A KRR 0225 55 6 &
4 Ffn 4 4 2 H 25 H

#oE R
| REFTRERET  (HMETES (B) B B
S || IS

RSB PSR - AT RS A SR
(2 B OE W)

NLTr Y RXwT (Bis R WA OREENHEED 1 FZ A
v (FEWESEEFARE (TMB-Hi gh) 2H7 5 EFE)
DVER K Ol HHEE T A R T 4 & (i) o —HdiEiIc >
W

PRV BOH E & SO FEA T $#2016 CERL 28 4 6 A 2 A BIFEE) I2B W T,
HHERLOEAORECHEEZX S Z EDREVIAEFNZ L2 T, &
B 2 B B IR 2 T o IRl HHEE T A R T A 2 AE
T bz e LTVET,

S, NAaTm ) XvT (B z) B (RE4L - XA ML— X S ER
& 100mg) [ZOWT, mWIESGEAFARE (TMB-Hi gh) A7 5EF
SR L T 2O EHEHEEZRO & B0 R AT R4 L
LCHYVELDE LIEDOT, ZOERICHT-> Tt KAHA RIA DN TH
BEIND L, EENOEBKE LK ORI 5 EmaeBELET,

Flo, RXaTal X< BB ) B 2 B ok U CRE AT B B
DREEFHEICHOWTIE, RAa7 el A~v7 (GG HHBLZ) 8510 Bt e
WA RT A2 (FIE) OVER M, Ol HHEE T A K7 1 > GE/INHIRATE
AVERAME, AR O X U ol R B, mEE~ A 7T I 4 b
RREE MS I-Hi gh) 2H3 5B, B, BESEHE &K OVEIEE)
D—HEIEITHOWT ) (BF1 348 A 25 B AHTERAIEEFE 0825 45 5 5L 5718
BRI - AIGRAEREIELFEEEHBEE®N) XV RLTELEZATT,

G, _AT R Y X7 (B fHRz) BANCOWT, BRIz 0 5




ER O ED AR N KB I NIZZ LISV, BETA RT A ZRlfko &
BYOBEWTZLELEDOT, EEANDOERER M OEERIR 2 8 m % BRE
LEd, 2k, WEROREMENHEET A N7 4 3, BIRBED LB TT,



AR

R R iR D s A T HEE T A R T 4 o OWGET T CRrIAXEHRER)
Hr

[H

Y= (FRRERERD) =R (B TEHRERHIER)

2= KR LT D HIEROHE : 2= KR LT HHIEROHE
fit OHLEVEREEA] & OOFHIZIB N T, @, A FReF= L OOFHIZIWT, @B, RS,
Wik, Xavr ) X~ GBaTHfiz) & LT, RAT Y X7 (BIE TR 2) & LT, 1R 200
1[6] 200 mg Z 3 B [E]EIFRE XL 1 [E] 400 mg Z 6 mg Z 3 B IR T 1 [\ 400 mg % 6 W [F G T
MRS C 30 2 Rl CRmERET %, 30 T CHRRMEET 5,

4= (B xhi] 4= [A2hE]
OEEILFEHIARER (KEYNOTE-426 7X5%) [E PR IL RIS MAEEER  (KEYNOTE-426 3ER)

6 X—3 O E B4 [ 4 M4 B  (E7080-307 KEYNOTE-581 CEN;

i)
(LSRR AIE O 72\ MRIE YIRS BB O 2

R R R s R 712 5] (H AN 73 51 & S g e)

ERBRII, A=TF =T %BeE LT AHE L

NRF=T AN QLT (Lo R"F=F] L

9.) OPHAEE LLF [AF/ Ve R"F=T7) L

0.) " OAEMMER O Z B R S e, AA/ L

VNT =T 0E, EERHMAE E & S iz PES, BIKEE

MEHO—DELEINT0S % A=F =T LHKL

THEIEE L (E2, M3 EDX4),
*1 R 2 30 W CHLER 0 SUS AR A B L%




PHAMIE O iR SN B E R & Sz,

*2 : 50 mg 1 H 1 [n] 4 8B 5-5 2 8 RASE

*3 A 200 mg Q3W TEMIRME LG L, Lo "F=
T 20mg 1 H 1 [AEOEE L,

#£ 2 HEWEEES (E7080-307 KEYNOTE-581 34ER)
(F %)

(K )
3 0S @ Kaplan-Meier Hi#E (E7080-307

KEYNOTE-581 Z5R)

(X W)
4 PFS @ Kaplan-Meier HifF (E7080-307

KEYNOTE-581 EXER)

g —

OE R EF AR (KEYNOTE-426 3X5R)
BERGIIAR /T v F =7 422/429
(98.4%) M ONA=F =7 R 423/425 5] (99. 5%)
IZRD B, 1R E ORI FEBEBRPGETE 20
HEELIT, ZF 413/429 B (96.3%) KO
415/425 B (97.6%) T ALz, WTINDEE
THRBLRD 59 EORWERIZTRD B TH-

77

6

EIRS LA AR ER  (KEYNOTE-426 3X5%)
HERGIIARK /T 2 F = 7B 422/429 H#i
(98.4%) K ONA=F =7 423/425 5] (99. 5%)
IZRB D B, TRBRIEE ORFEERNGE TE 20
HEELT, ZNF 413/429 5] (96.3%) KO
415/425 5] (97.6%) (TR BTz, WT U DRE
THRBLFEN WL LORIERIZTTERO LB TH-

77




# 3 WTRHOORETHERN 5%l EOEIVEH
(KEYNOTE-426 55%) (Z2 T S4EH)
(F W)

# 2 DWTNOLORETIELRN 592 EoEIEA
(KEYNOTE-426 §5%) (ZZetfffr x5 4E:1)
(F )

10 =—

OQ[EBE L A 26 NAHFER  (E7080-307 /KEYNOTE-581

BR)
HERERRIIAA/ LV XF =7 351/352 fi

(99. 7%) KOA=F=7FF 335/340 5 (98.5%)

WO b, BB - OREBEGNEE TE 220
HEELIT, FRFR 341/352 B (96.9%) KO
313/340 51 (92.1%) 2RO SN, WI Dt
THRIIEN 59 FORWEHIZ TERO LB Tho
77,

# 4 WEFNDORETHRIELED 5% EORIEH
(E7080-307 /KEYNOTE-581 #tf#)

(22 R NEfRAT R SR )

(& W)

7ok, ARHN/ LT = TRET ISV T VB T R
19 Bl (5.4%) . KEGR - /INFHR - BEJEDO T i 36 B
(10.2%) . EFEORREEE (Fh 503 5 3 50 ffiF
e SEREIRNRIEERE . AR, FEHRIEIESE) 2
B (0.6%) . BIFERTZE - FFA 4 - AFHEBERE T - AT -

GBI




TEALPERLAE 2% 79 ] (22. 4%) . FLIRBREEAERS2E 156
Bl (44.3%) . THEEAHEREREE 3 B (0.9%) . EIEHE
AEREE 18 B (5. 1%) . 1 BUBEPRYE 1 651 (0.3%) . &
Bt E (RS RVE MRS . RERIKE %) 8
(2.3%) . WEHR 8 Bl (2.3%) . FHJ - BEECTH AlAFAE 3
1 (0.9%) . FESEARMEAE 1 61 (0.3%) . ML - B
2% 3 Bl (0.9%) . B2 3 B (0.9%) &N infusion
reaction b5l (1.4%) NAD ST, £7-. #FE
i (72 « NU—JEERSE) SEO R, E
B Mk P (Sh g Ve f NS PESE B . s
PRI, FRIEEREE . BETERERAESS) . 1 BR A AE(E

L OSRZITER O DL no 7o, ARIEHFEHR

LB S (FRAMAER T 2 5T) Edef

B R a2 R,

12— | %5 AFIOEWERE T 2 — & 8 — £ 3 AANOEMEIENT A =X
15— |5 BGMBRLARDEE A= 5 BGRG L5 B

(A2 LSBT % =]
OAF DA O HUEPERFIFHA] & O P55 13 T alo

BEIZBWTCHEEN REN TV,
CTXVF =TI LN TF =T O RS

AL ZEPRIERE D 22 MRIR BIER A BE ST FR R 0D B Al

JevHA B

(A2 B3 % o]

T T A
WRENTND,

@ FECIZRE YT B BB T B ARK| D5 K OME
HFEZHOWTIE, RKEIOFNENHESL SN TE




@ FREIZRZ AT 2 BB AT D AA D Fe 5 S OME

59, ARRNDOEEXG LR B0,

FHHEICHOWTIE, ABIOF MRS ST - i A B E
59 RAIOFGRIG L 725700, « K Bl P -
- TR MBI L « D CAFIDEZIIER R ST Ll D H
« ANH D HRPE - IS & D OFH $¢ 5-
TR VF =T RIT L AT =TS OHTEENEE
B & OOFH # G-
16 ~— @A DGR BRI T KEYNOTE-426 3RBR Tl | 12 2—3 OARFNDOFERAERIZ BT, FHEREMS 12 #

BHREEG 12EEB, DFEFRILMBEEET6HET
L. FD% 1238 2 & E7080-307 KEYNOTE-581 7
Bl G585 8 W Z & ICAEDORHL &
ITo TV Z EE2EEBIT, KRG FITEMIC
MG TR OMEREIT) Z &

H., UMiZ 4 EFEF T L, TOH 12T

WA DOl 21T > T\ Z 2 BEIC, K
K G- X E /IR ﬁ@@ﬁfﬁ%@%a%ﬁ
L,




ZURAD

REFER#EETA FFA
Ra7n ) X=7 (CBizFiH#z)
(BR5E4 : ¥4 b —F RIEFE 100 mg)
~EBWEEELTERE (TMB-High) 255 % EBE~

dp

442 H
A A

1



SR/

AN ol e

L ®IC

AFNOFeE, AEAET

SR YRR

MiE% (DT
WhHXIG LI D EE
BHIZE L THRET N &FH

P2
P3
P4
P8
P10
P12



1. XL®IT

EI OGN « ZaMEOMEROT=OIZIE, A SCEFICE SV IE 22 A 23R
Bb, EBIC, ITEORFEMOEARIC L0 | PURESRK S22 & OB 72 F R Ve
FFEIGD AR SN LH T, 26 OEME N2 BEICLE R BE IR 2 2 & B3O
AR L e o TR Y RIFMBGE R & SO AT #2016 (R 28 42 6 A 2 H IR E)
ICBWThH, EHERSEOH A ORELHEELZ XS Z L LS TW5,

BORAE R K, KRR PR 27 1 7 7 A VRBEE DO E IR, L B & MR
RHZENDD, ZDD, HMERONREMEICET 2 EWRNH0ER—T 5 £ TOR,
UHEHSOBREZ B ZIT 5 2 RS2 BEICR L TERT % & &b, BIE
PRI LB B st & B 2 LIS HE 7 — & DB A il 7 9~ [E AL B 1
THZENEETH S,

L72i3o T, RIA KT A4 T, BIREMES ZE TILE LN TV D EFEIEN) -
BHER RN S & | DUT O EIRS O ol 72 2 HEE S 28180 b B Bk B 2
FROREEFHE T,

R ARTA BT A A%, MSATEGE NE R BRSO, AEENEAN R
BRR IR Fas , —MbRE N B ARERIR NEHE 2 K OVt FE N B AR 7 O /)
DY EERK LT,

KG LT HEIES ¥ A ML — X RRERE 100mg (—i%4 - a7 e X7 GBI
THAMEZ))

KR ERDEINR © D AALFIRIER ITHEE Lo mWERE(R AR & (TMB-High)
AT DT - BREOEE (EERNZRIBRPEERGEITRD)

HELRARERORE @, AL, A7 a ) X<vT (BETHEHIIEZ) LT, 1
8] 200 mg Z 3 JARIHIFR L 1[5 400 mg Z 6 M A HIFE T 30 47 [H
2T TR FET D,

&% R o8 2 0 MSD #Ria




2. ARIORH. 1ERBF

XA F—F SEE 100 mg (—#%4 XA T e U X~ GBE ) LI IR
Al &uvv9,) 1%, PD-1 (programmed cell death-1) & %D VY 77> K CToh % PD-L1 LT PD-
L2 L OfEEZEELET 5. EFMQM%J7H_TWHWT%@

PD-1 AR IE T A S 2 BEARRARE 7> B KA 2 72 9012 08 AR A3 FI 9 5 =5 72 S i il 4
A4 v F T, PD-1 1%, EEZRREICEOTEER T MsoMiaEmicERHL, Aok
P2 SO % 2 T RN B W R 72 0 SOG A flE 3%, 37005, PD-1 XY T2 R &S
Afé LIZEVPURZRRIC L D v TP VsEE AT 225K Th 5, PD-LI

WA ISR T 2 HBUTO TN TH LD, ZL<OBAMIRTIE T Mlao@x 28z

ikﬁ%_%ﬁbfwé AKIIIZ 3317 5 PD-L1 O @8 HIT . B . s
JEHEREEE . ONEEE . FE/ N 72 & DRk 2 Ze N TTHRARKFTH Y | [RWAEFE
& OEBERHE STV D

BEDO B A DR T4 & PD-L1 FELOMBIMEN S, PD-1 & PD-L1 O#RREEITNEE
DOEFEEREHC B W CEERRE ZH 9 Z LAVRBRINTEY | -2 BN A IRROREN) &
LTHIffsh TV 5

AFNX, PD-1 & PD-L1 L ONPD-L2 Offi U > ROfEEEET S Z Lok v, [
NS D NEG A AR ENE T U o _ERATEM L S8, FUEE RS 2 FEML
T 52 & CHIEE I R AT 5,

AN ORI ’%6<LV®ﬁF§E’iéQ¢ﬁ“ﬂ%%bh,E%Xi%tﬁ
E5AH Iiﬁ%;é AR OB T R OFRERITIT, BEOBZEL 7TV, B
LoloY dWiet”; j:%ﬁbt%%uﬁbﬁ%ﬁ%ﬁﬂdk%%%ﬁOE%k@%LTﬁ
@JiﬁﬁiEIJE”)Lﬁ%ﬁb\ W DGR K D BEIEI D b 2 581213, BB RE AL
%Vﬁwﬁﬁgwﬁ@ﬁ%%%ﬁﬁﬁﬁﬁ&éo



3. ERPREUE

D AIEFHIERICHE Lo O IESE a A R & (LUF [TMB-High) & o.) &
THHEAT - FROEIE (FHER 22 IRR DN 5 TR D) ORGERHCIM 21T - 7=
E R BRI FER D Rl &

[Axhi]

[ BRI [F 25 T AREER (KEYNOTE-158 #5#)

ESPRIERE D% 51T « BREOEFREESE DBARI LIz A~L D& T V—
TITENTH 200~1,595 ) ZxBIZ, AH 200 mg 3 EREFFE CLT TQ3W) &
9,) BHOEMER VZEERRG Sz, AFIOFZMIL. FoundationOne CDx (2 &
D TMB A =7 % 10 mutations/megabase (mut/Mb) LA k& B H S 172454 (2 TMB-High
CHIETDHZ L &L, TEENCE > T, 70— A~T ISR SN BIRE BRAE 1o
WTCHRHT M T T,

TMB-High # £ 3% 102 ffil (AAN 6 filZ&Te) KO TMB-High 24 L7320 689 fi
(AARAN 7L BlEETe) 2815, FEFHHEE Th 5 RECIST 714 R7 A4 > 1.1 iR
O HYIHEIZ L HDFDNEOMR 2019F 6 H27 A7 —X 1y bA7) TR 1DE
BYThHoT,

o —WIRH S U TR SN TV AL RIETT NICH HZRETHW LA TV S F
5 R O R T % Lo YR R T HE LM U R A D B DA AN BT,

KT N—TIZBNT, ENENUTOBRENHAAN ST,

ACHLPYE ORE BRGE) . B EE (HEXOEEORE, 72707 7 — ¥ —RKEREEE

ZER<), C:fili, BB, NG, . B ORI E e O N iEE (Far bR SE

AL BN WARESS) . D I NS (REESOIBERES 2R<) . BE: E9E (R

SRR, F:oAMeE URPELERGE) . G:/NilaMiE, H: B, 1: FRIE, T MR

B (AESUIMEREEZRLS), K: @BE~A 7 a3 774 MAREESE (BLF TMSI-

Highl &) .) 28T 28ETHERE (W - BEEEZER<) . L (FE D) : MSI-High %

B3 D ET R

*3 0 5% EOT LV TR SR AR K OYERIZEE R B | AREHR RS D2 F
EOBEMSIIMRENERDIH D EEXGNDERERN G LD =) DR

(mut/Mb)
#£1 BAEHEERE (KEYNOTE-158 3ER)
TMB-High Non TMB-High
10231 6891
CR 4 (3.9 11 (1.6)
PR 26 (25.5) 32 (4.6)
IEe SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
Fxh#%E (CR+PR) (%)
(95%CT) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 522Z%h, PR : #8y25%h. SD : 22/, PD : JEHMEIT, NE :
* o o ) ORI S CITIER A 2 L & S, TRBREK#E 544 1Z Non-CR/Non-PD & #F{ti &+
-,

FHIEARRE,. CI : {5 X




TMB-High #6725 102 5l (AARAN 6 fla5iTe)) KU TMB-High A L 72\ 689 fi

(AARN Tl Z25Te) 12315, RECIST A R4 > 1.1 JRICH-S < hrdeflEZic L 5
DAFERO R OFER (2019F 6 HA2T BT —H# v bA47) 3R 20DEBY THho
7=,

%2 DBAREROAEMRE (KEYNOTE-158 3E)

TMB-High Non TMB-High
2N ATE B (%) 7% (CR+PR) B (%) #%h (CR+PR)
102 4l (FhE (%)) 689 14l (FhE (%))
/NI e s 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
T 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
B NS 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
NS 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
FANiES 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
THFR N 0 WA IS 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
W7 A 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
FROR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
R 1 (1.0) 0 84 (12.2) 9 (10.7)
JiERTER 0 — 63 (9.1) 2 (32)
—  HEERT]




[ %4 1]
[EIBRAL R M AHAER (KEYNOTE-158 #i#R)
AEHZRIT103/105 61 (98.1%) 12, BITEHIZ 67/105 f5 (63.8%) IZRE®H bz, JEH
R 5% EOBIEMIZFERDO LB ThoT-,

#3 REBN 5%IULOEWER (KEYNOTE-158 3BX) (2T 4E/)

FRERIRS¥E  (SOC: System Organ Class) B (%)
JEARZE (PT: Preferred Term) 10541
(MedDRA ver.23.0) 4>Grade Grade 3-4 Grade 5

2RIEH 67 (63.8) 15 (14.3) 1 (1.0)
o3 AR

FIR A e TS 7 6.7) 0 0

HUIR B B A T 13 (12.4) 0 0
H Wb

T 8 (7.6) 0 0

CLVTIN 6 5.7 0 0
—i% « 2HEER LOE G OREE

WS 13 (12.4) 1 (1.0) 0

W 17 (16.2) 0 0
Rtk L OeEEE

A ARk E 11 (10.5) 0 0
R R B L O Ok 5E

77 P 6 (5.7) 0 0
RS F X OV T Ak b

% 5 PEE 12 (11.4) 0 0

R 9 (8.6) 0 0

¥, VEMEMIZE 4 B (3.8%) . KGR - Mok - EEEO T3 61 (2.9%) . BIEAT
R A4 RS RE IR T - JHF 28 - AL MENRAE 2% 5 131 (4.8%) . FOIR R RE R 15 311 (14.3%) |
R REREE 1 6] (1.0%) . 1 AR 161 (1.0%) . BHnekEss (RS MV MR 2%
SRERIRRE ) 1] (1.0%) K WNinfusionreaction 1 3] (1.0%) MFED BN, /-, EH
BED R EE (Rt R ST RARIE . SRRIRARIE R, Z2IALEE, FERIEIRSE) |
MRS (F7 2« NU—EBRESE) . FERAFEREIREE . MR, sk - B RlARE, &=
SEMEESIE, IMO% - BlEIESE, S5 O, Dk, EERMEES (e M ikiE
PSRBT, iR, JRIFERE, MERRRIEKIES) . MERE RIEGERE X OFEEZ TR 5
Niehrolz, REWEMFEBURDUIEE SRS FERMAEMEET 2 51y) 20 ERH AL
=Y,



[k - &)

AFNOREMEYEETT LV EZRALZY L 2 b— g 1280, KAl 200 mg %
Q3W. 400 mg % 6 WM (LI TQeW] &9, ) XL 10 mgkg ((KHE) % 2 JAEFH
kg (LT TQW] &9, ) TEE L7ZBEOARF oM T RENRE S -, € Ofk
S AAl 400 mg & Q6W TG L7ZBEOARAN O EFIRREIZ I 1T 2 EH MG H iR (DL
T Cavgss) EVV9, ) 1. AAI200mg 2 Q3W THE L72FED Cavgss & BT 5 & T
Ehiz (FFR) , £72. KH400mg Z2 Q6W THG L =B O AFKI O & IREEIC BT DB
E ME PIE (AT TCmaxss) EVM9,5 ) 1E, AHI200mg & Q3W TG L72FED Cinaxss
EH L TEREZRTETRISNZDODO, AARANBFIZE O TEEERfER S LT
L - HETHZAKHK) 10 mghkg (KE) % QQW TG LIZBED Craxss & HilZ LTI
MzmRT & TS (FR) . S50, EERANEE 2 RICAK 400mg 2 Q6W
TG U= vgsh ETRERAER (KEYNOTE-555 3B%) £ 0 155 7= FERIME 2 HE S < KiyBhRe
WRIA=ZE I alb—ra L) PRILEEYEE ST A —2 EHBILEE (FR) .
Mz T, BEOR AT LRI S & | AFIOGREE T & AR UL A
P& DR 2 R DIRESUSE T LV EEE S L, AH 200 mg 2 Q3W Xid 400 mg %
Q6W TG L7-BEONREE & & A UL etk & OBEIC W TRET S iz kiR, E
RO AL - RO CHINE L OVZEMEIC /R 22 R 1T 200 & Tl ST,

E6 FHORYEE T A —F

- Conax Cave Conin Comcss Cavgss Coinss
(ng/mL) (png/mL) (ng/mL) (ng/mL) (pg/mL) (ng/mL)
200 mg Q3W! (58.55?.519.7) (27.27?58.1) (17;3?.11 8.3) (91.97?‘54.1) (49.58??1.0) (30.%5??1 4)
400 mg QOW! (125?24) (32.?)??2.7) (10.11?‘16 0.8) (14:21349) (50.51(,); 3) (19.28?50.9>
i (1351.2,6'10 32.4) NA <14,1:'?i—.4> NA NA NA
10 mg/kg Q2W* (21;2223) <14§‘1‘45) ( 1;1 ?21) (42:,24?33) (272,792)82) (19;,9300)

t:0=2,993, 100 BD Y I = L— 3 LY EH SN B PEO R RAE (2.5%47,97.5%4) « Cmax : HEI1E
B O MG TR, Cave : FIEE G OFHMIETIRE, Cuin : FIEEEH% (T 2702 BB ORARMIE
FERE . Coaxss : ETIRIBICE T DA MIEFIREE. Cagss : EFRIEITI T 2 EHULTEFIEFE, Cminss 1 EFRIEIZ
B 2 E R iR E

T 056 OB EEINE (95%EHEX )

§ @ 41 BIOMATEEIE  (95%(15 FH X [H])

NA : #4722 L



4. HEFRIZOWT

AFHAE 2 G, B Y 2 7 @ HEE (RMP) (253 < A 0 [ 38 5, 22 Ve G AR TR B
SO IIEH 3 8 2 higk Tl - T, RA OG-8 e BH &2 2Wr - F5E L, RKEIOH
B L0 EERRBEHZBEL LIZBCRIST 5 Z ENMERTZO, LTOO~QDF X
THEZ TR CTHEAT A& ThH 5,

@ MHERIZOVT

D1 FED (1) ~ (5) OWVTNNITHELT IR THDLZ L,

(1) BEAEFEHREDEET D05 ASHEEEILRBE (BRI DS A ROEEEIL R BT,
sk A A2 REEEEHLRFRE . HIES AU RE e &)

(2) FEEHREEPE

(3) HAEF M ENIEE T DB ABREEERGE (05 ABBREEETE ERbE, 25 A
W IIWbE. DS ARSI EEHEE R e e &)

(4) ISRICFRIEE 23 E L A RALEEIEINE 1 USSR FERIEINE 2 Ol FEE
AR D B 21T - TV D itk

(5) DUrEEMEREES AL TG A EINE O fE % I UEIZAR 5 | H 217 > T D ik

O-2 B L 72 %5 AT OALERRIE K ORINE I FEBLURE O XIS 443 70 sk & fRBR &
FFOERT (FROWTNINIEE T D ER) 25, U2 OARAN BT DR O R
FEHELTRESN TS Z &,

*

o [EANRFFRUSHE 2 FOPPIHEAZE T L72RIC 5 FEU DD ATRIROERIRIHE 4
ToTWHZ L, 96, 24U RT, DAEYIREEZ T & UEIRIERSOHE %2
THoTWVWBHZ &,

o [ERFFEUEE 2 EOWHAIHEZE T L2112 4 UL EORRERERZ A L T\ 5
Zl, 9b, 3FELEZ. B LA B0 AUFEEL T O N AWML & e s JUTBIE
DEFEHE 1T > TWBH Z &,

@ BeNOERBEREEOHHICOVT

VS R IR G 2 BHEE DB S 1L, BUIEL D D ORA R, A - %2
SISO RO EIL AT X 5 IR, AR LTS8 O
s, HAERIITON D KA > TN B 2 &,

® BUWEA~DORITITONT
@-1 HERRAHICE 4 2B

PPN B E O EERRIEM NI AE LB, 24 FEERZRARHRIO T, Mgk X
R R (S IV T T L7 ENENITS U CARBRE B O CT 55 D EIE R OB 4
BIRREORRN Y B PICHEL, EHISHSAREREHNE > TND Z &,




@2 ERUEHEEICLDFEESMINCHT S EN

IS AIR D 5 HII 2 R O 2 T 5 ERAEFE SRIER T =5 ) > 7
EGOIEROAY V== 7 EATOEIRE & 8% 3 T 55— AERAEH 2
BENTNDZ L, BB, BIHIEHICON T, BARE L ZOFRICHMAmENT
WwoH Ik,

@-3 BHERAOZMCXNICBE LT

RIVEA (MEMERMEEICIA, KK - /NGBS - BEO TR, BUEHR - A4 - JIF
FEREFRETE - JIFR - BELMEARAE 2%, BnelE (RAIEMEMER &, REREBERE) . N
orilEE CF RIS . FUIRI RIS | R HREREE) | 1 BUREIRIA . 5 & 9 IRk,
o - BREBCUTRIARIE . WESR . BERE O SIS (WPt SO FEREARIE . B RGN ARE 5
e, ZIRLBE, FHRHIESS) . infusionreaction, AN « #llESC, FAERGMEAE, fhikkEE

(T« NU—EERSE) | Ok, BEERMKET (Gt i s M SR |
Ei e, ARIFERES, MRRRERIES) . MERERIEMRE, %) o LT, Y%l
A AT AT = R B O P A2 A9 2 EAT & s U (BIWEAH OB lc B L TR
ROSHEZZ T ONHGMICH D 2 L), BEHITETZRAEN TE DEHINESTWD
Zk,

fi
(



5. BEXHLRDBE
(A2 RE4 % FIE]
O THROBFICBWTARAOHEIMER RSN TND,
o MNAACLEIRIER \CHTE L 7- TMB-High 2 A 21T - RO EFE (FEUER) 72
1GHED R 725512 R D)

72%. TMB-High I[CBT 2 ARF D a v =F o ZWEEE L LT, RES
FoundationOne CDx A7 /) 570 7 7 A VAR I TV D,

BREIZHT>TE, BEEROTA RI7A4 VEOEFOERESEIZ, FiT01k
FIIEEIZ L D TMB MRS R~ DR O AL WV DR O BRI DT
R 52 &,

@ TREICEY T 2 BT 2 ARF O G K O T EIZ ST AFI DA R IEN
ML SN TEOT, KROHREHMG LR,
o FINOmBERE
o MOPUEMERESA & O L TIREG SNDBE

10



[Z2 412 B9 % FH]
O FRICEUTIEFICOWVWTUIARFIORENBE L ENTNWA Z 2D, &5 21T
r YA AN

KA ORI %F LISBUE OBEERE D & % B4

BT ORHIIC IS W T RIS S T2 BEIC OV TR, AROR GITHERE S e

AN

L OVERERIRE D 72 WG RICIR Y | HEICARZEHT 52 L 2EETE 2,
MEMEMR B OGO UIBEE D & 5 B

50 e 5 A A C RV Y & 5B 0D B R B O B4 0D S A A ik 2 <0 S e A il 2%
LD RIEMEZACN I AL D EE

H OAEE B OG0, UM L < ITFRMEO B R B OBEEREO
b5 EE

g tElE (E Mt EE L 5e) Ob L EHE

FERE ORI SOIBE 2 AT 2 B3

ECOG Performance Status 3-4 0 o f#

(ED ECOG ? Performance Status (PS)

Score | EF%
0 | A<MERLIEETE 5, ¥BFHni &R UHFEENHIRZR <17 5,
| AARIZIE LWDISENTRIR S 523, BATHRE T, BAFERE > TOREITITO 22N TE D,
Bl BOFE, FHIEE
2 BATHRETH O ORID O Z L 13T X CHEELEMEEIITE 2V, A D 50%LL Fix~y RACil 24,
3 [RONTZESOHDEY OZ L LiTERn, APOD 50%L EEXy Rk -t d,
4 LT RN, BOOFOEY OZ LiFeL TERY, TRy RORFTith 21,

11




6. BREIZBELTHETREEE

O IRMSCESICIN % REEIRGEEE DRI T 2 R IZ D & ARHKI 0 Rtk M OVl (i
HOT-OIZ B 7o E +o B i L T bEHT A2 &,

@ IRIRBIMRICENE D . B T F DOFIRICHEDIME R OEBMEEZ o L, [WE %215
ThboEETHZ L,

@ TREWEAO~FXY AL MZONT

MEMEMERER D S bND T ERDDHDT, KREOFRGIZHT= - TIE, FIHIE
K CEEIFL, PR IREE, hkeE) O & O X SR o FEhEssE, B4+
TATH Z &, Filo, BEBEITSUTHE CT, My~ —h —5OMRE % I3
5k,

infusion reaction 73 & 50415 Z L 38 %, infusion reaction 23588 HALTZ AT
E, EUIREZAT O L & bIT, JERNEIE T 5 F TREDREZ +o3 082
THZ L,

FOR IR RERRE | T IR AR RE IR S K O RIBHREREENH oD 2 & H DD
T, AREFN OB E-BRAART L OB G-I I E MBI N IS EERM AT (TSH, 78
T3, #ffE T4, ACTH, A =2/ —VEORE) 2 FEMETHZ L,
BIERTR, T2, TTHREREE, TR, BLERERRH 6oL Z &b 5
DT, AFN OG5 & O G-I M I EWBICITHERER A (AST. ALT,
y-GTP, Al-P, BV /LEVEDOHE) T 5 &,

SEIFER (MR I M ERAEXEZET) EOEREBRIREENH bbb
ZENRBDLOT, EHMICIRO R OAMZfHRT HZ L, £/o, IROFEFEN
RO OLNTHEIIL, ERPNCEREREXZ2 T2 L0 BELRETL2 L,
AENOFGAZ L0 | WE ORISR T 5 & B 2 b D EkA TR BORRE
NHOLLNDZENbD, BENBEOONHAEITIE, BB LEEFRIIS L
B 70 FNGE; & AR A RO PR AT & U ClEi bl 2 #EBR2 W 21TV B EE O
RO £ B RIER N S D356 1211, AAIORIETH I, L ORI EE R
NEHIORGEEZEBRET D2 L, 0B, RIBRERLVE L ORGIZIYEIE
HOYGENTE O B WIGEIZIE, RIS E AR IVE LSO sa % i Al o180
LEETDI L,

PeGRET e, BOARI O8I AR L T LRTERNEER T L B3H 5720,
AHNOPEH4& THRICHBEIWEH ORI ICEET HZ &,

1 BRI (BIE 1| BRI 2 &) BN bbiv, BERWBEES h 7 F—v &
CEDZENHLHOT, |, El, EHSFEOFEROFEH S MAEED LRI+
SERTHZ L, 1 BERFBEONTGAIZIIEGETIEL, AR il
FlO¥ 5EOBEU R NEEZITH Z &,

@ AFNOEKRBRICEB VT, KEYNOTE-158 iR CII & ERA S 1 EMIZ 9 B

&

1 LIRS 12 8 Z S ICAMEORHE 21T > Tz Z L 25 B0, AHIRE

FHLEBIR B R A TR OMERZ1T O T &,

12



IEEREET A RT A
RAT7r Y A~T (BTFHEBZ)
(R4 : ¥4 bv—F SHEHE 100 mg)
~ R B ~

SRxTE1 28 (FF442 AED)
JRE A




SR/

AR S e

XL HIT

KANOReE, AEAET

R R IS

JEREIZ DUV T

BeGxtge & B BFE
BHIZER L CTHET & FIH

P2
P3
P4
P13
P15
P16



1. IIC®IC

IS OF N « ZEMEOMEROT=OIZIE, IR SCESICE SV @ IEZ2 A AR D
HND, LI, ITHEORZHITOEAC L 0 | PUREI 2R & QT 72 Fri e %
FFEIMLDB AR IN LT, 26 OEMEN 2 BEICLE R BT IR 2 2 & B3SO
A L 7p o TR Y RFMBEE & SO ARG EE 2016 (AL 28 4 6 A 2 HEREIRE)
IZBWThH, EHAERSEDOM A ORELHEELZ XS Z L LS TW5,

BOFEAE T E K, Y E LM 7 1 7 7 A IV HBBEfE D E IR, LB & MR
RHZENDD, ZOH, BHEROREEICET D IE®RNHERET D E TORM,
UHEELOBEZ B ZT 5 2 RSN BEICR L TERT S & & b, BUE
HDSREBL U T-BC B et & & 5 2 LN AlRe7e — & O B & il 7= 9 RS i A
THZENEETH S,

L3> T, BAA RTA4 T, BIREMESC 2N ETIZE LN TV D EFEIRZN) -
BHFR RIS & | DUT O EIRA O Fcii 72 2 HEE T 28180 O M 7e 3k B 2
FROEEFHE T,

¥, RITA KT A 0%, MSIATBOE NEIK SRR IR O, AAERE N B AR
BRRIER v, —MAhFE AN B ARERRNFHE S & O A BN B AW RSB E 2 DO W
J1ob R LT,

KR E IR DEHET - XA hL—F SEHE 100mg (—#%4 - a7l X~v7 (Eis
TAEHLZ) )

RELRDMENINGE  RIGUIRARE UM O B

MEERARERORE  OBTEMEESR & OFFHICB W T, @E. AT, a7
UAX~7 (Ba-ffiz) & LT, 118200 mg 2z 3 ¥R
I% 1 [8] 400 mg % 6 ¥ M MFE T 30 2 TR ET 5.

3% B 56 3 & MSD R




2. AAIOKH. VEHBEF

FA ML—F SEEHE 100mg (—#4  NA7r ) X7 BEFHEfRZ), LT IR
I EvvH,) 1%, PD-1 (programmed cell death-1) &% VU 4> KT 5 PD-L1 }; O PD-
L2 L OfEEZEHET S, & MEIgG4 £/ 7 a—F AHiRTH 5,

PD-1 #EF& 1 T MAe G 8 B RS 2> & 7R 2 72 D12 03 AR 2SR A 3 2 T 7n s s il 48
AA v F T, PD-1 1%, EREEZRREEICR W TR T M oMl mIc B L, HE R
FE RS % Gt RGBSR R 22 e SO 2 HIH T 5, 37205, PD-1 13U T REAE
BT 52 LI LV HIFRSRIRIC L D3 VUG AT 52 /K Th 5, PD-LI
DIEFHFRICB T DRBUIDLT N TH L0, < ORI TIE T Mo 2mx
HIFCBENCHI L TS, DAMIIIZI T S PD-L1 O &S EIL, BAIaRE ., B,
AR, ONEE, FE/NIaNTE 7 £ Ok % Te A TTHRARRK - TH Y | RV
& OMBMERHE STV D,

BELD D DEFIREY T4 & PD-L1 B OB S, PD-1 & PD-L1 ORI D
P ERE I W T EBERAE 2D Z ERRBINTE Y Fil B AREOER & L
THIfF STV 5%,

AFNZ, PD-1 & PD-L1 ZO'PD-L2 Ofii V) T ROfEAEENET L Z Lick v, EE
W NBREE R O EE A AR ENE T U o REREIEM L S8, FUEE G 2 SNl
T 5 Z L THIEER R T 5,

ARENOVEIEFZ S B OHJE SONZ L DRIEREN & b i, BHEXITETIC
EHAREMENR D 5, AFOFRG T R OREGRZRICIT, BEOBIEL T7I2ATV, BENR
D HITZEEIIE, FEE L7 RITIE U7 REPTE 20 sk & BBk R D Al & s L T
YR BERIRW 2TV B O RESUGIZ K D EITER 2 B 2581213, BB RER L
T UAIOBEEOWEE RILE ZAT O MER D D,



3. BRERERE
RIBYIBRASRE U TEE B E O B e o AGRERIZ R-A 21T - 72 T 72 W R 5B o il &
T,

[A2hi]

O FEBEIEFZE MR (KEYNOTE-426 i)

(EFERAERE O 72 O MRIR UIBRASBE SUTHER S o0 I A RY i e S 861 51 (A AR
N9 filaEte) #XRIC, A=F=7 Y Al LT R=F=7] L), ) 2%
KL LT AR E TR TF =T LOPAEE CLT IRA/ TR F=7] Lo, ) 3
DA RE R OB S lc, FEFHEE B 2AEFHR (LT Tos) &vw)H, )
MO EAAWIM (BLF TPFS) L9, ) Lah, AJI/THRF=71%, A=F =
T LR LT, OS KO'PFS #HRITIER L7 (&1, K1 KUK 2) ,

*] : American Joint Committee on Cancer ¥ #1438 12 £5-3 < W HAIV

*2 0 50mg 1 B 1[4 BB G% 2 HEEARIE

*3 0 AR 200 mg 3 JEEIRRE (LA F TQ3W) W9, ) THRNIRS L, 7> F=7% Smg
1 H2E (LT BID) &W9H, ) BUKEE L, 7HF=T7DEE5EIX, Smgl A
2ETCHRET S 2 2— A (6 HHHE) UEAAMERH Y, Grade2 257X F=7D
BITER RO BT, 2> DMEA 15090 mm Hg UL FICE B S L&, 7mgBID ~D
WA AL Lz, ERBEOEEZTV, 10mgBID ~OH&E S iR L Lz, 7%
F =7, BIEM IR, HAEESIN U TR E (3 mgBID, ¥XIZ 2 mg BID)
HAHEE LT,

#F1 BMERE (KEYNOTE-426 3RER)

AH/ T F v F =Tk A=F =Tt
(432131) (429151)
hoeE (H) NE NE
[95%C1] [NE, NE] [NE, NE]
0oS™ | nHF— Rk 0.53
[95%CI] [0.38,0.74] -
P " 0.00005
HhaeE (H) 15.1 11.0
[95%CI] [12.6,17.7] [8.7,12.5]
PES™ ™| Nt — R 1™ 0.69
[95%CI] [0.56, 0.84] —
P " 0.00012

Cl: {E4EIX[E. NE: #£ERA], *1 : PEENEEOT —4% (2018FE8H24H v hA7) | *2 1 )=
Bl Cox FbBINY — RET ML DA =F =T O, *3: @hlle 77 7 FE, *4 : RECIST
HA R A LIRS HS K SR ST g &



1gg {1 = AF200 mgQBWRU T FF=T
S S 1
e 70 - 7\:9'-4
* 60 :
# 50 ]
E 40
30 -
20 -
10
0 e e e - r — - r
0 4 8 12 16 20 24
at risk® £FHR A
##1200mg Q3W BU
PESF—T 432 417 378 256 136 18 0
A== 429 401 341 211 110 20

M1 OSOHEIfRITREDKaplan-Meier #i#% (KEYNOTE-42638%)

100 -
90 -
80 -
& 70 -
8 60
§ 50
i 40 -
%30—
20 -
10 -

0 T T DL Bt ¥ M S LR R AR LA B T S A ALE S A BT b R A A i i B A AR e e A Bk L R
0 4 8 12 16 20 24

at risk® R FHIE (R]

ZHI200mg Q3W 432 357 251 140 42 3 0
RU7PF9F=7

RoFoD 429 302 193 89 29 1 0

X2 PFS®HEIf#EHTE D Kaplan-Meier i (KEYNOTE-426328%)



@ EREIFES AR (E7080-307  KEYNOTE-581 #kh)

{E2ERRERE O 72 MRIBYIBRASBE ST ER RS O 8 BA AR A AL B g FR ™ 712 1) (B
AN T3 BlEET) 2RI, A=F=T2 25 BE LT, AFE LU ARF=T AUV
BT v nF=71 L, ) OofftHES CLT TRAl/ Lo ARF=T1 L) ,)
BDOE DR O EER R S Tz, AK/ Lo N F =7k FEAMEIE H & Xh7- PES.
BIGHITEE O—>2 b SN/ 0S 2, A=F =7 LR L THEIZIEE L (F2, K
3ROV 4

*1 o SR 30U THLRRE R ST 200 BRI 23 FeR S - B A& & S,

*2 0 50mg 1 [ 1[0 4 FRE 5% 2 HFEIARIE

*3 0 ARHI 200 mg Q3W THHRWNIZS- L., Lo NF=7%20mgl B 1 EIFROHEE LT,

2 BMERE (E7080-307,KEYNOTE-581 3R5%)

AH/ Vo NF =T A=F =T
(355441) (35741))
e () 23.9 9.2
[95%CTI] [20.8,27.7] [6.0, 11.0]
PFS™ ™ A= RS 0.39
[95%CI] [0.32, 0.49] —
P g™ <0.0001
e () NE NE
[95%CI] [33.6, NE] [NE, NE]
0s® NP — R 0.66
[95%Cl] [0.49, 0.88] —
P i 0.0049
CI: T2fXW]. NE: HEE A, *I : RECIST A FoA v LIRRICED L B L I-fE,

*2 : 20204E8 H28H 1 v hA T *3 1 BRI Cox HBINY— REF NI LD A=F =7 & D H#R,

o R 7T o 7 REIC K D PAE (D) | *5  PIEIETRF O T — 2 (2020428128 H U > b

)




10
09
08
07

% 06

® 05

# 04

# 03
02
01

— KA 200mg QAW RUL L NF =T
----- x:.y::f

TN T TSY W S TRAY NI A T W

0 3 6 9 1215 18 21 24 27 30 33 3 3 42 45 48 51
] (1)

253 222 188 120 66 26 10 2 0O
207 186 160 112 60 25 7 2

atrisk 3%

F A 200mg Q3W B -
vvnrgE=s
b, Qo iy &

338
2 307 2

313
264

g8
BE
2

280
236

-]
=]

X3 OSDKaplan-Meierfi# (E7080-307,” KEYNOTE-58135%)

10 4
09
08 4
w 07 4
=06 -
# 05 -
£ 04 - 4
& 03 - S
02 4 \
01 4

— T 200mg QAW RUL L AF =S

0 2 4 6 8101214161820 2224 2628 3032 34 36 38 40
EEM (H)
atnsk B
A 200mg QW RY 255 31 300 276 260 235 213 186 160 136 126 106 80 56 3 14 6 3 1 1 0

;’::"_‘;7 BTW2ASUS 1240107 8 69 62 9 2 R 5 16 9 3 2 1 0

4 PFS ® Kaplan-Meier B (E7080-307,”KEYNOTE-581 #5%)



[ 4pE]
DFEBE L EZE IAHRER (KEYNOTE-426 #5)

HERRIIARAF/T X F =78 422/429 B (98.4%) KOA=F =7 423/425 fl

(99.5%) (ZFRD BV, IBEIK L DR ERBEBEATE TERWEERRIT, T E1 413/429
Bl (96.3%) KN 415/425 B (97.6%) (ZiD BTz, WINDORETHRIEN 5%LL E
OEWERIZTFERDO EBY TH T2,

3 WThLORBETRELRER 5% EORWER (KEYNOTE-426 38R (X2 xSRER)

LB HE Bl (%)
(SOC: System Organ Class) KA/ T xR F =Tt A=F =T RE
FaAFE (PT: Preferred Term) 429 425 il
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EIER 413 (96.3) 269 (62.7) 4 (0.9) 415 (97.6) 244  (574) 7 (1.6)
iR ESPAON NPT A
i 12 (29 1 (02 0 69 (162) 13 (3.1) 0
i BRI 5 (12) 0 0 37 (8.7) 6 (1.4) 0
I BRI E 6 (1.4 I (02 0 79 (186) 28 (6.6) 0
M/ MR E 8 (1.9) 0 0 9% (22.1) 22 (5.2) 0
N WA
FOR IR RE TO M 52 (12.1) 4 (0.9 0 14 (3.3) 0
FOPR IR RE(R T 135 (31.5) I (02 0 119 (28.0) 0
B IS
PR 23 (5.4) 3 0.7) 0 16 (3.8) 0 0
{5 31 (72) 0 0 29 (6.8) 0 0
T 210 (49.0) 31 (7.2) 0 175 (412) 19 (4.5) 0
PR R 17 (4.0) 0 0 2 (5.2) 0 0
HIEAR R 12 (29 0 0 48 (11.3) 1 0.2) 0
[EREBI=BUIN Y- 6 (14 0 0 34 (8.0) 3 0.7) 0
i 91  (21.2) 2 (0.5) 0 111 (26.1) 4 0.9) 0
NN 61 (14.2) 3 (0.7) 0 86  (20.2) 9 .1 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 0.7 0
— % - S EE LU G OREE
T 50 (11.7) 6 (1.4 0 54 (127) 12 (2.8) 0
i 130 (303) 10 (2.3) 0 142 (334) 21 4.9) 0
HEIBE D I NE 55 (12.8) 4 (0.9) 0 92 (21.2) 7 (1.6) 0
FEEN 16 (3.7 0 0 24 (5.6) 0 0
PR E
ALT /0 102 (23.8) 52 (12.1) 0 54 (1277) 11 (2.6) 0
AST Hi/m 97  (226) 29  (6.8) 0 59 (13.9) 7 (1.6) 0
Mz L7 F= 8 24 (5.6) 0 0 30 (7.1) 1 0.2) 0
1L RIS A L8 o HE 2 (5.1) 0 0 2 (52) 0 0
A ER A D 307 1 (02 0 48 (113) 29 (6.8) 0
RN % el 14 (33) 1 (02 0 76 (17.9) 31 (7.3) 0
IR E R 41 9.6) 6 (1.4 0 36 (8.5) 0 0
I . ERE 1 (02 0 0 37 (8.7) 11 (2.6) 0
Rotds L OvsaElkEE
RARBOR 94 (21.9) 9 (2.1) 0 106 (24.9) 2 0.5) 0
&Y i e 6 (1.4) 2 (0.5 0 26 (6.1) 11 (2.6) 0
W E S R E K OV ARk 5
BE i 52 (12.0) 3 (0.7) 0 15 (3.5 2 0.5) 0
PR 23 (54) 0 0 16 (3.8 0 0
PR R E
IR 40 (9.3) 1 (02 0 129 (30.4) 0 0
SR 35 (82) 3 (0.7) 0 33 (7.8) 1 0.2) 0



LB RIR Bl (%)
(SOC: System Organ Class) BEN/T X F=TRE A=F =T
FEARGE (PT: Preferred Term) 429 4 425 {51
(MedDRA ver.21.0) 4% Grade Grades 3-4 Grade 5 4> Grade Grades 3-4 Grade 5
BB X OIREKEE
EHR 66 (154) 11 (2.6 0 39 (9.2) 6 (1.4) 0
RERER. MERIs X OMiEhRE &
AN 32 (75) 1 (02 0 12 (298 0 0
TR 98  (22.8) 1 (02 0 12 (298 0 0
e K] 4 28 (6.5) 2 (0.5) 0 16 (3.8) 2 0.5) 0
i, 19 (44 0 0 32 (75) 0 0
R R KOV PRk S
F e sz 27 (6.3) 1 (0.2) 0 35 (82) 0 0
PEE - RERFRAMEARADEGR 119 (7.7 22 (5.1 0 168  (39.5) 15 (3.5) 0
& 9 EENE 53 (124) 1 (02 0 18 (4.2) 0 0
%5 46 (10.7) 1 (02 0 38 (8.9) 1 0.2) 0
MR
fe I 179 @17 91 (212) 0 184 (433) 78  (184) 0

¥, AREN/T X F =T RECBWCRHIE MRS 12 61 (2.8%) . KIBK -
O THI 40 1 (9.3%) . AREFEE (7 > « NU—EBERES) 261 (0.5%) . IFHEE
5 (ALT & OV AST 8iN72 & ONFFEEEMR B R 25 Te) 150 1] (35.0%) . LR
RefEE 165 6l (38.5%) . TEEMREEREREE 561 (1.2%) . AIBHRERESE 10 61 (2.3%) .
1 BUBERRIA 1651 (0.2%) . BHknelE URMEFEMEBRE) 96 (2.1%) . ik - #4
B RAEIE 4 451 (0.9%) . EIEAMEEIIAE 4 61 (0.9%) . LK 2 6] (0.5%) . SE I
2% 16 (0.2%) IO infusion reaction2 il (0.5%) 2\ZR» HiT-, F7-. EEOKEEE
(BTSRRI RE . ZTRALEE, BUOEIRSE) | BER. MR - B, BB mikiEE
(G PR OB PESEBENS . VMR I, JREIFERE; . MRERIERIESE) | MmEREARERE
L OFERZITGR 8 B 72 5o T2, REWERFE BRI T B F 52 (B AR AL 2 5 & 5 de)

B E LR R 2R,

7N



b

@ E B I[E AR (E7080-307,KEYNOTE-581 7k)
2l %:—E% AR Lo NF =T R 351352 B (99.7%) KONA=F=7Hf 335/340 f
(98.5%) (ZFD B, TREBRIK L DREBBENEE TERVWAEERIT, TN 341/352
Bl (96.9%) K TN 313/340 ] (92.1%) IZFRD HALTZ, WIT N OHETHRILEN 5%LL E
OEERIZTEO LB THhoTz,

#4 DTHLORETRERN 5% EORWEA (E7080-307,KEYNOTE-581 388)

(R AT RER])
TREIR B (%)
(SOC: System Organ Class) AR Vo NF =T RE A=F =T
FEAGE (PT: Preferred Term) 352 f3i) 340 41
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4% Grade Grades 3-4 Grade 5
SEIEH 341 (96.9) 252 (71.6) 4  (1.1) 313 (92.1) 200 (58.8) 0
MEER LY o RpEE
H . 20 (5.7 3 (0.9 0 4 (129) 11 (32) 0
I 1 Bk i 4 (LD 0 0 21 (62) 7 (21) 0
T BRI AE g8 (23 1 0.3) 0 42 (124) 18 (53) 0
/MR 13 @37 1 (03) 0 51 (1500 18  (5.3) 0
ARV s
FRUPR RAR HE TU A 22 (6.3) 0 0 8 (24 0 0
FROPR RAR RE AR T4 150 (426) 4  (1.1) 0 79 (232) 0 0
H R
225 39 AL 4 (L) 0 12 (3.5 1 0.3) 0
B 24 (68 1 (0.3) 0 20 (5.9) 0 0
T 192 (545) 29 (8.2) 0 151  (444) 15  (44) 0
PN iz 28 (8.0) 0 0 10 (9 0 0
AL L 26 (1.4) 0 0 42 (124) 0 0
HRE T 8 (2.3) 0 0 26 (7.6) 0 0
LD 94 (267) 6 (1.7) 0 94  (276) 2  (0.6) 0
A%k 113 (321) 6 (1.7) 0 127 (374) 71 (21 0
Mg 56 (159) 5 (1.4) 0 45 (132) 3 (0.9 0
—f - EHEER L OGN OREE
%)) 71 (202) 16  (4.5) 0 54 (159) 11 (3.2) 0
i 113 (32.1) 11 (3.1) 0 109 (32.1) 13 (3.8) 0
A PV i 17 (4.8) 1 0.3) 0 17 (5.0 0 0
N 16 (4.5) 0 0 18 (5.3) 1 0.3) 0
ALT 70 3497 11 (3.0 0 30 (88 6 (18) 0
77 —EHmn 53 (151) 26 (1.4) 0 26 (76) 9  (2.6) 0
AST #3/n 33 (94 9 (26) 0 30 88 2 (0.6) 0
Mz L7 F= 0 23 (65 1 (0.3) 1 (03) 17 (5.0 0 0
1 HE R R AR L L EE N 38 (10.8) 0 0 17 (5.0) 0 0
U —E N 50 (142) 34 (9.7) 0 34 (100) 24 (7.1) 0
T ERE D 8 23 6 (17 0 39 (115 19 (5.6) 0
M/ MREE D 20 (5.7 3 (09 0 57 (168) 18  (5.3) 0
MRE R 70 (19.9) 21 (6.0) 0 19 (5.6 0 0
i BRE ek 10 (2.8) 1 0.3) 0 30 (8.8) 6 (1.8) 0
R L USRS
RAIEGR 123 (349) 12 (34) 0 84 (247) 5 (1.5) 0
Ba L AT — L iE 18 1) 1 (03) 0 2 (06) 1 0.3) 0
&Y 7YY RmAE 30 (85 10 (2.8) 0 23 (6.8) 14 (4.1) 0
B A& SR dS L OVt A Rk e
RA&ivE 60 (17.0) 4 (1.1 0 22 (6.5) 0 0
A e 38 (108) 3 (0.9) 0 8 (24 0 0
PR R PR
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A BRI Bl (%)

(SOC: System Organ Class) KEN/ VN F=ThE A=F =T
FEARFE (PT: Preferred Term) 352 B3l 340 B3]

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4% Grade Grades 3-4 Grade 5
TR 2 38 (108 1 (0.3) 0 88 (259) 1 (0.3) 0
SRR 38 (10.8) 0 0 280 (82) 1 (0.3) 0

BB L ORI R E
HHER 97  (276) 26 (7.4) 0 41 (12.1) 10 (29 0
MR SR, MOERES K OMRER R
AU 19 (54) 0 0 8 (24 0 0
8 7 P 87 (24.7) 0 0 (2.6) 0 0
- ) 23 (65 4 (1.1 0 11 32 1  (03) 0
St I 18 (5.1) 0 0 30 (8.8) 0 0
Jififig & 18 G 6 (1.7 1 0.3) 0 0 0
BB F KO TR kb s
B G 17 (4.8) 0 0 21 (6.2) 0 0
FH - RERFMEREGERE 99 (28.1) 14 (4.0) 0 122 (359 11  (3.2) 0
5 FEIE 47 (134 1 (03) 0 19 G6) 1 (03) 0
e 77 (219 12 (34) 0 37 (109 2 (0.6) 0
2N TR NS 24 (68 4 (1) 0 5 (1.5) 0 0
BRI 0 0 0 31 (9.1) 0 0
M FEE
& 1 JE 184 (523) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

B KA VR F = TR THRIEMEMER 19 61 (5.4%) . KIBK - /MK -
HEED T 36 B (10.2%) | HEOZEREE (P ErkR ESRARIE, BRI AR E 22
e ZIALBE, BRHEIES) 261 (0.6%) . BIEZ - A4 - IFHRERE - JIF5 - i
EPERRAE 2R 79 B (22.4%) . FURBMERERESE 156 B (44.3%) . T EE(RHERERES 3 4

(0.9%) . BIBHEREFEE 18 6 (5.1%) . 1 BUBERRSS 1 61 (0.3%) . EHEAREREE (JRAM
EREMEBSR, RERIERERLE) 86 (23%) . B 8 H (2.3%) . Mgk - HEAU RLARE
361 (0.9%) . EIEFESIE 1 6] (03%) . Wk - BEIEK 3 6 (0.9%) . D%k 3 i

(0.9%) M ONinfusionreaction 5 ] (1.4%) 2338 b, Fio, #fEkEE (F7 2 - N
V—ERESE) | SO MRK, EERMEEE (Rt MO HERETN . il tEE
i, ARJFERES, MERDRIERESE) | MIEREBIEMHRE N OSZITIEE0 DL o 7o, KREIE
MHBURDUIEEHES: BRARREMRT 2 51) 2 0ERE =T,
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[HE - A=)

AFNORHEMEYERETT LV EZRHALZY 2 2 b — g 1280 KAl 200 mg %
Q3W. 400 mg % 6 HFMME (LLT TQeWI & 9, ) Xid 10 mgkg (KHE) % 2 H[H
kR (LT TQ2Wy L9, ) THEE LB OARR O MG FRENRG Sz, £ ok
R AHAl 400 mg Z Q6W TH G- L 7ZBEOARAFN O EFIRREIZ I 1T 2 FH MG HiRE (8L
T [Cavgss] EWVD . ) 1E, AAI200mg 2 Q3W THEH L7ZBED Cayess & HARIT 5 & T
Shiz (FF) . £72. KH 400 mg Z2 QW THE L 7=BR DO AR O & iR EEIC BT 5 i
A ME FIE (AT TCmaxss) £V ) 1, AAI200mg & Q3W TH G- L72BED Cnaxess
L L CEEE R T Tl SNt 00, HARNBEIZE W CEEMEDHER I TH
%A - FHETHHAA 10 mgkg ((KE) 2 QW THH L7-FED Cuanss & I L TIK
fEErRTETTHRESNT (TFR) . S5, EERAERE ZX5UIAHK 400mg % Q6W
THE U7y sh TR (KEYNOTE-555 5BR) L 0 15 5 v 7 F2RIMEIZ D < SR Eh R
WRIA=HF VI alb—ra k) PRI L7CEEhRE ST A —2 EFBILT- (F&R) .
MMA T, BEOB AT 2 KRR HES & | AFIOREEE & AR UTZ 2
PE & OB Z T RS SUSE 7T A PREEE S, A 200 mg 2 Q3W 3T 400 mg %
QO6W THE LB DIReE & & AahiE T L et s OB #IZ DWW TRE S 2 fER. b
RO AL - HEORM CHINE R V2RISR 22 R T v & TRl S,

®5 FHORYEHE AT X —F

[ Conax Cave Conin Conaxss Cavgss Coninss
(pg/mL) (pg/mL) (ng/mL) (ng/mL) (pg/mL) (ng/mL)
200 mg Q3W' (58.55?.519.7) (27.27?;)8.1) (17;3?‘11 8.3) (91 .97?‘54.1) (49;(,)?1 0) (30.2??1 4)
400 mg QOW' (12;2?24) (32.?)%?2.7) (10.11(,)'16 08) (142?49) (50.51(,)'571.3) (19.?3(,)'230.9>
40?§§J%6>W (1351.2,6'10 32.4) NA (14?,?2.4) NA NA NA
10 mg/kg Q2 W (21;?223) <14;?T45) (11;}?21) (42:?i33> (2727282) (19;?;00)

T:n=2,993, 100 BN I 2 b—a kY REH SN EAEAHEOFRIRAE (2.5%/5,97.5%5) « Coax : HIEIFE
Ht% DR @ MG IR, Cag @ MBI GO F-HMAEEPIRE, Cuoin : FIEE 5% (A 2V 2 580 ORALMIG
HFIREE, Craxss 1 EFIRIBIZIS T 2 e M PIREE . Cavess 1 EFIRIEICIIT 2 EMIE PHRE, Coinss © EFIRFEIZ
BUF B BAR MG P

1056 BlDRATME (95%15 X [H])

§ 41 BIORNTEIIE  (95%IFHE K H])

NA : %47 L
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4. FEFRIZDOWNT

IS Y 27 EHEHE (RMP) (ZHD & | AHI 0 [ 30 2 MRS B~ 1 ) (41
NdDHisk T o T, AFIOE G EURBE ZZW - FE L, AFOESICX Y B
PRRIER &2 BB L T2 BRICHRIE T 5 2 & BRE /2720 L FOO~@ DT & 7= 7 Jit
RICBWHERT2RETH D,

O mMERIZTONWT

D1 Fio (1) ~ (5) OWTHNMNIIHELT Hlisx THDHZ &,

(1) JEAETHHREAFRE T 2 23 A FEIEIL IR PR S (BENT RS ARSI AR P
sl A ARSI HE LSRR, U A BB )

(2) FEEREHERT

(3) EBERFIIN TR E T D03 ABIFEEERE (DS AR BB, 23 AR
W19, S ARSGEEEHEE R R &)

(4) IRALFHREEZ R E L, SMRACFRIEME 1 XIS KA FRIEME 2 O i i 5L
AR DR EAT > TV D filigk

(5) PUEVEREAILL S & BN O % EEI AR D | 21T > T D ik

O-2 B DL SRS K ORIE I FEBLE DS o3 7 ik & ik Bz Fy o &Rl (T
KOWTNNITEEE T DHERM) 23, 2R OAFICET D2IBROFEE & L CAE
IhTnwsZ L,

*

o [EEMRFFEUGE 2 FOWHINHE ZE T L721ZIT 5 FELLEDO M ATREDFRIHE %
fToTWBHZ &, 96, 2FL LT, BDASEYRELEZ T & LTRSS OMHE %
ToTWAZ &,

o [ERIGRFFEUSH 2 FEOFHIHEZE T L7122 4 UL EOWIRERF F O BFRHE 217
STEY., 95, 24ELL EiX, BHINEE O D A SKMRE 2 & o S AVTRIR D ERRPHE 217
STWNWDHZ &,

@ BENOERMEREBERDMEHIZONT
E%%%ﬁ&ﬁ:%$?éﬁﬁﬁﬁﬁﬁéﬂ\@%ﬁ%#%ﬁﬁﬁﬁﬂ\ﬁ@ﬁ'f
SRR IE R O E B OERZE X D IR IE, A EFRBRE L6 ol
% EDRHRLDNATON D IEHIRE S TN D Z &y
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® BIERA~DRIGIZDONT
@-1 MERRMAHIZBE T 2B

YRR BEOREEZRANVEH N RAE LBRIC, 24 ReEFRAEHIO T, YSikhiak X
I EE R IZ BT BB L ZRIERICE U CARBE B O CT 2 O FEIEA O#ERN
FRRAORE R A HPIAG BV, EHICKHS ATRRZRAHI R > T\ D Z &,

@-2 EERFEILI2FEESAMNSICETES

MDAZIRIZE D 5 M A R OB 2 A T D EREIEFENEER =21V 7
EEDIEIROA T ) —= 0 T EAITOEIRIE L G E A TE 5 F— LEFERE 3
HENTWDZ L&, 2B, BiAHICOWT, BWABRE EZOFRICHDICEmENT
WAhZ &,

@-3 BHEROZECXNICBE LT

BIER (MEMEMZEECIZ . KGR - /NE%k - BEO TR, BUEHR - R4 - JIF
FERBRED - T - M LPEARAE 2, BHRelES (RMEFEMER R, REREERE) . N
SrwkEE (FEAHRERE, RIS BB HREREE) | 1 BUHERI . 5 & 9 IRk,
o - BEBCTRMARAE, ESR . ERE O BRI (WPt BOEESERARIE B RGIRARE 5%
E. ZICALBE, A XWEIES) . infusionreaction, M4 « BB, FEIEANIESJAE, (hARFEE
(X7 v« NU—JEBEREE) . DR, BEERMIKET (oM MR SEBE |
RIMPER I, JREFERES, MEERIERES) . MEKERIEMRE. %) Iox LT, Yikie
TR B O MM A A9 A EAD & L (RITER OZW-ox S IZBE L THE
KO EZZTONLFJMCHDH L) | EHICHERLED TE K67 ->TnD
k.
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5. REARLARDLEE
[(AZPECRE 3 2 5]
O AHN O OHEENEEIZ A & O PR G IX TROEBE B W TAHME I RS T
Do
© THRUTFET IV AT =T E OGS ALFIRIER O W RIGYIFR R EE
SRR OO B Ml (8

@ TRLTREY T D BB ITHT AR O G K O T EEIZ DUV TR AR OA DD

ML SN TE LT, AFlOFREXG LR LR,

o INERAHBIRE
o KA BB G

o T RXRVUF=T XTIV UARF =T LSO PUEM SR & OO S

[P 5 F1H]

O TRICZUETDLIEFIZOVTIEAAOKENERL SN TWVD Z M6, K5 21T

DN &,

o ARAND R LIEBUE D BAEIRE D & 5 A

@ REFOFMICBW T FRRICH

b5 HBE

Y5 BEITHONTIL, AR OGRS iy

. AOIGFIBRL 2 WG EICIRY | HEICAA 2T 52 L 2EETE %,

o FEMEMREBOEHIIBEDH 5 BE

o HER B R A CRVE R 2 AR D B K ONE B O I Bt % <o R M i 4%
FOMIRIEVEZAL DN 2 I D AT

o HOMEKRBOAH. IIEMHEAZREE L ITHREMED B LRk BOBEERE D

o JEmBME R RELZT) Ob o EE
o ORI E A BT L BE
*  Karnofsky Performance Status 70%A4 FV o BB

WE1 Karnofsky Performance Status (PS)

Score | EFH

100 |TEH, HEBIZHT 2 BEOF ANV, BARIERZ L,
I OIEBATTEE, FERI7eE B g7, 90 [EEWERHERITH DA, TEHIEE) T AE

80 [ 72 VERIAIER B DAY, B8N L CTER OILE AT
F A LT RATRE, HETERTE T, FH| 70 |ASAHOMEETITE DA, EWOES) - H@d 5 2 L3R A6E
FEIXF L A EHMABRBERIZE DD TH D, | 60 |HAICKHERZ LITTEEN, L& Ny
e I BEDN B E LB LT 5, 50 RIRE BB L -H#ED L OV R ERIT AN SE

40 |Bh 9. EEIRER R L OEES L
FOEYDZEEBASTTEXRN, MiZEHEH| 30 |[2<ENTT. ABRDBUBEELII LEE > T
IR OB L WS OFHEE VI LT 5, EER] 20 FEFICERR. AR LE TR IR 7185 )3 5
NEAFHITHIT L CWDATREMEN ® 5, 10 [fEHIRE-> TN D

0 |3t
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6. BEICELTHEITREHEE

O  WASCESOM A, BOENGEEE D IRILT 5 BRI D & ARH O FEE K& OV E 4
MO Bl E + B L b+ 52 &,

TRWEBRIARIZ NI D, B XX F OFIRICEIME R Ot %2+ L, RE 215
ThboEETHZ L,

FREWEH DO~ T AL MTONT

@

®

EMEMIEERH 50N DZ ERH LD T, KEOEREIZHT- > TIX, HIHIE
K (BGIdv, MR RS, eREE) ORI OMEE X i o £, Bl +
AT D T b, Fio, KBNS UTHER CT, i~ —h —FDORA& % Fhi7
5k,

infusion reaction 23 & 545 Z L 3% %, infusionreaction 235D HNT-HE T
I, BUIZREZIT O L &bl JERNEET 5 TREDOREZ +7 128152
THZ L,

ORI RERRE R . T IR REREE K ORIBHEERERNH SN T EH DD
T, AANIOBE-BbERT R O G- R R IXE MBS N se A (TSH, ##
T3, #EHE T4, ACTH, M =5 —VEORE) 2 FEMT 52 &,

BIERT &, T2, NTHERERE S, TR, BLMERERDBH oD Z &b 5
DT, AFNOFG-BAGEET & O G-I I EWEICITERERR A (AST. ALT,

y-GTP, Al-P, B UL EVEDRIE) Z2EMT 5 L,

SEIER (MR IR EBREREZET) FOEBRIREENH HbILD
ZENRHLOT, EHMICIRORFTOFELMERT 22 &, £, IRORFEN
O BN EIIE, ERNCERERAZZ T2 L0 BB LRET L2 L,
AHNOFEAZ LY | WEORRESOSIZER T D & B2 B DERA IR B AR
NoHOLOLNDLZ MDD, BENBD ONTEHAITIE, BB LEEFRIIS LT
LY 70 5 & AR 2 RE O R AN &l s U CE b 2 BRI A 1TV IR O
FOSMZ XD BIER N s o 28551213, AANOIREES TR 1k R OEIE BE A
IWECHIORGELBET DI L, B, BIBRERLVE L OEREIZIVEIE
HOYGENRFE D LAILRWGEE I, BB RE AR VE LSO g i #l o8 0
HEETD L,

PeGHET e, ORI B8 AR LT LRITERNEI T B3H 5720,
AHN OG- THRIZHRWEHORBUZ0ITEET 5 2 &,

1 BUREIRI (BIE | BUBEIRI 2 2 Te) b b, FERWES F T R—v &
IZEDZERHDLOT, A, E, MEHFEORER DR B MAEE O A1+
DEETDHZ L, 1 BERE N SEONTGEICIIESEZRIEL, 1R il
FOPG-EOHY R LEEZITH Z &,

AFNOEERFABRIZ BT, KEYNOTE-426 3BR ClZE 5426 12 BH., DI
S A E TR L, ZD% 121 Z &, E7080-307, KEYNOTE-581 75 ClLix 5
BREADN G 8 M Z L ITHREDF M 24T > TN Z & 2B &0, ARG I ED

£

(ZHER IR TR OMERR 21T O Z &
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