, @PD-LIREFINILE O@Be 57 & PD-LIFEFINGL & DA H.
EH & 3258 & LI FEERICox LBl Y — RET 1, *3  RERA iRt



) 100 =y 'I 100 _“‘_‘
; 50 c i: 80 i *— 3
i ARFHBE e = AFIRE
7 60 L = 60 i
ol 7] \ —
3 — / o T
= 1 ] - B
—é:. 1 - Y— # "r.m L S — Vit
g y  — 2 i S T
Z _ 2
%:IJ 207 / %, 20 / B
= 77 L 1 & 7 5 R ‘
L d J T T T T i . v . " ' v . . .
)] 3 6 9 12 15 18 21 24 27 0 3 [ 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk lNme from Randomization (months)
SRFE 35 25 21 2 1 9 1 1 n 0 kpEme 1s w0 84 63 S0 43 3l 13 3 0
P A ] 34 30 25 10 B 8 1 i} 0 0 FIvaREE 116 a8 75 13 k¥ | 28 19 {1} 1 1]
1007 By
o
] Ty
2 8oy U .
Z o AFFE
= .
& 60 Y ke
E ? / 4 . e Tt
5 o] TFvER Wy,
0 ¥ . . T - . . 5 .
0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
I 158 138 124 80 62 S8 35 21 7 0
75 AR 159 131 95 60 47 35 19 3 0 0
3 PD-L1RELRILE D PFS D H REfRHTEE O Kaplan-Meier i
(BB Y EMEE. 20218E5A38T —# v b47)
(£ LM : CPS<1£M., £LH : 1=CPS<10£H. TH : CPS=104£H)
#3 PD-LIEBLRIBIDOOSO1E B OFEENTFER (20214E5HA3BT —F v b3 7)
N w ANV N HUE [95%CH NP— R ZEEHOPE
PD-L13E I ¥
ER goE PG ) 1) [95%Cl] (wif)
CPS<1 A B 35 20 (57.1) 19.0 [12.6,21.4] 1.00
FIvREE 34 20 (58.8) 18.9 [11.7,213] [0.53,1.89]
AFIRE 115 52 (45.2) 244 [18.2, —] 0.67
= < . - ’ . .
I=CPS<10- FEREE 116 66 (56.9) 159 [13.4,235] [0.46,0.97] 0.3278
CPS=10 RANFE 158 66 (41.8) — [19.1, —] 0.61
- IR 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]
CI: EFEXM, — : #EERRE, *1 : IEZ Wi T 2 EEERE (FIGO 2009703 S<IVBH)  (Hv . 72

L) . "N X2 THHOAE (Y, 72L) KOPD-LIOZFEEIR (CPS 1AM, CPS 1LL E10R7#. CPS 1084
) ZERIKTF & L@ Coxtb i — REFT L, *2 O GE, @PD-LIZEEIRT L @ 58 & PD-L1%
BRI & DR EARM 28 L U2 ERBRCox LBl Y — FEF /0, *3 : ERAIR T




1007 — T 1o v=
1 Y ‘ R
1 % ™ AFHIRE : T ‘
I [ S " e ES Tl
) 1 » Mok l‘ﬁ_,_ /
= ] i = | D 8
= s | El w .
£ 607 T+ 2, 9
z i z 1 —n.__H..N.I_‘
= i : Z | ey
5] 4 hys
= VL = 40 g
s 7 75 &R — &
E 204 — == 2 3
20 20 7R
[ : : 0
0 3 6 9 4 15 18 21 24 271 30 0 3 6 9 12 15 18 21 24 27
Number at nsk Time from Randomization (months) Number at risk Tume from Randomization (months)
R kb 3t 27 <5 24 20 13 T 2 0 0 K 115 111 106 97 86 75 56 a6 13 3
o M 3 33 28 23 2 16 5 3 0 0 7Sexge 116 10 100 90 73 59 44 24 10 3

A
] *\ ' h_*“\./
605 e - \Llh. .

] V2.
4 / _R!'H—'—i-'—i— H
404 h]
Lt

AT o=

Owerall Survival (%o)

0 3 6 9 12 13 13 21 24 21 30
Number at risk Time from Randomization {months)

Rl 158 149 144 132 18 106 76 46 21 3 0

ssrxm 159 151 135 116 95 8l 6 31 15 1 0

4 PD-LIFEILRHEIDOSD1E B 0 T RE D Kaplan-Meier Hi#k
Q02155A3ET —F v v A7)
(£ LR : cPS<1#£MH. £ LR : 1=SCPS<10£MH. T : CPS=10£H)




[Ze4tt]

[EI B[R BB AR (KEYNOTE-826 5ll#)
BERELIIAFIFE305307 6] (99.3%) . 77 BHREE307/309%1 (99.4%) 278D B,
RERIK & ORI RBERAGE TERWAEERERIL, T2 298307 # (97.1%) Kk
300/309 51 (97.1%) (ZEBD BTz, WENDORETRIAEED 5%LL EORWER X T#

DEBY TH-T,
£4 VTIHOFETREBEHED 5% LORIER (KEYNOTE-826 RER) (Z2&MMiTetS4£H)
BEBIAN AL
(SOC: System Organ Class) AHIHE PAZA TN
FEAGE  (PT: Preferred Term) 307 44 309 #ij
(MedDRA ver24.0) 2 Grade Grade 3-4 Grade 5 2 Grade Grade 3-4 Grade 5
ARIEH] 298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (1.3)
MigF LY > RkEE
=gl 149 (485) 76  (24.8) 0 132 427) 65 (21.0) 0
FEEME AT B R 21 (6.8) 21  (6.8) 0 13 4.2) 13 (4.2) 0
M i BRI e 38 (124) 14 (4.6) 0 31 (10.0) 7 2.3) 0
I ERIBE 68 (22.1) 37 (12.1) 0 57 (184) 29  (94) 0
/NI i 55 (1790 21 (6.8) 0 58 (188) 12 (3.9) 0
o WARR
FOPR IR RE TUAEEE 19  (6.2) 0 7 2.3) 1 0.3) 0
R REAR T 52 (169) 3 (1.0) 0 25 (8.1) 1 0.3) 0
Gl
JEg 15 (4.9 0 19 (6.1) 1 0.3) 0
i 49  (16.0) 1 0.3) 0 49  (15.9) 1 0.3) 0
N 76 (248) 5 (L.6) 0 58 (188) 5 (16) 0
L 104 (339 3 (1.0 0 120 (388) 4  (1.3) 0
AP 20 (6.5) 1 0.3) 0 15 (4.9) 0 0
Wi - 63 (205 5 (lL6) 0 66 (214 3 (1L0) 0
% - REREER L O SO RE
1 F)9E 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
%57 70 (228) 8  (2.6) 0 77 (49) 13 (42) 0
MR D SN 200 (65 2 (0.7) 0 9 (9 1 0.3) 0
FEB 16 (52 0 9 (29 0 0
JEYWE R OV A U
PRI SEY 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
B, hHR L OWE A HHE
HEANZPED B 16 (52 2 (07 0 13 @42 2 (06) 0
g PR AR AT
%;3:‘/7i S RTeAT=TE 10.1) 10 (3.3) 0 23 (14 5 (L6) 0
5 i;é;f BTSSRI AT= (72) 8  (26) 0 16 (5.2 1 (03) 0
M7 v F =8 16 (52 0 13 42) 0 0
AF eSS 56 (182) 40  (13.0) 0 47 (152) 26  (84) 0
iR R 49 (160) 21  (6.8) 0 40 (129) 14 (45) 0



ar BRI BiIE (%)

(SOC: System Organ Class) AHIHE AV AN
HAFE (PT: Preferred Term) 307 44l 309 4
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

IRE D 17 (5.5) 6 (2.0) 0 15 (4.9) 2 (0.6) 0

i ERE A 37 (12.) 21 (6.8) 0 21 (68) 12 (3.9) 0
TRt L OekhEE

EAGE 45 (147) 4 (1.3) 0 33 (10.7) 1 0.3) 0
hEHE R E K OV ARk

BH & 53 (173) 1 (0.3) 0 57 (184) 3 (1.0) 0

PR 53 (173) 2 0.7) 0 53 (172) 3 (1.0) 0

)37 17 (5.5) 1 0.3) 0 11 (3.6) 0 0
AR s

W R4 12 (39 0 0 19 (6.1 0 0

b 15 (4.9 1 0.3) 0 19  (6.1) 0 0

R =2 —mF— 75 (244) 8 (2.6) 0 76 (24.6) 9 (2.9) 0

SRR 26 (8.5) 0 0 24 (71.8) 2 (0.6) 0

RITEIEHE = 2 — 8 — 69 (225 3 (L0) 0 78 (252) 6 (1.9 0
B I K OUR IR B

R 38 (124 6 (20) 0 22 (71.1) 3 (L0) 0
M. MoERds K OViehaiES

S5 i, 26 (8.5) 1 0.3) 0 36 (117) 1 0.3) 0
FEFg 8 £ O PR S

Jii B i 171 (55.7) 0 0 172 (55.7) 0 0

% 9 R 29 (94 2 (07 0 17 (55) 0 0

395 33 (107) 3 (L0) 0 27 (8.7) 1 (03) 0

S INITRZ 3N, 22 17 (55 6  (20) 0 8  (2.6) 0 0
A B

i i 54 (17.6) 20  (6.5) 0 55 (178) 23 (7.4) 0

7ol ABIBEZIB W THRIEMEMER 3B (1.0%) . KK - MMk « BEO THI23 6
(7.5%) . BEEDOKERES (FEMERBEEAE, REREIRIEER, 2B, B
KIEIES) 1 6] (03%) . MHRRFEEE (X7 « NU—JEERESE) 75 6] (22.4%) . BUE
R - IFARA - IFREREREE - K - fRPEIEE K s6 5] (18.2%) | FRRIREEREREEE 70 1
(22.8%) . TERMAFEREFREE 1 61 (03%) . BIBHKERT 4 6] (1.3%) . BIKRERT
RAE VEMERE R, RERIRERE) 1161 (3.6%) . FEXR 261 (0.7%) . ik - B
FMRIE 2 1 (0.7%) . BMZE - BEIESE 1 61 (0.3%) . DoAfZE 161 (0.3%) . BHEDHK 2
%l (0.7%) M TN infusion reaction 37 il (12.1%) 23RO LTz, Fio. 1 BRI, BHIE
FEE, S &9k, EERMRIES (Gl MBS . iR, 7~
IFERPE ., EEURIEKES) | MEKBRIEGERE L ORI b o 7o, REIWEHZEEL
WIRIZBIhE RS (MAMBMERT 2 5T) 2 E0EHERE T,

10



[k - FH&E]

AFOBEMEYBRETT LVEZRALEZY I 2 b—2a ik v, A4l 200 mg %
Q3W. 400 mg % 6 EHE (LLF TQeW) L 95, ) XX 10 mgkg ((KHE) 4 2 JAEfH
fkE (LT Q2w &9, ) TEE LIEEOARK O MG HIRES R S 7z, £ O
Ro AHAI400 mg & Q6W TG L 72RO AKN O EFIREIZI T 2 F i HiRE (BLF

[Cavgss)] EVVI, ) X, AHI 200 mg % Q3W THE- L7ZBRD Coess & FELIT 2 & FHIE
niz (FF) . F£7=. KA 400 mg Z2 Q6W THH L7=BEOARA| O EFIRREIZH T D
MIEFIREE (BATF TCmaxss) EVV9o ) 1E. AH200mg 2 Q3W TG L 72FED Craxss &
Wi L CEEEZ R~ T EPRIENTZLOD, ARNBEIZBWTHARMERN R INTND
R - HETHHAA] 10 mgkg (KHE) 2 QW THE LIZFED Cuaxss & M8 U CTEAE
BT eSS (FTR) . S5, BHERAHEEE ZX5RICAHK) 400 mg 2 Q6W T
B U7-Es 1 FEBR (KEYNOTE-555 #BR) L 05547 LRI 35 < SRpEhhe
WRIA—=ZF, vIalb—rva ik PRILZEDEIE ST A—2 LHEP L7 (F
®) . M T, BEONBAFICET B KRB LS & RAIORSE & & G
XL L OBEZRFTT HIRBEKSE T VBRI, ARAI 200 mg 2 Q3W X
400 mg & Q6W THH L7-BROMRER & & A 2ME TR et & OBEIZ W TRRET S vz
fEE. Lo - HEOR CHER ORISR 2R3 & Tl &,

£S5 FHAOKMBE T A —F

[ Conax Cave Conin Conaxss Cavgs Caninss
(ng/mL) (ng/mL) (ng/mL) (ug/mL) (pg/mL) (pg/mL)
200 mg Q3W' (58.55?.519.7) (27.27?.28.1) (17.13?11 83) | (1 .97?984.1) (49.?3?? 1.0) (30.35?'39 1.4)
400 mg QOW! (12;,2T2+4) (32.%)%?2.7) (10.11(,).16 0.8) (14551;49) (50.51(;)'57 13) (19.@?50.9)
e | asevss | M| qaersa | M NA NA
10 mg/kg Q2WT (215’2(2)23) (14;“1‘45) (1 1;,1 (1)21) (423,248133) (272,7282) (19;,9200)

t:n=2,993, 100 MDY I = L— 3 LY HEH SN & EEMEO PRl (2.5%5, 97.5%5)
B OR B MIE PIRE . Cag : PG HOFIIMIEPIRE, Cuin : FEIFGZ (VA 70 2 BeHRD ORARMIG PR

};‘F\ Cmax,ss . ﬁ#%ﬁﬁﬂlﬁﬂféﬁﬁm%m(ﬁﬁ\ Cavg,ss : ﬁﬁ%ﬁ?&:%&f%ﬁﬁjﬁl%ﬁj{%ﬁ\ Cmin,ss :

% e AR PR AL

10 56 BIOMAT I (95%(5HEKIE])
§ 41 BIORATEEIE  (95%(FHHX K]

NA : #4471
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« Chmax : %}]E&E‘

T HRREIC BT




4. HERIZONT

RIS Y A 7 EBREHE] (RMP) (ZHEED & ARAID RIS Z VIS E ~D W /1K

ﬂ%ﬂﬁ%%ﬂ}m X T o T, AFOEGNEO BT Z2W - FrE L, AFIOBRGIC X EE
RIEH A2 3B L 72 BRRS T 5 2 E R fe o, LN DO~@D§ T A7 J fiak

_m\ﬂiﬁﬁﬁ“ém’éf%éo

@ mEHRIZOWVT
D1 T (1) ~ 5) OWTIICELT IR THDZ &,

(1) EAEGBREDIEET D 53 A2 REE LIRS (FBERT AN ARSI
HE)s A RSIREEEE LS, s ARSI 7R &)

(2) FrEHERERPE

(3) HERFRINIFEDIEE T D2 A FREE R (D3 A RSHREHER TR, 725 AR
B, s A RREHEHEERE 22 L)

(4) IR ERE L, SRR CARESIREL | USRS LRI HRE 2 O
EREFEAEZAR D i 21T > T D ek

(5) PUEMEFAL ST & BINE ORI B AR D e 21T - T D MRk

O-2 =G O LFRE R ORIWE S BURF O R 53 7o Rk & R A R OlERl (TR
DT IDNTEZ G T D &R 2, B2 RRORFN ST HI5ROFTTH & L TRLE ST
WnHZ L,

#*

o [ERMCFFEUEL 2 FEOMHIHE & T L7142 5 LU E DD AIEIR OEGIRIHME 21T -
TWAZ L, 96, 2 L, BDAEYREL T & LIZERIESE T OMHEE 1T > T
WwWnHZ kb,

o [ERIRATEUSR 2 FOMIWHEZE T LI IC 4 FUEDOBRIARBREZA L TnDH Z &,
25, 3 ELLRIE, mARHEIE O A YIRE 2 S T MRIR DERRWHEZAT > T 5
Z&,

@ BRAOERLFEHREHEDEHIZONT

AL A PRI T T 2 B A D LE S 4L, BB OOFWmEN, Ak - etk
SESEHI RO EELRL OERTSR CA9 HIEHEEE, A EFRORAE LI hE OWE 5
DIHLONATON DRI TE S TN D Z &
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@ EBHER~OIIHIZOWNT
@-1 HEFAEHICBET 5 B

M MERR B O EEZBWEANRAE LIS, 24 BERREIRHI O T, Y%k X
R I C W T, B L -RIERIZIG U CABEE LR Y CT FORIWEH ORI LB 72
FRAOFREFRY HHIZE LI, BB AR AR 23 > T b Z &

®-2 EFRNEHFCLIIAEESNSICETIES

AR D 2 PR 72 Mk OB e 2 A T 2 EREFEDRIERAE=4 1V 7
EEOERORA Y V—= 0 Z ATV EIRE L IE#E A TX 275 — LEFRIEH 23 %
SN TCNDZ &, ek, BHIEHICOWT, BAUBE EZOFRI D FMmESh D
Z &,

®-3 RBIEAOZECRISIZEL T

BWEH (RIEMERZERBISIN A, KK - MR - BEOTH, BIEFE - FR42 - IF
FERERE S - T2 - B LIMEIRAE 25, BHEREEE (RMEREMEE R, RERIKBERE) |
WS (FEAERERTE, FREERS, RIREERSE) | 1 HERKE, 55
fESs . fhde « RERURRRMRIE . WEge, EE O ZEREE (PR R plAdE. g
MRARIEERE, ZIZALBE, FARMEIESE) | infusionreaction, AMZS - BlMFJS, FEIERD HEJJIE,
MRS (X7 2 - NU—EBERE) | Dk, EE MRS (S M s R
PEERBESN . WRIPERIN., JRIFERES ., MERERIERIESE) | EEDOH K., MEREBIEFER.
FEEZ ) 1t UC, Mk ) PR B O B 2 9 S =R & s L (BIEAH @
WK IZE L THRE RO X EEZZ T oK H A Z L) | BEbICHEy) 7L
INTEDEBINESTNDZ L,

13



5. BEXNRLRDHBE

[(G2PEICBE 5 FH]

O RIBAFER OGN 2L ACFERIERE O 720 (LR HEHRRE & L ToORSFEIIRER
<) EATXIIFROFEIRABE TN T, KA, 7 U XXV KT T FF A
(RTZFNIANRT T F ) OPFFRBRGIENIARRF, 7 V22XV, TT7F
FHRF] (VAT FZFXIANRTTF ) ) KON X~ 7 OO G O F M
DRI ITND,

@ HEFEIFESMAEFER (KEYNOTE-826 #5%) 23 T, PD-L1 3&B1% (CPS") 2 X
D EIMEN R DA RIBEN TS Z L (p6~8 ZR) 725, CPS BIDARK D
AIMEZ DWW TH I Z B i L7z ECRISHEE OBIREZITH Z EEE LY, CPS
1 R THDZEDHERSNTEFITBW T, AR OBEEIRELEET D,

* AF|OBWER L L, PD-L1 IHC 22C3 pharmDx [# =]  (RFE4) MHERENTNWS,

@ RIS T D AR OG- K OERTHEZ SN TE, AR OAZMEN LS TR D
T AHNOEREGHR LI B0,
o INERAHBINRE
o AHOHEMBZE
o O TARADHZMED R ZHLTWRWMOFTEMEREL I & OO 5

[(Z2 4tz BE4 % FH]

O FHRICEUTIHEEICOVWTIIAFOEEN LD L ENTWEZ e, &EHEE
1T\ &,

o ARANDORIIT R LIEBBEUEDBEERED & 5 HBE

@ WERETOFHICIS VT FRICH LT 2BHF IOV T, AR DR GITHES L
WS, ROTRFEEERIEA R WG EIZIRY | HEICAAZEN T2 L 2B ETE
Do

o REMEWREOSOSUIMED S % BH

o iSEE IR TRVERE 238 5 A R OTHENIE O U BRIl 5 & Ge it 76 5
I RAEEZAL D S D BH

« BOSEREOADE SUTEMERZRE L ITEREED B CRERBOBEREDO &
Ay e

« ESRBAEE (GESERBAETE A ST OH L5 EE

© RREORBGSUIBEE AT 2 8E
14



«  ECOG Performance Status 3-4 =V 0B

GED BCOG @ Performance Status (PS)

Score | T
0 | 2<MERIGETE S, HFaTe [H U A FEAENDHRZR ATx 5,
1 WIRRIZIR LIS ENIHIBR S 40228, BMTATHE T, IRIEECEE - TOEEITITH Z LN TEX 5,
Bl RWFE R, TSR
2 | BTAMRETHOOHOEY O Z LT TAlBEEMERITTE v, B D 50%LL BT~y R4 Tl 29,
3 RONTZHSOHOREID OZ L LnTE7Z2n, BHRO 50%L EE2 Xy Ry il
4 ELET RV, AOHFORD O Li3a TERY, ZEIIy RETiId,
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&

BEZELTHEETNETH

A SCES I 2, BOERTEER MRS DGRV IT D & KA O Fet & OV 1E

EHOTZDIZ B R EHRZ IR L T BT 5 2 &,

TEWEBHARICENL D | B T Z OFIRICA R Ofarttz +ow L, REL

BTroik5TsZ &,

EREWER O~ R X Mo

MEMEER D S b 2 &N DH DT, AFIOEGIZH T > T, FIHER
(EEL, PERURNEE, ) O L O X #RAE O T, Bl22 712
17952k, Fz, HEILUTHE CT, MG~ — A —50MmELFEHT 22 &,
infusion reaction 23 & H 315 Z L A3 5, infusion reaction 23R & H AL AT,
WO R EZAT D & & HIT, JERDEE T 5 £ TREDREZ H0Ic8iZ+5 2
L

AR IR RERR R . (B RERE T e ORI REIEE N Db D Z L 73 5 DT,
AFN O P 5B b K O G- HA M X E R NS REM AT (TSH, i T3, i
B T4, ACTH, M a5 —VEOHE) 2EmT52 &,

BIENTR, RS, IFeeRE, R, IMEBEERDBH LDbNDLZENHLHDT,
AFN DO ¥ 5B AART M O G- X E IR TR sERR & (AST, ALT. y-GTP, Al-
P, VYA VEORE) 2EMTDH L,

SEIFER (MERLEILEERAREZET) FOEERIREENHLDOND Z &
NHHOT, EHMHICIROREOEREZHERT HZ L, £72, IROBRFENRD S
AT, BN CEREEE=2T o L )BT 2 ETHZ L,

AR OEGIZ LY | WEORERINER T 5 &5 X DDA REREBOHER H
LD ENDD, BENIROONTZHEICIE, BEL-FLRITS C-EMY
TR & R A B OB AN & s U CE SRR M 2TV I EE DR RS IT K
LEMERD DN DA IZIE, AAIORFE ST I, K ORI B R VE CHl D
BEELZZET LI L, B, BIBRERLVE L ORGIZ X BWER OUE T
D HAVRWEEITIE, BIEREARVE DS ORERA OB ZRET 5 Z L,
PG T, BB LD ARE L COLRIERANRRETLIZENH 520, A
FOBEIETHICHREWER ORI HDTEETD Z &,

1 AUBEIRI (BE 1 BRI 2 &) 2D bbb, MERFEESY b7 ¥ R—v R I2E
LZENRHLOT, BB, b, WEEFEOFEROFBHILCMAEED LA IC+H0EE
T5HZE, 1 BBERBSSEDONIZGA TG 2T IEL, A R ) CBRIRIOR A
DY RIEZ1T D Z &,

@ AHFIOEEXRFERIZIHB VT, KEYNOTE-826 3B CIXMIELAEIMITNE ., 54 HEET

1T 9ERE T & FRLRIT 12 B S A MO T TNV Z L EBEIC,
AR G-I EIC B AREE CRROMERRZITH 2 &,

16



