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fBE) O—FHEEIZ-2NT

EsHoNT, BIEE LS9 . EHERFR, REFRET R OERIX R
AR (F) BRTEMLELEOT, HTHEVET,



BllEE 2

BWMATEEN ERGEFEEREHE HER

EMFEERE






RN

- EREEREETA NT A
NAhTu ) X7 GBREFHEERL)
URRA : A4 P—F REHE 20 mg, %4 F—F SHEHE 100 mg)
~BRE~A 7 u¥T T4 VREEM

(MSI-High) &7 2 ERE~

Tk 3 041 2A
B A FEE



H&

1. Uiz P2
2. AFIORH. ERBTF P3
3. RESFRALE P4
4. HEERIZ2WT P9
5. BEMGBERHBE P11
6. WEIZELUTHET~THIE P12



1. LT

EE OB - BEEOWMEOT DT, RO CES K-S EERE AR
LD, IHI, ITFEORFEEMOESRC LY, FREER R & OB 7 S Ve
FEERPEEINDIPT, INHOEER Y EICSELBEITRIT S = & 8B
R L 2o TR Y BEIEGESY L SR REARTE 2016 CERL 28 45 6 A 2 B &R E)
EWTH, EFNEELEOFEHORMLEER LI L L ER TS,

FHIEREREER L, EHERSE2E T o 7 7 A AVDBEOERR L L MR
LT ENRBDL, TORD, HIERUE ST AERS ST 5 2 ToM.
MHEREOBRELZMZT A LRGN ABFICH L TERT L & &2 L0, B
RBRRBR LRI LB RSN & D L LB~ EOBS - TEREE cFEH
THLEREETHS,

LIzino T, BAA K74 Thl, BAREBBSIAETRELNR TWHERIERY -
BN R ESE, DTOERLOEE LER & #ES 2880 G088, 2
FEROEERHEETT,

B EAA P T A LR BNATEIE ABE SRS B OGS, AREREA K
BRARIEE | — At HE A B ARBERENEBIES RO HEA A AB BRSO h
D EER L7, '

SRE R DIEES XA b F AR 20mg, FA M — F ST 100mg (—

HEERDHRETIHR DA LSRRG B L ET - BROGHAE v A /o bF 54
FARLEM (MSI-High) %8 7 2@ (RN 7 16508 FEE e
BEIZIRA)

HHRERARERVRE . @%., AR, “Aava ) X7 (EErEfi) LT 1
6] 200 mg % 3 BRI T 30 S04 TREHET A,

B & B SR % MSD HERRH




2. EHIORE, 1ERBF

Fof b A ETEEE 20 mg R UNRLATIEHE 100mg (—ik % a7 e Y X<7 (@
GFRz) . LUT TAR £vv9,) id, PD-1 (programmed cell death-1} &£ DU
KT 5 PD-L1 RIRPD-L2 & OfSFHEIBEAET S, b Mk 1gG4 £/ 7 u—F /UK
T#HD,

PD-1 I 1E T flafa e B B D 3N 2 7 DIC S A IR SR 97 2 72 S e )4
AA I T, PD-1 b, FEEEZARIBIC B TENR T MlaoMREICRR L, AOR
BERIGE G ALNE ULBR R RER I HET 5, Tabb, PD-1 BU T/ FER
AT AL LV RFESERIIZ VA GERBICHET ORBETH DS, PD-LI
OEFBECSTARBITHL TN THLLN, 2 OBRAMIETIE T Mido@z 2
A SERICRBE L TWA, BAMEIZET S PD-L1 OFBHIL, BREE, R,
FFAaRs . JRBUE . 35/ VRN & OB P ATTRARKEFTH Y, BEFR
& OB SR STV 5,

BHEOBAOBEER T#% L PD-L1 BRHEOMBEMEN S, PD-1 & PD-L1 OREITEE
DR ER T BT EEARE R S 2 L AVRES TR Y | Fil e AMEOER &
LTHRENTWS,

AFIFL, PD-1 & PD-L1 L UPD-L2 DU v ROfEAEHEETZ ZLICL Y| HE
e B O BRE RN EN T U o RA ML S S, FUEBRE % FREMEL
T4 & CHEESEEBET D,

AH|OVERBREIC RS BEORERINC L DRIERE S bbh, BEIIETIC
EHRRENER DD, AR OBE PR UREHICE, BEOBREL T5IT1T0 BREPH
B HAEA T, RE L F R U BT A Ak & R & R0 BERD &R U Tl
LI R 21TV, BE ORIERIRIC L ARHERB SRR BB, BIRERESV
T URIOBREFEOEYRIGE LT ILER S D,



3. BREPRAEAE

BAALTHRERICHEE LE#T - BROGHEE~A 7ot 5 54 M AREE (UUT
'MSI-High) &0 5.) 2B THEME FEESGENER RS ICED) o R
(R 21T - e E e BREBR O R & 7,

f2%, TMSI-High #F T 5 8# ) B LT, TPCR #EIZ L Y MSI-High S HE S h M
F1 EBEMT %S (B3R 1213 TMSI-High {PCR ?1:.) EATHEHF) LR L. DNA

LAV v FEESBOBIES H OB R BT AHE (K8, T72bbPCR Eiz Ly
MSI-High XIZfmEHkydeE (U, TTHC é:lni ) iz kX io 3 Zvyﬂ“fﬁ&%ﬁi
DXRIE BATF TdMMR) &0 9,) LHEShEBE) 288013 ZiX "™MSI-High

EHTAHEE] LRE U, HC EIZL A MMR BT & PCR BT ;é MsMﬁﬁa) - B
FUT 96.6~98.7% TV THA I FEARPLE AN TS

[ %hi%)
OEPEHEF DR (KEYNOTE-164 35)

7ok E ) //%\hﬂfrjﬁﬂ@}%ﬁﬂ\ FHRYY ST RNA Y T R AT
W X DAL O B 2 IR IR A RE 2T + B3 dMMR XUt MSI-High (PCR i)
WD 2B DREN - ERRE 61 6 (ARNTHEZET) &350, &% 200mg3 B
MR (LAF TQ3wy Lunv5,) HE50F MR CERMERBRET SN, Ao, EET
TR BT DR BAIC, FERIET 2 TERBED bR WEDREFRIC %
FEL TV D BE T IRIE LA O B 5T TR BEITHERD b A TAKI O 5 4 4t
%ﬁﬂ‘% ZEBEREL SN, FEFMMEHE THBEEYDE [RECIST H4 51 11K

WED R HRBEITEIZ L AR (CR) UTHESED (PR)] 1200\ T, AR B4
INT 61 FIOFRREEIR1IDEBY ThoT-,

%0 Lindor Naralane M et al.:  Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. etal.: 1 Clin Oncol. 2009; 27;

1814-21, Ferguson Sarah E. et al,: Cancer, 2014; 120: 3932-9, Wang Yang et al.: } Mol Diagn. 2017; 19: 57-64.,
Smyth Elizabeth C, 1 al.: JAMA Oncol. 2017; 3: 1197-203

D SRRSO T HCBRIZ L B S Aw o FIEH 5 280 Th D MLHL, MSH2, MSH6 303 PMS2
OVTRAORRBES LA VEEIZAMMR, PCRIBFIZL D 2O LD~ A 703 F T 4 fhveB—T
WEETEOV A AGELSRE S B S MSKHigh (PCREE) E¥IEShs,

4



%1 BRBAYRRUEYR (KEYNOTE-164 FRER)

(RECIST ver.1.1. BEMEMATRISEESE, hdvllE, 20072 A 0BT —F v +37)

B g A it (%)

R SR 61 f 35
5847282 (CR) 0 0
WAy (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

#1717 (PD} 28 (45.9} 18 (46.2)
HETEAHE (NE) 2 (3.3) 2 {(5.1)
#%) (CR+PR} 17 9

(B [9S%ERUXHE™ (%)

(279 [17.1, 40.81)

(23.1 [11.1,39.3] )

1. BRI A B, %2 - B R BN 0 5 £ MSI-High (PCR ) %A T2 8%,
*3  IEREE

O E RS E S A (KEYNOTE-158 38%)

YRR L LR HER 2 (LR O B B IR UIRR R RE A0 ETT - B3O dMMR 3
MSI-High (PCR #) 2 2T 2EMMEEE O Zais, A5 200mg QAW K5O H
SRR SMESRE AN, 7, BRFHE THREBETAES LN BEIT, REBE
F A R R NI B AL WV OERRINICZEE LT B R E T IREILLE o BT
THBEITRED LN AT TAROBRE ST 52 E 8RB L Shin, TEFEERE
T 5B [RECIST 4 FJ A > L1 RUCES < doepEic Lo 7RERY (CR) X
Py ESh (PRY] 10T, MSEhigh & BMF S BICARRICBREN 83 #IF

(FR—T7K) OFRERIF 2, ARRICRE SN 04 FI52B1T DB O R ITER3
DERBUTHoT,

%2 BERAHERUENE (KEYNOTE-158 R, /V—7K)
(RECIST ver.1.1. HXM:AAT R BERS, hRHE, 20017F4H 287 —F v bF7)

L 2 A % (%)

i BRREE 83 ! 28 2
5242255 (CR) 4 (4.8) 3 (10.7)
or32 (PR) 25 (30.1) 8 (28.6)

ZE (SD} 20 (24.1) 3 (10.7)

#{7 (PD} 24 (28.9) 9 (32.1)
HTAE (NE) 10 {12.0) 5 (17.9)
#%) (CR+PR} 29 ’ 11

(FhE [95%EFEEME™] (%) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] }

*1 - HMEREATHBEM, %2 . HAEMYT I RENO 5 B MSI-High (PCRIE) ZF T 58%.
*3 . EREEE

GE3) g = b 1m A~ ) VDAY 72 2 s 7 R O MSE-High 0BT BB BRH S AN S A~ K O
FEn, SA—7 A TIPS BELES)., 74— B Tl RERUVEEORE), LAY
7 2 —RENEE R TR . F AT C TR, @, N, AR, BB R ONHER e o> R P 43 SR
(B4 B S A N A B . ZA— 7 D TIRFEPIEE (MERURMBEMEBE L. 7
A—7F E CHFESEE (BT LEE) . 7 A—7 F TEsgeE (RELEE) . 747 G Ti/NRKIRE.
7 fo T UG, 7 A7 | TR, 77— 1 CrREipRE (P 3 R EIBIR LR O
JA—7 K TiZ MSI-High # 53 5 ERE (BB BEBEELRO REREL AR LN, T—T7 A~
(DB S EEO MSI-High I W T, b b RS T o PRI L EE SN

5



#£3 MSIHigh ¥ FT3EEEOBRENOESE (KEYNOTE-158 3B
(RECIST ver.1.1, BT SERS, DIRUE, 2017E 4B 28BF~F by 4 7)
FiE (%) #Z5h (CR+PR) Bl (%) 4% (CR+PR)

il 94 (%) 39 B EHE (%)
1= PR 24 (25.3) 13 (54.2) 11 {28.2) 6 (54.5)
=F.3 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
aN 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
iEd 10 (10.6) 1 (10.0) b (2.6) 0
HIERT=R Y 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Bl R 3 (3.2) 1 (333) 0 0
Rz RE 3 (3.2) 0 1 (2.6) 0
AR B 3 (3.2) 2 (66.7) 0 0
- S 2 2.1 1 (50.0) 2 (5.1 1 (50.0)
PR PN S5 WA N 2 2.0 0 0 0
R AR 2 (2.1 0 1 (2.6) 0
RIS F R 2 2.n 1 (50.0) 1 (2.6) 0
Foa g I8 1 (1.1) 0 0 0
HREE g 1 (1.1) 0 0 0
B 37 e 1 (1.1 0 1 (2.6) 0
%N AR 1 (1.1) 1 {100) 1 (2.6) 1 (100}
DR 7 R 1 (1 1 {100) 1 (2.6) 1 (100)
A fE 1 (11 1 {100) 0 0
IERIEE 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 {100) 1 (2.6) 1 (100)

1 R EERRNTR A, 2 AR A GRETO 5 B MSI-High (PCR i) B H T 5B



[Zeait]
OEFEHES LR (KEYNOTE-164 7:U553)

AHEES T 60/61 7] (98.4%) (2. BUEAIL 35/61 4] (57.4%) 25 bz, HELE

5% EORERIITROEEBY Tholz,
3 RBEEHN 5% EOBER (KEYNOTE-164 BB (&g )

e

SRERIAAIE (SOC: System Organ Class) % (%)

EAGE (PT: Preferred Term) 61 i |
{MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5
@R 35 9 (14.8) 0

CEmEE
TH#
ugnk

Ui SRER L UREHAOIE.
=
5

RAH

 BEBA

O LU TR
% 5

Pods. FVEDREMEES 1) (L6%). BEORKEEE (RERIRIERT, £,

FERBES) 181 (1.6%). IFHAERE 3 6] (4.9%). FIRIREEERE 2 81 (33%), B

%318 (4.9%), 54 « AR MARAE 1 61 (1.6%). Mkge - BB 1 ] (1.6%) 2RED 5

Nz, Eio. RIBHK BEOTHE, WREE (F7 2 SU—ERES) . TEARERE
g RIRMERERCE . 1 BUBERRON . EHEEEE (RMEHEEE RS . BRI, L

Bt ENEdn MER R . Bl e, FRIFERE . infusionreaction RUNEE S

Bage st bhvie oo, ARERARIKMIEESRS MAREERERZEL) &8

DERR T T,

OEEILE S TG (KEYNOTE-158 3UE)

HAERHIT. 91/94 4 (96.8%) 17, BIMERIX, 5804 ) (61.7%) ICFEH LI, B

TR %L LOBERETRO EBY Toh-Tz,



#4 BRED 5% LOBHER (KEYNOTE-158 BB (ToMirsfsm)

SRE RIS (SOC: System Organ Class) Bt (%)
HEAFE (PT: Preferred Term) _ 94 {5
{(MedDIRA ver.20.1) 2 Grade Grade 3-4 Grade 5

_ﬁ&lé’}:}fﬁ 58 &L 12 (12.8) ",

et MIEMERRE 4 ) (4.3%), j\:ﬂ%b’% BEOTRI3H (3.2%), wigEE (¥
v A SERRESE) 2 1 {2.1%) | ITHEBERSE 8 7 (8.5%) . HLN: Rkl aErEE g 9 (8. 5%)
1 HUEEIRE 1 1 (1.1%) . infusionreaction! @ (1.1%) MWD L/, T, HEOK)E
fEE (&f@i:ﬁﬁ%ﬁﬁﬁ&ﬁ ERALS., HAEES). FRIMEEESE, h’l%%ﬁéﬁaﬁﬁ ==
BT (REEMEEERE) . Pk, M - BRUDRAE, BESENE, OF
3'%\ Hid 4% - %ﬂ%"‘\ TP M AR SR BT, SRR, RPN L S A
RS biiedno o, ARIVERBRAK NI EFS (BRAREERTEE L) 2508
n+Tn7‘? BORT,



4. HRIZONT
ARG E UTHEAEETICRT 5 - BB % < MSI-High 2442 BRI
T A ARARES LSO TWVWA, ARELEY., EERY X7 FEE (RMP)
WS ARF O E E LA ERIRIER A~ O ES 2 B DR TH - T, AR OE G5
@@ﬁ$%%$% L, RAOREICL Y EERBER L RE LB TS 2
ERPERED, BTOO~QOTRTEHLTHRICBOWTERTI & TH S,

O HRITOWT

D1 FEo (1) ~ 5) DWTRABCEYT AR THH I L,

(1) EAHEBREIEET 50 A BREEILFERS ERER IR A S FRE I AURE,
Hirdek 78 AL RIS L S AR I, MRS A BB RORRR 2 &) (CGERR 30 R 4 B 1 HIRFAL 437
litigk)

(2) WriEkshebs (FR 294 6 H 1 BRR © 85 gk

(3) EEMFRMENEETIBARREMRI (O ADREEBRETERR, S ABREE
%ﬁ%%\muw%@%mﬁr&ﬁk} _

(4) SMRALFREE L TE L. SRR SR mE | U SRESRENE 2 Ofia ke
m%é@ﬁ%ﬁofw5m§<+ﬁm%ﬂﬁiaﬁﬁ 2540 fifi g%

(5) BUEMRRBHIAS EHMBEOMREEICR BT T o gk (R 28 F 7
Ay HEREL ;1290 FEER)

D-2 s k72 B ERE T O SRR K CNREIVE A BB O S IR 53 A S & IR & %
SER (FROWTRPICEY T HEM) 25, YEBEBEORECET 5REORL
FELTRBEISRTWDL I L,

-

. EMGIES 2 FOTBIHEERET LItk 5 AL 0 ABROBRIHE %
fFoTbr e, b, 2EN R, BASMREY £ & L BB 2O THE L
TTHTWBEI &,

. ENGHEREE 2 EONEBHERIET LEIs 4 EL FOBRRREYH LTS
S 3h. 3ERLEI. 8 E R AWIEER TOMA KL BT AR
BE RIS 24T o TN D = &

@ BRERNOERMEBEEROEKRHIZOWT

EREREMIIMET AEAENRE S, BEAENLOFRED, A1
VRS ERSLHE R O TR R BRI S I A RN, FEERARE L ESORE
YW, ERFERNTORABERETNAEZ L,




@ BMER~OMIEIZYNT

@-1 HEBREWICET3EYE
MEMMREFOEERRAERSRA LB, 24 BEREEREIEHO T, YiiEa
VAR 2 T, B LIZEWERICIE U CARE AL CT S 0RWER OBz

BLMEBEOFRASARICEON., BEEICHEARAKHNRE>TWE I L,

@2 EREERICLI3FEFSNRE T8

DABRCED DE M2 O 8 T A EREEE N EERE=F U Vo
EBOEEROAZ V- o0 FEITOERE #5208 T 3 F— LERERHNE
fHEhTWDZ &, B, BEERIC VT, DABRE L FOEBEIZSIrBnshT
WAk,

@-3 BHERORBEOXGICELT

IR (MBS EICM A, Kt - EEOTH, T BkEE (R
FREMERE), NoWEE (TRERERE, TIRREESE. BIsdEEEs .
TEERIN, S &I, M - BBUBRIMEIE. R, BEEORBREEE (IR
. ZIRIEE, BUIRHIES) . infusionreaction, BNZS - BHREAS, BAEME5E . M
(FT o NU—ERERS), DR, REER AR SRR, Bntan, K
BOEE) o LT, YR UL BB OB e A T A ERR Lol L (EfEA
OBHRHIGIZBE L THRERCIEASZToh AR H D 2 &), BEhIElng
NTEDIEFRE->TBZ L,

10



5, BeERHE R HBE
[#rahd i B9 2 9518
O FEROBFLZBOTERFAOHEPENRERTHSD
o BACFEHERICHELLET - BROGHEE A 7 0¥ T T A FPREER
(MSI-High) % &3 2 EME 9 (EEA2EESEEBSICRD)

&ﬂiMﬁﬂgh%ﬁ?é:&@&AfmJvafﬁ&¥%@i)@ﬂyﬂzﬁy
BT (R4 MSIHE S v b (FALCO)) 2AWTRHIETHZ &

@ FTRICHYT DBREIIHT HARORE R OEAFHEIZ ST AR OFHHEDR
WS THESLT, KROREGIRE 2LV,
o FHOMBIEE
o MOFEMEEA L HH LTRSS SO B

[Zaikic BT 2 ]

DO TRICHEYT H2RBLZOWTIRHABMOBREREEE SR TWD I EMnE, REZTT
bhlgwnz b,
o REIDRA R LBREIECBERED & 2 BAE

@ ST BT FRICEE YT B BEIC OV TR ARIORE R S

L OEERINE R 2 VEAIZIRY . HECAREERT L2 BETE D,

BEEAEBOASHFGIBEEOLH D IEHE

e BIMESRE CRIEE RO D RE R OTEBIME: O B SRS R RS 7%
SO RIEWELR R LD B

. ﬁ DR BROS, LB 2E L EHREO B DREKBOBER

DEE
. H&%‘S‘@ﬁﬁlﬁ CEMMABBHEESEL) OboBE
s ECOG Performance Status 3-4 % O BE

W9 MSIHigh #E+T2EMBREO—BIXY L FEEHTHE I EPBESR TS (Latham Alicia et
al.: 1 Clin Oncol. 20185 JCO1800283),

8 ECOG @ Performance Status (PS)
Score | 2

0 [ Z< R EBITE 5, Sk E U AR AR SHIR <(TX D,

R L a1 8T8 S A A, BITHEEC. BIERCE > TOERIIITI LN TED,

Volmmogs, wmns

TR TR R OBEOM Y O - & i~ C AR MERITTE Ry, HAFO S0%ELIESy FHTBIT,

BB aogoRE o = Lncsialy, BHO 0% EE~y R T Tl I,

ESN) AR )

£l @Rvy., H SOFOE YOI e TERV, SRy R T TR I,

11




6. WEIZELTEETALXEIE

@

@

©

BT SCEERITM A | EUEIRFE R PR T D BRI S & AR o B R UNE R

RO BEBREFRE ol LU oERT L 2 &,

BFEBRIGIC S, BEXIIFOFBICHOMR UERSE S oL, BEsE

Thbib+sz &,

FREHWER D22 A MIoNT

o MEMBEERSH DRI Z EBHDIOT, AROBREIZH T - TiL, W
W (BT, PEREREE., ) OWA U X SREOFES, #t |+
DIATH T &, Fo, MBRISCTHE CT, WiE~—0—%0ihis 3+
A&,

* infusionreaction B H B> D Z £ B D, infusionreaction R LS
ML, EURAE AT EE LD, SERSEET A TREOWRES [
TAHIE,

o« HRBSEEEZSAL LN Z 28 H 0T, RAOR S AR O 5 15
HTE S HUR IR RERR A (TSH, 0EEE T3, ##HE TA S 0BE) 2EHT 5
&,

o JFREEEESH LPRA D LR AT, WA O ST R U B gy
ERRYITITHEBERTE (AST. ALT. v-GTP, Al-P, LY A Y U SDOME) 28k
THZE,

o SEIER WERRVWEEREAREZED) BOEERREERLLDAS
ZERBHDZOT, EHMICIEOREOFEERIETAZ L, £/2, ROBRER
RO LNTZHEITIE, HUNCERBMEEZR T AL IBELRIEETA D &,

» FAHOFTHEICLY | BECRERSICEATS EEZ LR L EBe REBORE
BhbLbhBZenmbs, RENEDLON-HEIZE., BRLEESIIELE
BRI A ik & AR A FE O R & B U B2 R A 1T R O
BORW L DEWEA BB O 282, ARIoRE P IL, RO Y R
ECRIOREEEBERETH L. BB, BIBRERALE L OREIZ L EIE
ROUEIGRD LARWEEITE, BB RE SV » LIS O R ImH o8 hn
LEBTLH L, -

o REETR EEMSLEIABBEL THLENERRARBRT A LN A0,
FERIOREETHRICLEWEROBRI St EET A Z &,

o VEURIRIE (BUE | BRI A ED) B bbh, BEFEY FT R0
CELZEXRHDLOT, 1B, B, BEEOEROBESChEEO FRIZ
SEBTDHZ &, 1 RIERFEARLDNZSSICERE 2R L, 21U 5
Rl EEOE L RERTS 2 &,

AAIOERBEBRIZ BT, KEYNOTE-164 3B T2 9 BRI =L . KEYNOTE-158 i

BTGB 1 FERIT 9 B & 1 ELBIE 12 BN DL IcHE D OEE

EoTWo I ERBEL, AFESPIENNCESRE CHROERLTH =

&,

12






REEREET A RS A v
Rh7n ) Xw7 (B L)
(BRFEA : ¥4 b—F ERBE 20 mg, ¥4 FA—F EBEE 100 mg)
~ S/ RL B~

FR2 92 H (ERR3 041 2 ASET)
JEAE S fEh



=R/

1. ZLdiz P2
2. AFIOYEH, EREF P3
3. EEERRAE P4
4. HERRIZONWT P19
5. el nBE P21
6. WHEIBLUTEET~&EHE P23



i. Uiz

[EIEOFHE - ERMEOMBEOTZDITIE, T XES RSB IER E A2 RS
HILD, LI, ITEORFEREMTOEEIT L0 | FUREIER e L oo B 2 58 1
FIERGFHAEESNDIF T, IO OEEHZBICKRELBFITRMET 2 2 2 ARED
PR & 2> THRY FRFMEGEE & EEORART 2006 (L 284 6 A 2 B E#RE)
CRWTH, ERMERMNSEOFERNORE{LIEEXELI L EXR TS,

FHRERETEERL Y, EHEACEEN T 7 r A VR EOEER LB B
RLZEBHDL, oD, FIMEUCESHICET ABEA OB TS ETOM,
UHEELORERZRST AN BF TR LTERT A L L L0, B
MR LB BRI & D 2 L S EEA — B OB &3 /- 3 E R =
CTAHIENEETHD,

LEioT, KA FF4 0T, REBESCINETIEBLNTWAESRSL -
PFNRMICESE, UTORRRORELERLHEET S8 A b ME Btk B2
IR BEEHE R,

Tl R A KT A b, BSTITEGE A B 0 B B SR AR . 20385 MiE A B A
MRS AR — RN B RBERARES, HEEERIEEE A B ARG 2a R0
A B AR RS OW S0 & B LT,

G E I HERE L ¥ P F SR 20mg, F A M A—F SRR 100 mg (—
g A7) Xv7 GEETHBE))

MRELDPENEDR - CIRRARER AT « B3R O IEERAE

HRERAMERURE W%, A, 47U X+ REETERZ) L LT, 1
5] 200 mg % 3 IBRIRIEE T 30 I T ARREET 5,

BaE B ¥ F . MSD #RaH




2. KR OFEK. (ERIERF

Ff b & I ERTE 20 mg R OV EE 100mg (k% a7 e ) Xv T (E
(FTf ) . LT TAKL &uvva,) 1, PD-1 (programmed cell death-1) & & DU A7
K Td D PD-L1 KUPD-L2 b OfS& R EEMET S, b Miighd =/ 7 m—FAHUE
ThD,

PD-1 {REX 13 T A S e B R R 7 © 6 3 7o DI S AR S RU R 3 & A sl i
A A wF T, PD-1 L, EEAREIC BV TESR T RRoMaEEICRE L, B0
FE RS 2 B T e R B LR fxﬁmﬁﬁifs%ﬂﬂéﬁlﬁ“ %, kb, PD-1 iU A R ER
BB D LI L D RESEEIC LD v S MmERRICHET 2R FEETH D, PD-LI
OEEHEIIRBAREEDTHTHED, £ ORAMRTIE T MA@ 29
AIEFBRNCRE LTS, BAMECST S PD-L1 O FE L, BiekE, REEE.
BEAMASRE . BRELE | L/ NERIRIEL O A4 RBATFRARETTH Y | REFE
E OFEMENAEY STV D,

DI A OBEN % L PD-L1 BEOMENE S, PD-1 & PD-L1 ORERBIIEE
OAEERIC BN TEERGE RS 2 EAURE S TR Fiic RS ARREOEN &
LTEfFEN TN D,

AKFE. PD-1 & PD-L1 ROSPD-L2 i ) o FOMAFMET L LITX Y, M
e NE S th O FRE R REHEIEEME T U o URE TR L S8, PUBBRE S ST
TEHZETHERESRERET D,

BRI DB RIC &S R ORERISIC X AENFRE RS bbb, BEEXIRETE
x5 ARE ﬁ?ﬁ*iﬁnén AFIOE G RROEG%ICIE, BFOBEEE TSIy BESR
HEIEIBAITIE, BRUCERIIG L‘lt%?‘ﬂé’]tﬂ%ﬂ%“"ﬂﬁ LB A FEOIEM &8 L OE
YR EE MW A 1TV, BB ORIERISIC X A EMER B DR D BRI, BIR RS
AR OBEGEORUIIMAE ETT I{\%ﬁl%éa



3. RERERER
BIBRREZ AT - B R O DI O RGRRE 25 21T o - B A BB O S 4
e '

[A3hit]
OEBRLFRFZMERR (KEYNOTE-024 35
{EEEBERE D 72\ EGFRBIETERBEME, ALK & B R FRE R T PD-L] 8% (PD-
L1 Z 383 LR iIan o 588 (BUF TTPS) 203 ,) 250%) * OUIRARiE s
17 BREOHENERMERE 305 6] (AN MHEST) Z2HBIZ, A% 200mg3 B
WifbE (CAT TQ3W) &vva, ) 5O R U &MER, 77%#%5%&@1%@
Btk (LT FSOCJ EWVvd, ) BHRE LUTHRF SN, 2B, WemTER
EATHRED LR GEI FEET 2R TERPRO NV EBOBENICEE LT
L BE T, REILE O BHEFTM TEBRITARD DN 5 E TRE OIS R ikEd 5 o
LAAWIRE L SaTc, R B AU TN (LAF TPFSS Lo, ) | BIVREE
MAEE I2EFHE (LT T08) 0o, ) &R, A7 5 F RS % &tk
EEHE LT, PFS, RUNOS (PRIBEH) 2 HEBICEE L7,
¥ @ oRs A R IR b U CEBERRGEARRE S 10TV D PD-L1 IHC 22C3 pharmDyx [ 4 3
EROTHRESNE,
X224 WAETHEESNIBEARAROBEELRIEL, $0%, KR
BB ERTELI L SR

TIRRD b=t

F1 ASHERE (KEYNOTE-024 8B)

AF) 200 mg Q3W 777 TRl
(154 451} A LEE R
(151 )
AL (H ] 10.3 6.0
(95%CI1) (6.7, NE) {4.2,6.2)
PFS™ AN — Wi 0.50
(95%CD (0.37, 0.68) -
Pt <0001 N
hofE [A] NE NE
{95%CI) (NE, NE) (9.4, NE)
os™ s R 0.60
{(95%CI) {0.41,0.89) —
P " 0.005

Cl: ZMEXME. NE . HeAe. * .

RECIST H A R 2 1.1 BRI B < By sp gt *2 -
R Cox teplo P FEF Al LA 7T F s StelBiiE L O lE, =3 Bl 75 o
ZTRRE, 4 DRSSO T—4

C2016ES B9y b




100 v
a9 £ \\\ — AP 2000 GV
60 B V':': ) e ?3'?7’%535!1%
870
# 60
ﬁ 50
% 40 -
B 30
10~ . .
4] 3 6 9 12 15 18
ot ‘
at risk’y siEE R ]
FE200mg Q3W 154 104 89 44 22 3 1
FSFFREESOERRE 151 99 70 18 9 1 Y]
H1 REER L 5 PFSOEEARNT B O Kaplan-Meier it (KEYNOTE-02430R%)
(PD-L1BB¥ (TPS=50%) DEEHMH)
20} —— mmEaomg QI
14 T TESFIRNESULPEE
{ 3 & g 1% 15 i8 21
at risk¥ A
AREI200mg Q3W 154 136 121 82 34 11 2 §]
TSFFEAERUILERE 151 123 116 84 34 7 i 0

K2 OSOHhEfENT RO Kaplan-Meierfi# (KEYNOTE-02458)
(PD-L1B¥E: (TPS=50%) DBEHERD)



QEFIFEE T /IHHRER (KEYNOTE-010 38R)
75 RR R SRR AT D PD-LT B (TPS=1%) 2 OO Riesn
17 - BROEMETFESRE 1,033 01 (BARA 91 flZET) 25810, AH 2 mgke
Q3W B E TN 10 mgrkg Q3W BEOHBEROESRMEN . FE¥ 3w AKkfnd (ULF
DOC) L 3,) BB UTHRITENT, 228, EEFE TR BETNZEL L.
el EEEIT AR TERSES SR W EORBRGIIEE LT WA BRE T &
L OBREEE CHEBIEITARY N A £ TARMOBR GRS TR Shit, FTEE
HIRB L OS XTAPFS L &h, AANIDOC S LT, OS 2 HEICIER L=,

*1 . EGFR BEFERBM T ALK MGG TEMHOBRE TR, 7SF 8+ Stk
BB L SR A, FF0 EGFR ILEEH T ALK SRR &5+ 2 HiEN
JEEAIC L AEEEE AT 2REEA AR DR,

*2 1 PD-L1IHC 22C3 pharmDx (% 2] OFES » FEH VL TRE S U=,

*3:24 AAFETHREESNEBAIEFOBREZTIL, F0%, ERETHED LS
BEHEERETELI L SN,

£ APHERSE (KEYNOTE-010 RER)

AHE 2 mg/kg A 10 mg/kg DOC
Q3W Q3W
(344 #1) (346 1) (343 f4))
hofd [A] 10.4 12.7 8.5
{(95%C1) (9.4,11.9) {10.0,17.3) (75,9.8)
0S A R 0N 0.61
(95%C1) {0.58, 0.88) (0.49, 0.75) —
P 2 <0.001 <0.001

pErs

1E

701
£ 60

gse—_

# 40

100 a1

Cl: (AR, *1: B9 Cox Hefil W FEFAIZ LS DOC L OIER, *2: le 7% v 7 ik

o voe 8] Birip g COVY
woe BPEOmErkg COW
e -T2

at risk#

&H 2mg/kg Q3W 344 28¢
FA0mprkg Q3W 346 255
RegEEil 343 212

10 18

G2 o HE]
115 49
124 5&

79 33

12 0
6 0
1 0

3OS ORMMEITRED Kaplan-Meier #i#f (KEYNOTE-010 308k)

(PD-L1 BBtE (TPS=21%) DBELM)



@EREFEIEFE (KEYNOTE-189 #5)
{b2gRERE D 2, EGFR BETE R R ALK Ba #8102
T - BROEEE RS RaERE 616 ) (HAAN 10 fE2ET) A x®RIZ, KA

200mg (Q3W) | ~ A

bl BF ok

Vs (UF A RLFE R &0 D)

RUOTSFFEE (VRTFF oA ARTZF0) OfRRE CRAIGEREE) "o
MR OERMER, 71 R, N2 P Lt KRUT S F T RAOMHHRG (LR

WAL CEHERE L TEHERRBR TR EN, WL b,

7'F FF BAN L S AR

DRHRETLIGBIR L, B5IRK4 a—RETE L, 2k, EGFHETREBETNR

D EBIBEEIT  RBET R R R
bh. YRBEILLFE O W& ETAR TR BT A3

W AL WEDERR
S HNAETEFE~A M -F¥ FOFERE

rERELTVWARET

kT B T LSRR SRk, EEFEEE X 08 RUPFS & Sdu, AH ~A b
L RROT I FHRAOHAKRE LT 7R, AR b RROT T F RO

N5 L i LT, OS R UPFS 2 BICIER L7,
*] 0 AH 200 mg, XA | LFE F 500 mg/m,

AT GF L TS mgm? XL AR T TF

AUCS (mg - ml/min) OJEI Q3W (Fa—2A0 1 HERES) T4 =z—25h%, &
Al 200 mg U A b L% B 500 mg/m? 25 Q3W TIRE &Rz,

¥ 7 S, A R LFE R S00mgm’, AT FF Y Timg/m? it AR TS F 2 AUC
5 {mg - mL/min) ®OUEIC Q3W (Hr=—R@ 1 HEIZRE) T4z—2RER 7€

RRUANA b LFE F500mg/m? 2 Q3W TIRE ST,

¥3 .24 H A ETEREEINRAESHAROBREETRIEL, FO&, REETHREOLNLH
BUBEERTELI I LE &N
£33 AHERK (KEYNOTE-189 RER)
AHHH AR b RRHERE
_ (410 ) (206 #1)
HpufE [R] NE 113
- (95%C1) (NE, NE) {8.7,15.1)
08" ot R 0.49
(95%CI) (0.38, 0.64) —
R EAS < 0.00001
gl [H 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™ LM s RHM 0.52
{(95%CI) (0.43, 0.64) -
P fE" < 0.00001

Cl: {EEXE, NE: #EAHA, %]

D AR RO T — Y

0ITHENHASAD Y hAT 2 B

Bl Cox WA ¥— FEFAZLET TR, ~A b LFg FRUT 7 FFRMAIN R LEREO

ORRRIE L LB, %3 BRI 72 R,

AR

%4 : RECIST #/ 1 RS A 11 EICES<E®RT



TR (%)

207 oo EN0mg AW, RARLFERIFTS T A UEHE L

107 o TS0l RS CRRUT SF MBS
O 13 b ] T 13 T
0 3 6 9 12 15 18 21
SEmIAL

at risk#

FA200mg Q3W, R

PISVES S viiirbt s 410 77 347 278 163 71 18 g
FERRREES

ToEH, AlhLEE

RRUTSF+EHIER 206 183 149 104 59 25 8 0
LS

B 4 OS OFMAFHTHRED Kaplan-Meier Bi#f (KEYNOTE-189 2B)

100 pgy
90

80 -

% 70

e S Z00ME QAW AARLFERBUT SRR E L
e FEER. SARUFERRUYSFrERES R

T ¥

0 3 6 © 12 15 18 21

at risky EIBTAEFHR (H]

FEI200mg Q3W, A

ARLVFERBUFSF 410 322 256 149 60 i7 5 0
FERGRLEES

TSR, NAbAE

REUTSF FEEIHE 206 1417 80 40 16 3 1 0
|6

s BERTHRHUEICLS PFS OFPEARNTRO Kaplan-Meier i
(KEYNOTE-189 3§&)



@ERS RSB MRS (KEYNOTE-407 i5)

{P2EEERIE O 20, IR AR AT - BR ORI L/ faftmEsE 559 #] (BA
A S0 BAEET) Art@ic, A 200mg (Q3W) | BARTIZF U RTA7 I Al
Wit U B xEL (FAT I UOBRER) (BUF Inab-PTX) &V15.) OfFARE (K
FERED " OEIMEROREEENR, TR, ANRTITF RV N Ex N
12 nab-PTX OIS (LHBER) 240 Re L THERABR TR S, Mt
L. 82 Y LT nab-PTX 13, IS ERMSRE O L ICEIR L, BEEEX 4z
R ETE U, fod, MM CREEITARY b G, RAETETER
A BV EOIEREIC R E LTS BT, RIE LA O MG ET A TR BT A8
M HNDETAFORSEBET L 2 L B8R L &Rk, EEMIEB L 08 U
PFS & X, A&l HABTSSFoRGAZ U FZ F AT nab-PTX OFFRAREIRT T
TR, BARTITFLRUAL U X F AT nab-PTX OFFHES S B LT, OS R
U'PFS & HEICHER L.

1 AH 200mg, /%7 Y ¥ F £ 200 mg/m® XL nab-PTX 100 mg/m?, # AR 77 F 2 AUC
6 (mg+ mLimin) OIEIZ QG3W (FRAl, /37 U ¥ 2L ARPAINRTZF iggda—A
@1 HBIEE, nabPTX I =2—2A0 1, 8, 15 BHIIREE) T4a—-RAEEE, &
# 200 mg 25 Q3W THRE ShT.

*3 TSR, AL U H SR A 200mgim? T nab-PTX 100 mg/m?, B AR T T F 1 AUCS

(mg » mL/min) OIFIZ QAW (A#Hl, /17 Y #F2ARUAARTZFridfa—AD
1 B BC# S, pab-PTX 2% =—2d 1, 8, 15 EHIC®RY) T4 2—-RfEE5E 77
RN QAW THRE ST,

%3124 B A ETHERESNEESRARORELPILL, T0#%, KBETHEOLRIE

SRS EETEL L ENTE,

4 FEERE (KEYNOTE-407 &)

AREF| G BT (e RvSan
(278 #i) (281 )
el [A] 15.9 113
(95%CI) (13.2,NE) (9.5,14.8)
0S"! N BT 0.64
(95%CI). (0.49, 0.85) —
P fE" 0.0008
Hhgif [H ] 6.4 4.8
(95%C1) (6.2,8.3) (4.3,5.7)
PFS™h s R HT 10.56
(95%C1) (0.45, 0.70) —
P <0.0001

Cl: [EHRIEME. NE - HEEA ], *1: PR ROT —% 201844 H3 A7 v hAT, *2: @
2 Cox b AP — FEFANLLE T IR, WARTIFLRUAT Y FEE0 T nab-PTX
OEFEEE S OlER. 3 BRa T L RE. %4 RECIST H4 K74 v LIRICESCER
T sy s RE



100 e
90
80 -
70 -

£ 60 -

g 50 1

# 40 7

30 1

20
16 . I .

0 1 o '{wtrﬁ ?{%’f?fmmggfﬂé?ﬁf‘mfamf?g%% o - "

0 3 6 9 12 15 18 21

SRR (A

e ER0E QOW, AR EF VRUIT USSRt T U S R

at risk#y

FEomg QIW. AILE
FEFURERIUIER 278 256 188 124 &2 17 i 0
Hlgnab-Rg U944

TEER, AR TSFy

RUKZUS+E LG 281 246 175 93 45 16 4 0
nab-IN7U g%l

46 OSDOHEMBHRFO Kaplan-Meier % (KEYNOTE-407 2ER)

100
90 i e LR QI DRETIF /RIS I R AR U S
8 0 w v i FHEH, BETIFSRIPT IS S EL R Rl 095 1l
£ 70 1
%ﬁl; 60
& 501
B 40 -
&
& 30
20 '“_ - e /’ " nini: o s S
10 _: g "3”"""‘"(“'3,4.,,,”.,)&;"%...“.,
D Ty 1 TR T T N T T ] B
0 3 6 g 12 15 18
5
at risk EIEEAEEE A
AFW0mg QW it
FEFRENSELL 278 223 142 57 23 5 0
Ylgnab-{7 U5 &4,
Foeh, AiTEFy
BOKTUSEELRE 281 1e0 a0 26 12 4 g
rab-$7 U9 5%

7 ERTHRMEIZ LS PFS O HEETEEO Kaplan-Meier Bt
(KEYNOTE-407 3088

10



GERSEFF MR (KEYNOTE-042 35k)

(b SEERE D 72V, EGFR B FE R, ALK B & 8z 7 MK U PD-L1 51 (TPS
=1%) " OEISRREAMETT - RO NS SR 1,274 6] (BZA 93 iz &)
B RPEIT, K 200 mg Q3W B OF R RSN, 77 F T WAL B T LERE
ARy LTRETENE, e, BIEREM TRAETARD b BEIT, REBETE
TR AL G VS OB RTE LTV B B TR, IRIE DARE oo iR A TR
BHETNEDLND E THAAOBREEMRET A I ENTREE N, HEFFMIER
08 & &4, AENE T I FHUME2 ST CERE S HER LT, 08 2 FRICER L7,

¥ 0 om S BN E LTRSS RFERER STV A PD-LI THC 22C3 pharmDx {522
FRHOTRESRE.

* .24 4 B FTHREEINEBESRIAFIOREERIEL, 20K,
BlrBRSEETELI L ENT,

FRBETHRED LIS

%5 APHAM (KEYNOTE-042 3R80) (PD-L1BE (TPSZ1%) DEERH)

7T FF AR ST
7] 200 mg Q3W e
e 63718 637 5
o e (A 16.7 12.1
g%? ili; os”! (95%CD) (13.9,19.7) (11.3,13.3)
(4 htiz ) N — BT 0.81
(95%CI) {0.71,0.93) -
P 0.002
e 299 4 300 4
o PRfE [A] 20.0 12.2
;Pa‘jii%‘j% 0s"! (95%CI) (15.4,24.9) (10.4,14.2)
T NP 0.69 B
(95%CD (0.56, 0.85)
i3k 338 14 337 %l
. HitefE (A 13.4 12.1
5{;)?;1?;{%& 08 (95%CI) (10.7,18.2) (11.0, 14.0)
- B = FET 0.92
(95%CI) (0.77, 1.11) B

Cl: ERIENG. *1: PEBFHOF —% 20182 A 26 HA v b7, *2: BRI Cox Hbj
— FEFAL L AT TP HAE SRR OB, ¥3 B/EIn 75 U RIE

11




100
501\
80
70 -

& 60 -

50

ol

# 40 7
30 A
20
10

BRI 00mg CIW
e FIFIEERRCEEEE

o 6 12 18 24 30 36 42
at risk#y SSELCIG)

AF200mg Q3W 637 463 365 214 112 35 2 0
ISFIREESTILSEE 637 485 316 166 88 24 1 0

8 OS OHFMHITEF O Kaplan-Meier #i# (KEYNOTE-042 i)
(PD-L1 B (TPS=1%) DOBREEM)
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{22k}

OE g E S IERSB (KEYNOTE-024 3U5)

A EPE S I AKIEE 148/154 7] (96.1%) KT SOC Bf 145/150 7] (96.7%) (ZFEH B, 1R
Bt b DR BEEATETE VEESSRIL, R 113154 61 (73.4%) BT 135/150 £
(90.0%) WD LN, WTRPOBRTRRED SRUEOBERITROLEY Th-
.

F6 WIS OBTRESEN 5% EORAE (KEYNOTE-024 BRED  (E2EAiTyRgs)

SREHl A (SOC: System ¥ (%)
Organ Class) FANEE SOC &
BAEE (PT: Preferred Term) 154 {5 150 &y
{MedDRA ver.20.1) = Grade  Grade3-4 Grade3 £ Grade Grade3-4  Grade$
2EIER 113 (734) 40 (26.0) 1 (0.6) 135 (90 9 77 (513 3 {2.0)
RS SOV SRR e L
# i 8 (5.2) 3 (L9 0 66 (44 e) 29 (19.3) 0
£ i BRI 1 (0.6) 0 0 g 3.3 2 (L.} 0
prrdzchs e tdbt 1 (0.8) 0 0 34 (227 20 (13.3) 0
ﬁurl *);uﬁzw“ 0 0 0 17 (1L3)y 8 (5.3 0
tﬁ#\ﬂ%&amu’gr It (1.9 0 0 0 0 0
B A AR T 2 (7.8) 0 0 107 0 0
BIBRES o
E# 6 (3.9 0 0 17 (1.3} 0 0
T 22 (143) 6 (3.9 ] 20 (133 2 (1.3 0
Bl ' 15 (O 0 0 65 (433) 3 (2.0) 0
P14 4 (2.6 0 0 18 (1200 2 (1.3 0
ﬂﬁa% 4 (2 6) 1 (0.6) 0 30 2000 1 (0.7 0
Mm‘m 5 (3 2) 1 (0.6) 0 n (73 2 a» 0
W 16 (104 2 (13 0 43 287 5 (33 0
e riuk 1 {0.6) 0 0 9 (6.0) 0 0
. 16 (10.4) 0 0 8 (53 0 0
CREBREEEE T T T T S
ALT #8010 10 (65 0 ] 74 0 0
AST 181 8§ (3.2 2 (1.3 ] 5 (3.3) 0 0
ey LT LA 3 (1.9 0 ] 15 100y 1 (0N 0
47 eh g 0 0 0 20 (133 6 (4.0 0
1 R 0 0 0 18 (1200 9  (6.0) 0
H AR HE 1 (0.6) 0 0 16 (107 3 (2 e) 0
feAts D OsEREEE O R AT LR EL B e
AR 14 (0.1 0 0 39 (2600 4 (2 7) ]
1& = x'/'r /rf7 J,\fmr 1 0.6 0 0 9 (6.0) 0 )
f%éiﬁ’“é%’ 3 (8.4) 0 0 4 (2 7 o 0
-@&%%% -"”'”-"‘jfff;ﬂ@H-glﬁ1*ff¥ R
HREEE 1 {0.6) 0 0 15 (10. 0) o 0
FHEME = o T AR — 2 (L3 0 0 9 6O 1 ©n 0
CREREE, MRERESRUMBRERETE o e
Ll 2 8 (52 4 (26 O 1 ©7n 1 ©n 0
&@ﬁ;@&?ﬁ&%%fzfﬁ;gn*Jﬁﬁ_qf--,;*.1:--+w,f-_;f' fq
BRESE 0 0 0 12 {8.0) 0 0
B : g8 (52) 0 0 1 07 0 0
SR 12 (7.8) 0 0 3 2.0 0 0
5 1 (7 1 {06 0 I2.0 0 0

13



k., AEEIZRBW

TRIEMEMZR 9 4] (5.8%) .

KEGR - BEOTH M (5.2%) .

REEE (X7 NU—ERIES) 241 (13%) . ITBERERESEE 22 5] (14.3%) . HOE
BRERAERSE 21 4 (13.6%) . TRMAHEEERE 1 6) (0.6%) . 1 BUBER 1 41 (0.6%) .

%‘é‘%aa (RAVERIEMSRE) 15 (06%

. BES LA

(0.6%)

. g% - RERAT
EEELL 1 (0.6%) R U infusion reactions 5] (3. 2%) DR LN, k£, BEORE
EE (BEHBEREER, 2R, ERMIES) | SIS SEmEhE. iy

ﬁ% REMRDE, 5 & D BEgE, LRRde, etk MR MEIRBER . IR L R DR SR ER
BB bR of, AEERBSKIUIEEES (BRBEEERL2ED) 2580

BEHERERT,

@EIB%:,\ [R5 O/IHAHREE (KEYNOTE-010 25&)

HERLGUT 2me/ke Q3W B 331/339 ] (97.6%,)
KR DOC B 297/309 45 (96.1%)
BRI, R Fh 215339 8] (63.4%)

) - Z=F]
¥ UE

 10mg/kg Q3W #E 330/343 7 (96.2%)
A B, BRI L ORBBERNEETEVEE
. 226/343 B (65.9%) B TR 251/309 45 (81.2%)

RO BT, WTROBETRREEY SBULLOBERII TR LB Thot-,
87 OTHPORTRBER 5% LOBER (KEYNOTE-010 8RB  (Eaumiifem)

HMEBIARSIE (SOC: System ) Figr (% _
Organ Class) 2 mg/kg Q3W E 10 mg/kg Q3W B DOC B
FHAGE (PT: Preferred Term) 339 4 343 44 309

{(MedDRA ver.20.1)

% Grade Grade 3-4 GradeS % Grade Grade3-4 Grade5 £ Grade Grade 3-4 Grade 5

RRIER 215 (63 4) 4§ (121) 3 (0 9) 226 (65 9) 53 (15 5) 3 (0 0) 25: (81 2) 507 {346) 5 (1.6)
[iELﬂxJFa_LU) LR SR . i SR
Fil 10 (29) 3 (09) 0 14 (4.1) 1 (03) 0 40(12.9) 5 (1 6 0
&%qﬂ?fﬁnﬁwr N 1 (03) 0 0 103 0 0 44(142) 38(123) ©
ﬁ?b“ﬁﬁiﬁ%m&{f&ﬂa 25 (14 0 0 BN 0 L (1% R N |
EihEE R B T e i e
T 24 (7.1y 2 (06 0 22 (64) 0 0 S6 (181 7T (23 0
L, 37(109 1 (03 0 31 (9.0 2 (06 0 45(146) 1 (0.3 O
ol 13 (3.8 © 0 TR0 103 0 43(139) 3 (.o 0
i - _ 12 3% © 0 13 (3 8 I (03 0 24 (78 2 (06 O
ofl s BN LU A O SRR s s e T
mE 20 59 1 (03 0 19 {5.5) 2 0.6 0 3513 6 (0% 0
v 46(136) 4 (1.1 0 49(143 6 (1.7) 0 76(24.6) 11 (36). 0
GRS 5 (5% 0 ] 4 12y 0 0 21 (6.8) 0 0
%E%ﬁ _ 10 (29 1 (©3) © 14 (41)_ 0 0 17 (55) 1 (0.3) ¢
ﬁrﬁﬂimﬁfﬁ 0 0 0 2 (06) 0 0 24 (78) 19_(6.1) 0
%‘*I’E ' 309 o0 0 3 _(0.9) U _37 (5 5) 0 0
R LUBCTARRRE e A T
A B A 3 (0% 0 0 206 0 0 101 (32 7) 2 {086 0
F D 5 (7.4) 0 0 32 (9.3 0 0 5 (t6) 1 {63y 0
%5 20 (86) 1 (03 0 44128 1 (03} 0 14 (4.5 0 0

723, 2 mghkg Q3W BER TN 10 mghkg Q3W BEoBWTENFh, HIEMEMES 15 41
(44%) KU 146 (4.1%) | KBS « BEEO TR S 6 (1.5%) B2 46 (0.6%) . &
B BRI E (S REREIERR e, ZACRE, SRS 1 18] (0.3%) 1% 1 41 (0.3%) .

14



mRREE (5« N L—IEREEE) 26 (0.6%) RU3H (0.9%) | ITRREREE 23 4

(6.8%) RO 22 ] (6.4%) . HIPRBRMEREIEE 32 ) (9.4%) RUM3S I (102%) . T®
il BeREE 1 1] (0.3%) U0 1 81 (0.3%) | BIEERERESE 2 41 (0.6%) BRUM 1 1 (0.3%) |
| R 1] (0.3%) ROF2 B (0.6%) . BHEIEEE (RAEREEERE) 4§
(12%) RO, e 16 (03%) ROt f, g - BEEUmRAREE 1 81 (03%) KT
0 #if, infusion reaction 2 ] (0.6%) r6 ] (1.7%) AW bivic, o, HERHES
FE RN - BEREAS. 5P o Rk, OB, etk MR ESEBEE, BRI AT
TR ILIY b o T, REHERRBURIIEERS ERREERETE2ET)
EETEHERERT.

@ERER B IERR (KEYNOTE-189 )

f s | AH| PEE R 404/405 18] (99.8%) & UNKRHHREE 200/202 41 (99.0%) IZREDH L
. OEEBRE L ORBERASECERVEEERIL, ThEN 3721405 i (91.9%) K
17 183/202 18] (90.6%) \ZEH B, WERPOFECTRBIREN 5% EO BfERIT T2
DY Thol,

#8 VWPhHAORTHEER 5% EOBER (KEYNOTE-189 BE) (&M SURE)

BRE B4 3 (SOC: Systern Bl (0

Organ Class} ARIGHRIEE {eopi i

HAEE (PT: Preferred Term) 405 9 202 W

{MedDRA ver.20.1) % Grade  Grade 3-4  Grade 5 & Grade  Grade3-4  Grade3

ZEHER 372 (91.9) 193 {(47.7) 9 (22) 183 (90.6) B0 {(39.6) 2 (1.0)
i 154 (38.0) 55 (13.6) 0 77 38.1) 27 (134) 0
NS SRR 2% 62y 24 (59 0 4 20 4 (20 0
& i BRI b E 22 (54 % (2.0 0 12 (5.9 1 (05 0
47 ch g 101 (249 39 (14.6) 0 45 (223} 22 (109) 0
R b R 6 (1780 31 (1D 0 27 (134) 13 (6.4 0

. PRIRMERRETIE 2 (G4 2 @5 0 30 (19 0 0

R B P R
HRiERE 51 (12.6) 0 0 14 (6.9 ] ]

CRMBREE e L e
EE 67 (16.5) 0 0 24 (11.9) 0 9
FH 78 (193 13 (3D 0 22 (169 4 (20 0
Bl 187 462y 12 (3.0 0 90 (44.6) 4 (2.0) 0
Rk 26 4 2z (0.5 0 15 (74 1 (0% 0
M it 4 (183 7T (D 0 3% (193 4 (2.0) 0

GO S REE R L U R OREE T
1 53 (131y 16 (4B 0 31 (153 3 (1.5 0
Erekd 134 (33.1) 20 (49 0 62 (30.7y 3 (1.5 0
SO S W (7.4) 30N 0 14 69 1 (0.5 0
H AR 27 a7 0 ] 12 (5.9 0 0
35k 24 (59 1 {02 0 4 (2.0 0 0

RS K OB A AR
FEiES 20 @9 1 (0D 0 10 (5.0) 0 0
ALT #h0 38 94 2 (0.5) 0 6 79 3 (15 0
AST #/m 28 (6.9 0 0 I (5.0 1 (05 0
ey LT 2 (79 1 (0.2) i) 12 (39 0 0
SRRz 8 2 B4 T 4N 0 12 (59 6 GO0 0
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BB A5 (SOC: System ey

Organ Class) AR {bSRiERt
HAEE (PT: Preferred Term) 405 B 202 %1
(MedDRA ver.20.1) % Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
Tomito & UL RIE S
FrERpER 84 (20N 4 {1 0 42 {20.8) 1 {0.5) ]
é&v%“r /E?.L\HM“ 2 (54 5 (1 0 3 (1 5) 0 0
ﬂw,i% 3T Gh 1 (02 0 14 {6 9) 0 0
&iﬁ?%&l& 1 2n 0 0 12 (5.9) 0 0
T OEE 37 (8. 4] 0 2 {59 0 0
&35 51 (12.6) 5 (1.2) 0 17 84y 3 (1.5) 0

10% ARSI TRIE MR R 16 51 (4.0%) . KBS - SR o FHT 20 1 (4.9%) .
PRI (BT 2 - S L E RS 100 (2.5%) | IFHREEREE 62 ) (15.3%) . HE
IRHEREREE 32 () (7.9%) . PERMRHEEREREE 2 71 (0.5%) . BITSHSRERE® 14 (0.2%) .
1RIBERRIN 1 B (02%) . BHERERE (RETHEMERS) 256 (6.2%) . Bk 2 4
(0.5%) J T infusionreaction 5 Y (1.2%) 2ED LN, 7o, BEOEERE (K)E
FERERAEGRRE . SHAALEE, WRES) | 54 - MBUBLITE, EREAREE R . Mg -
%%% S E IR, LTk, %&ﬁmxﬁﬁmﬁﬁﬁﬁ IR MR ORI RS

%bmﬁﬁotaA&W%%ﬁ%ﬁi%%%%(%%@ﬁmﬁﬁ air) EELER
‘fu%z- c‘f/]\'g

OEBEHFEFINRE (KEYNOTE-407 35)

A EFLIEMIRE 273/278 i (98.2%) Je NI BRREE 274/280 8] (97.9%) 12388 541,
GBI & ORRBERATETERVEEHERIL, 2hFh 265278 # (95.3%) R
249/280 il (88.9%) (IO LNz, WTFRPOBETREREEN %LU LOFERII TR
ERBUTHAR,

29 VDIRPOBETRERY 5% LOBHER (KEYNOTE-40TREY)  (Z&MEMTHREH)

BERIXZEE (SOC: System o ¥ %) _

Organ Class) AR (H A

FoA5E (PT: Preferred Term) 278 {5 om0

(MedDRA ver.20.1} % Grade Grade3-4 Grade3 & Grade Grade3-4 Grade S

SEHEA 265 (95.3) 151 (54 3) 10 (3 6) 249 (88 9) 152 (543) 6 (2.1)

RS R UV SRS e L
& 123 (44.2) Ty (13 7) 0 117 (41 8 43 {154 0
B FRNEOT PR b 14 (5.0) 14 (5.0 0 10 (3.6) 10 (3.6) 0
H Bk i 23 (8.3 12 43 0 19 (6.8 12 (4.3 ¢
AP B SE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
ﬁzw 5&?@% i*r_ o 81 (29.1) 18 (65) 0O 58207y 16 5.7y 0
@#ﬁ%é&%mﬁa‘m 17 6.1y | 048 0 2 {07 0 0
@m%ﬁiﬁEﬁTr 18 (5 8) 0 0 3D 0 0
{Mf 3; (11 2) 1 (0.4 0 25 (8.9) 0 0
T 61 (219) 8§ (29 0 47 (16.8) 4 (1.4 0
Bl 85(306) 2 (O 0 7E(254) 3 (1.1 0
Ea 36 (1299 1 (04 ] 25 (89) 3 (LD ¢
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sagral o3l (SOC: System iz (%)

Organ Class) A R { Sy
HAFE (PT: Preferred Term) 278 {5 280 5
{MedDRA ver.20.1) 4 Grade Grade3-4 Grades & Grade Grade3-4 Grade3$
n*%{@%ﬁ%ﬁ&ﬁﬁ%ﬁﬁ@$%}{ijﬁijgﬁn_-'fnaﬁj:m]fm'@_
w0 46 (165) 3 (L.D) 0 41 (146) 6 (A1) 0
W 54194y 7 2.5 0 52 (186) 7 (2.5 0
CREERE D e e
AST #4n 1 (5.0) 0 ] 5 (1.8 1 (04) 0
17 B 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6 0
i AR R 23 (83 5 (1% 0 16 (37 6 (2.1 0
i BRI 30 (10.8) 11 (40 ] 28 (10.0) 10 (3.6) 0
_..{{:ﬁq‘glﬁt%%f}g%;.::.._.".'_'._ ST G R O AN
fEREGR 47 (169 5 (1.8) 0 57204 4 (14 0
: Bov 73w AE 15 54 1 (04 0 9 32y 2 (0D 0
-%%%%B;U%QMﬁﬁ%ﬁ*ﬁhfﬁgﬁ“'#vfﬁbqleU*za»*';g_*#
B ETR 36 (12.9 1 (0.4 0 24 (8.6) 2 (07N 0
Lokl 32011 2 (0.0 0 26 (93 1 {04 0
SRR e e s
WHEY 23 (8.3) 0 0 7 (2.5 0 0
FAEME e o s ST 55{198) 3 (1.1 0 AL 2 (0N 0
SR 15 (5.4) 1 (0.4 0 13 (4.6) (0.4 0
ST = oo AF— 3] (11.2) 0 0 36 (129 2 (0D 0
B KU TR o R L
AR 126 (453) 1 {049 0 00 (357y 3 (LD 0
D FERE 29 (10.4) 0 0 15 (5.4) ] 0
5 28 (10.1) 0 0 20 (7.1) 0 ]

Fe 33 AHIBET BV TR MEE A 14 41 (5.0%) . KM - BED N 14 41 (5.0%) |
MEEE (T - A L—EREES) 5541 (19.8%) . ITHEEEREE 26 61 (94%) . WK
IERERE S 31 ] (11.2%) . FEHEMERSE 2 41 (0.7%) . BlRERE (RMERHEME
RRAE) 6] (2.2%) (R infusionreaction6 ] (2.2%) FEH L, £, BEDHK
Rl (7 SRR T, STALEE. ERMAS) | BIRHmemEE, 1 BIERR, I
S 4 - G ROAERE . EEAVEEE . MM - BRI, R EHRRK. LS. REN
/NI S B . P M MR L R OV SE RIS L3R B o T, AREIE A ZEEBLIRDL
R ES (BREREEREEED) 2ELEBRETT,

HEREFEFEIMERE (KEYNOTE-042 35D

A5 S L ANFIRE 610/636 A (95.9%) M UMEZE#RERE 606/615 7] (98.5%) IZRE® 5
. TREREE L OERMEBSFECE AVEEESLIT. FhEh 399636 il (62.7%) K
TR 553/615 ] (89.9%) 123 bts, WENh O TRIEEN 5% EOBERIZ TR
DEBYTH-T,
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£ 10 WTRPOBETHEBEED s%U EOBHER (KEYNOTE-002 BB (ZSU@rdSem)

FEMKRSE (SOC: System o mE
Organ Class) by i b e
FZAEE (PT: Preferved Term) 636 {4 615
{MedDRA ver.20.1) 4 Grade Grade3-4  Grade5 % Grade  Grade 34 Grade 5
ZEIER _ 399 (62.7) 104 {164 13 (2.0) 353 (89.9) 246 (40.0) 14 (2.3)
MFEFS ORY o STRERE L T T T T
Bl 5 (5.5 4 (0.6 ] 229 {37.2) 80 (13.0) ]
= iy B 10 (1.6) 4] ] 33 6B 10 (1.6) 0
B3 R BRI 5 (08 1 02 0 88 (14.3) 46 (1.%) ]
R AAE _ 305 1 (02 0 56 (9.1 10 (1.6) 0
BLP IR RE TOSE 7 (58 1 02) 0 I{0.2) 0 ]
HY RS AR I T 69 (10.8) 1 (0.2) 0 2 03 0 o
SRR e s e e B L e e
LEEN 8 (1% 0 ] 68 (11D 0 0
TH 34 (53 5 (0.8 ) 46 (1.5 1 (0 0
M, 31 {4.9) 0 0 184 (299 7 (LD 0
mIES TG0 0 0 3150 ] 0
M » 5 Qe 0 0 97 (158 2 (03) 0
-w. % 'ﬁﬁ’ﬁﬁ%}sif)\ﬁ@%mm#{ﬁ‘é . T - ._ & '. s - : . -
it 27 #5308 0 60 (9.8) 10 (1.8) 0
Y 50 (729 3 (03 0 H2 (166 8 (1.3) 0
ALT H7m 45 (119 (1B 0 53 (86 5 (0.8 0
AST #8710 41 (6.4 4 (0.8) 0 42 (6.8 2 (0.3) 0
PR EREE A 203 0 0 86 (140) 354 (8.8 0
b B A 2 0.3 0 0 64 (104 20 (3.3) 0
BmEEEL 3 080 o AL 2 Gy 0
AR USRS s
- EEREGR B 40 (63) 5 (0.8) 0 109 (177) 9 (1.5 0
A ERRISLUSESMBEEE - 0 L e T
BHfEE 27 (4.2 0 0 46 (1.5) 0 0
FhAT _ B 20 31 1 02 0 50 (8.1) 0 .0
FHME D 2 — 2 85 102 0 0 50 &1 5 (0.8 0
BT =z — o vF— 309 L 0 41 (67 6 (1.0) 0
PRI AR TS JUMEIBIE T e e
Mgz L4 ey 19 G0 1 (02 0 0 0
st 203 ¢ 0 136 221y 7 {L.D) 0
R 46 (11 2 0.3 0 15 (24 ] 0
=I5 46 (7.2) 3 (0.5) 0 27 (44 0 0

kB AR B THVEMERNER 49 6 (7.7%) . KB - BEOTH 10 41 (1.6%) .
BEOKEEE (BEHEIREEE, B0, EREES) 146 (02%) . ks
(FT o N FEEREE) 16 (02%) . BFHSAERETE 76 61 (11.9%) . HORIAEERS
FH 24 (14.5%) . TEAMEERE 3H (0.5%) . RIBHEERSE 36 (0.5%) . BHGEE
fE (RMEMEESRE) 36 (0.5%) . B2 181 (02%) . LG4 16 (0.2%) &
X infusion reaction 6 7] (0.9%) 238 LT, £, | BB, 4 « MRS BIAE
BN, B - BIIEAR . B & S MRS, SuRetE i DRI SRR Bt
UHRHHBHIERD Gz ofo, AEERBBLRT IMEEER ERENAT 221
Rl EIERE T,
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4. HERRIZOWT
AANOEMPE B0 LT, ARANE LTHEARBERE (AR SRdon Ty
AT, YHREELEDICEE TE IRBR THLILERL D, £OLET, BERLY
y @ EEE (RMP) 12 83% | A 0EE DR EVEEAHIEE ~0 W A 25 5 % Mk
Tl o T, AFIORGSE S BE LD - HE L. AFOREICL ) BERLRIERE
I BI R T B D e BBERD, UTFOOQ~@O T TaimieTERRizE T
AT LRETHD,

@ WwERiT-o>NnT

-1 FEo 1) ~ (5) OWFRNCERETAHRTHL L,

(1) EABEKREIEET DM ADREEILEARS EHETIRP A BB,
HIB S A S HE I S R . HIEAS ABIREE 2 &) CERR 30 4 B 1 BIGs: 437
HiER)

(2) HrEkaesbs P 2945 6 A 1 HIF R« 85 HiEaR)

6)%%%%%%ﬁ? T ARABROEERN (BARREEIRTERIR. S ARRIEE
W19 P REE B A &) -

4y HhR{bF ﬁ&%%m%ba%%M%%%mﬁlXi%%mgﬁ&MﬁZWﬁﬁgﬁ

(AR BB BT TV AR CERL 2847 H 1 BEEAT : 2540 HisR)

@)#ﬁﬁ@JmLf”ﬁm%mm TREICEABHET o TV AR (AL 28 £ 7

A1 ARFA 1290 HEER)

®-2 H@E%O)%&:H@E?ﬁ&tﬁ@l{ﬁﬁ%’%Eﬁtﬂ#mﬂrﬁ ZA Ay iR Ek b RE R OB (FRO
WERNIE S A R A, YHBEHOAFICETARFORMEE L LTERE SR
TnWH I e,

¥&

. ENGH R 2 EONBTHERE T LRI 5 L 0 TSRO BRIRTHE %
FoTnBr e, dh, 2EN R, BSARYREE L LEEEEEOTHE L
ToTWAIE,

. ERiGIREH% 2 EOUEBHERZET LB 4 FUEOBARBREEL TS
Tk, 9h 3EL LR, MO A IEE G IR EOBRTHE 21T -
Tn5I L,

@ BAOERLFHEEROEHICONT

ARG E ST A B TR OE S b, WIERRESLOFRED., A &
SRR AR OB B R CEMS T D IHRRM, AEERSRE LB OWE
R, SRELHTTPNEHBE-TWL I L,
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@ BIER~OHRISIZONT

@-1 HEEREHICET 3 EL
FEMMEBEOERLBERNREAE LB, 24 BEREERNO T, Y% v
FREEE R o BV, B LZEHER IS U CARYE R N CT S ORER QBN &

ELREOFRALORIZELN, ELICHNAER KBNS T WA 2,

@2 BEREBEEICLA3EEESHISNICETIEN

BABICED D EMA B E 2 T A EREEE NG s =2 Y vy
EEOLERDAY Vo m o VT ERE L EREY T TE 2 F o AEREHH%
HENTWD Z b, B, BRI OWT, RABRFE L FOREC-HSICEm ST
WhHIZ &,

®@-3 BHEROBETRIICBELT

BIER (RTEMEMRSIIMA, KBk - EEOTH, THSMEE . SRiEEE R
ERIEMERS) . NoWEE (FTRMERS, BRBSERS . BrgsEEs) .
RPERAG, 32 &9 MR, A4 - HURIAIE . %, EFORBEE (RIS ERER
#E, ZTALEE, JAMIE) . infusionreaction, AM#S - BEMELAS . BIERGE DR . MRk
(T >« AN IEERESE) | DR, S M R M SRR . VR, FRIE
EREFSE) 100 L0, M3bak IO B E B o P 2 5 2 AT & 8 L (BI7EA
ORERIGICE L TR R UX B2 N8B0 HH T &) | BhICEmanE
BTEBEHPE TD 2,
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5. BREXSLRHBE
(Aot B9 2 %)
D AFOEME SR TROBFEI BN THEIMER RSN TN,
o ALEIREREO 2V EGFR B TEREME. ALK @5 BT BER T PD-L B
P (TPSZ1%) OUIRARRERMETT - PR OI NI EE DS
o FIFFEEFRSTERER LA TS PD-LI B (TPS21%) OYIERTRER
T - B OHNMEIERRE (B, EGFR B TERBME T ALK #a#
ETHEOMRE TR, FHREN EGFR F 12 ¥ > ¥ T —EHEA T ALK Fr
vk F—PHEROERBRREAYETHIES)
2eds. TPSH~AT ) X7 GRIGFHRIRL) ooy =2 Bl HREA
PD-L1 [HC 22C3 pharmDx ¥ =) ) #HWTHET D Z &,

@ AF|OMOFEEEEA L ORI TROBFIIEWTEMENF ST
A
o RA B EE FRUT S FHEE L OGRS {LEREROS, EGFRE
EFERRMERY ALK BEEE TREOURTERET - BROERT LK
FE KRN R
o HARTSFURUUY D HFEALT b3 U FF L EOHRRE (b
SRREIE O Fo O EIBRRAE 7 AT « B R O R L EOE NIRRT B A

@ AR O A2V T - FER O 3B/ N ME B 1L, PD-LIURE T PD-L1EE (TPS
21%) ThiE, KFOBME G2 EETH~EThHD, Fio, BECEREICN
T ARREMECRER AN EE L BN ABEICH LT, PD-LIRBIRRC DD
P FREN ORISR L OB SRR OfAREEEETL IS
TE A, B AROBEEIL o T, FBERT A K71 o (B RIFEERE
SEBRTL L MY,

@ TRz 2 BT B AR OB 5 R CERA IR ST, ARO&ER
B ENTHEOT, AFRIOBESERHRELEZL,
. FRmIRRE

W0z BEBRA A BT A (RIS RV T OREFERENED>DECOG Performance
Status 0~1 P2 = 75 B®LL B 2 Z@ECOG Performance Statas 2 77 G T, 83 ERIUER (FvF
L) OEMBEMHERANTEREY, IO RBEE T, EREEREEINT L AFEICHES S
HEBILND,

W2 ECOG 0> Performance Status  (PS}

Score EF

0| @ EnmmTE 5, ML ELEEEESEIRE ITX B,

| BRI Ly TR B R S L7 08, AT ATRE T BRI » TOMERIRTT 5 2 L TE D,
Bl ERVEE, EEHEE

RLN BB OEORD O F LT, BP0 50%E EEoty Kl TR I,

| x| b

EABIT R, BROFOED O ERATERY, BRIy MR F BRI,

21
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© @TERAOHEDERT SN T W OREMEEER & O RE Y

[Pz BT A FE]

O TREEHTIEFZ OV THABORESZEREL SR TWD D L b, BE LT
gz &
s RFIORTII R LIRBUEOBEREO H S BE

@ BEMOFMMIC VT TGS TAREIT VT, AH OB STHEs AL

B MOIEERIREA 2 ERIZIRY . EREICAFZERT A2 - s 2 ZB T2,

e FMEMREBROSHXERDSH S BE

o TUERERRE TRIEE 280 5 BE R UTEBIE O KRG B 2 R B ik 4
FEOMIREMELR L LN D HH

s HORERBOGI, UHEMNLHE L IFERL0 8 AR OERRED
HOHEBHE

o lEESHAEE (EhEsHRBRESED) OhLHBE

*  ECOG Performance Status 3-4 2 ¢y
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6. BEZEL CTHEET_&HE

@ FTTBE DN BLEIGREE SR D BRI S & R A ORI R UNE IR
Botdlio NEREERY -HSICHEE L TheERTLZ L,

@ JREEAIC T L. BE NEF OFRICESEREREE FaoBB L, RAEES
ThbLEETAI L, '

@ FRBEWER D=2 A MW T
o BEMIEBRAHLDNRA I ERHLOT, AECREICHTI > TiE, FHEHE

Wo(Bgn., FRRESE, s OfERRUIE X RREOFERS, Bset+
SRTATS k. Fie, LEIEUTEE CT, i~ b —SomEs £
H ok,

«  infusionreaction 23d Hii B I LAl A, infusion reaction 33 HILZHFAIZ
L EEIR B AT L Lo, EIRAEE T S TREOREEL I EE
THZE,

o BUREBESHEREEN S LA I LR E DO T, ARIOE GBI U5
SRR T B MRE R A (TSH, Bk T3, WA T4 HOWE) 2T D
k.,

o FERERERSEN B LA Z LA H A0 T, ABIOR S HEN R ORGSR P
EHIEY I TS EERTE (AST. ALT. v-GTP, AP, B U LE L EORE) &K
THI &,

o SEIBE WEARVIIEEEEREED) SOEEBLRREESLLDLD
S EBBADT, EHMNCIROREOEELHRTH 2 &, 72, IRORER
W LA, ERNERREAERT L O BHELIRET L2 L,

e EFOBSIZEY . BEORERIGICERT S EE R BN DR LIRERINE
RhLbhd I thbs, BENRDLRALEAIE, BRELEBHINLE
PG 7 ER & RER A S0 ERT & U OB RN E ATV BEORE
R £ ABIER A S 2 B &1L, ARIOREEFIE, RUBIHEEES
AELRIOEREEYEET AL, B, BIBRERLVE L OREIZL Y BIE
OB B2 DI, B ALE A O S oIe
LEETHIE,

o HEETHR, BCHBOGETAZRBL CTHLRIFRBRIRT L BB LTIH,
AHOBESHETEIILEMEROBRHIZASICERETH 2 L,

o | BUEERE (BIE 1 BUBRISEED) Ndbbh, HERAMES FT Y R A
CEALEAHHOT, OB, BEo, BUHSoRROBRLOEED R
SEET AL, | BEREARDN SRS EPEL AR R
HoREEDOBHAEEITI Z &,

@ #AHOBFEFASIZISV T, KEYNOTE-024 35 K U KEYNOTE-042 5B i3 5.5
Lahst, 0 k7. KEYNOTE-189 AR Clat 5MisE» 6 e BAKU 12 E., L
Ml 48 WA S TOMI L, £ 128 7212, KEYNOTE-407 B Tl 5Bba
b 6EE. RABRGISHE, UBZ4SHEETTORNTL, Zz0H 2B
T A DI E (T o TV I & AR L, ARG I EYNIC R RE TR
DOWEREITH Z &,

=
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BEERMEETA o4
NRh7u ) X<7 (BExFEkmz)
(BR5E4 : ¥4 PA—F RBHE 20 mg, XA b—F SHEBE 100 me)
~BERAE~

Rk 2 942 (FR3 041 2 AEET)
B S



B &

I C Iz

AHFOFF, TERET

iR R R A

FEERIZ DWW T

BeEHB L I B
FEICELTEETREHIHR

AR S i e

P2
P3
P4
PI5
P17
P18



1. LIz

SR OFH D - RO O DIZIT, ARSI ES BT ARk
LD, EH. MEORPHMOESII LY | IKEER L P OB B RER
FEHESPRRENDIT T, ZhOOEEMSEICHLEZBFCIRMT A 2 L 208D
PR & 72 o TEB Y BREMEER L W ORAF 2016 CERL 28 4E 6 B 2 AESRE)
KBEBWTYL, EREELREOEMORBILEELRA L L STV A,

BFRERMT R, SRS T e 7 s A AT OERL L L TR
BODIEWDD, 20D, AOERCEEMICET IEES T OSET5 £ o,
HEERELOBEL BRI A LAEFINALBRE T LTERT D E &L Bk
MABBER BRI E RG22 2 NI — OB, - T E R oA
THZERFETHD,

LIEBoT, ATA FTA4-Tli, BBRBREBESCINETIZE LR TV AR SEEL .
BRI RS E | DT OERMOFOE e M &2 8T 28,80 O MBE LB, B
FRUCBEFHEERT,

A, ARHA KZ A4 ik, MNTEE ANERELEFEEAOHEE, AREHEADAR
RRRESE P — IR EEA B AREENBES R AR A AR ER 2L 00
D EEREL 7,

| KR E TR DRI T A P A S RUEFE 20mg, ¥ A b b— X EEHE 100mg (—
B a7 ) X7 GEIEFHRIEL))

WRELAMEXNIAE . EERAE

HECRBRERVAE  BE, RAIIE, RAT7 o) X BETERL) LT, 1
6] 200 mg % 3 B RFINE T 30 5520 TAREHET S, 72770,
WRMEFGEOS S, REBMIZ 12 VAL TLT 5,

s WE S ¥ E  MSD RS




2. REOKE, ERRF

A b & ISR 20 mg RO AR 100mg (A e T a ) Av T (8
ETEBL) . BT TAR) 2v9,.) 1. PD-1 (programmed cell death-1) & & D Y
KT# % PD-LT BUIPD-L2 & OS2 EHEHE TS, b ME1gG4 £/ 7 o — T UF
Thb,

PD-1 R BEIE T Ml Se s B HELBHE 7o 5 1AL 2 72 9042 28 A ARAR SR 3 2 172 500 1l )
FA v FT. PD-1 1. BEERREEIZ BRI T Ml oMBEEICER L, BOA
R A S T R SRR E RS A I 5, Teb b, PD1 B A R LA
ST T LIt L VHBESEEIILE VST A GERAICEHBET OREERTH S, PD-LI
@E%ﬁﬁﬂﬁﬁé%ﬁﬁbfﬁ?%éﬁ\%<®ﬁ&%@?ﬁTﬁ%ﬁ@%%Mi
1 CEEIC R LTV 5, AAMELZ RS PD-LY OERIIT, BT, B,
Hﬂ@ﬁ\%%ﬁ‘%¢Mﬁ%ﬁ%®ﬁ&@ﬁhf%%ﬁﬂﬁ%ﬁﬁb\ﬁwiﬁﬁk
OFEEREE I TN D,

WD A ORI & PD-L1 BBEOFMEBEME S PD-1 & PD-LT OFMITEE
OEEREIT VT EERRE D I LRSS TE Y Hi P ABREOR L
LTHifFsh TV b,

AFL. PD-1 & PD-L1 BUFPD-L2 Offi U 4 FOREGEMET D I &2k 0 BT
e NI OB RIS ENE T U oo SkEEL S, SRS A FEEL
45 LTRSS RS RET D,

AFIONE RS GRE ORB RIS X 2BIEASNH b b, BRI TIZ
EAHEENH D, RAOBREPRUESHICE, BEOBEL ToICIT, B
B BB AL, BB LRI U S0 2k & B E FroERD & B L Ol
BN AN ATV B ORERIGIC X 2EIEAREDN 2 HEITE, BIBREE/L
RO ES OB MEET O LERH D,



3. BEBRRREE
EHERAEORGERII M2 T 2 R BERRORE 2R,

(]
OEWME I b % (KEYNOTE-041 35)

LFRBEEO2NIEA BV A7 GEEFEEEL) WUTFIA ) A=) 2105 ))
EEERO2 LURA L ETOSRERE AT 5RIGTR TS B 2GR E 42 5

(A ZhPEREAT S8R 37 B) Bt BIC, AH 2 meke 3 HAEME GLTF TQ3W) &1v5),)
BEORDERUZEESRS S, 28, BETH TERBETRRD LB a0,
BAREIT 2 R TERPRS DA SOBENICETE LT\ 3 BE Tt R RO
GETM TREET RO LN D T TRADBRE LR 2 2 L NAEE L &, TET
MIEE Th 5L IRECIST A F5 4 > LIARIZES < PoifilElz & 255457 (CR)
SUEBArZRE: (PRY] 1. 24% (95%IBHEIXI 1 12~41) Thot=, 2B, BRZEL
P REELE 10% T Hh o Tn,

OWsE THFRER (KEYNOTE-002 352)

A Y A2 T LD BRBEE R T A RIGYIFR AR B BAE RS 8. AH 2
mg/kg Q3W 5 KUY 10mg/kg Q3W B G DFEMER N &YEN, (bl E (Fh
STEVBIR, AARTIF RV EBXFEARBIART S F 0 Y E R
AL BLTF TICC R Lnvh,) 2BE LTREANE, A8, MG cEmErTR
P DN E BT, BT A RIS B WEDBRMIIER L TV B BH
THL, WIELIBE OB TR BEIT AR 6D F CARBOE S 2T 5 = L Ath
BE& S, EEEMIEH T 2EFHM (LUF TOS) L 5.) RUEBE A 7R (01
T IPFS] &35, L&, RANMESERRE S 8 LT, PFS 2B BIIER LT,

F1 HHERE (KEYNOTE-002 3RB)

AHKE 2 mg/ke AT 10 mg/kg b zsEE
Q3w Q3W _
_ (180 f5) (814 (179 #1)
refl [H] 13.4 14.7 11.0
(95%C1) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
08 | ~nF— Fipe 0.86 0.74
(95%C1) (0.67,1.10) (0.57, 0.96) -
p 0.1173 0.0106
g (R 2.9 2.9 2.7
{95%C1) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | ~F— RHp™ 0.57 0.50
(95%C1) (0.45, 0.73) {0.39, 0.64) -
p{E" < 0.0001 < 0.0001

C1: {EREKH, *1: RECIST #A1 F 51 > 1.1 BT I < MBTHF I I OIS B A 12 1. 7 54
*2 B Cox e W FBF A L BBk L bl 3

RO 75 v 7 #E




100

90 - i A28 1 kG QW
80 ] . B g g GOV
& 60 -
g 50 1
4 40 1
30
20 1
10 -
0 -t 7 T reeeoem e T R f kbl L
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# S (R
FH 2mg/kg Q3W 180 131 o5 70 &1 11 4]
AE0mgkg Q3W 181 138 o9 78 &7 12 G
{beegs 179 115 80 60 48 g 4]
1 OS ® Kaplan-Meier Bt (KEYNOTE-002 FABR)
100 -
80 J i D kg QIW
80 ] e B WiEAE PN ]
ﬁ 60 -
4 50 1
40
% 30°
20 ]
10 7
Q 1 I 3 ] ¥ H 1
G 2 4 & 8 i0 12 14
at riske% EHEELEERE IR

FH2mg/kg Q3w 180 153 74 53 26 9 4
FEiomgkg Q3W 181 158 82 55 29 15 5 1
(LR E0E 179 128 43 22 15 4 2 1

2 PFS @ Kaplan-Meier Bi## (KEYNOTE-002 )



WA FE AR (KEYNOTE-006 3XE))

AV AT LHHEEROCLRWRIIA D AT 8L 1 LI AL ETOI
FREREL AT ARGUR A ELBEREERE 2RI, A 10 mykg Q3W 125 %
U 10mg/kg 2 BRERFEE (LT TQ2wy 2 3,) B OFPMEBREMEN, 42U 4
w7 R E LTRE S, 723, EEETHE TEBETNED bhimgas . REE
TERPTIERP RO LRROVEDEEANCRE LT A BRE T3, KIELLE O I
THEBETHABRDLONDE TAROBRE L MGT 5 2 LR L S, TEEHEH
IZOS BRUPFS & &, AFNIA Y A7 LHE LT, OS RUPFS #ABIZHEE L
7=

F2 HOERE (KEYNOTE-006 RER)

A& 10 mg/kg AH 10 mglkg A LwT
Q3W Q2w
_ (277 1)) (279 {31 (278 #)
i [H NE NE . NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
08" AP R 0.69 0.63
(95%C1) {0.52,0.90) (0.47,0.83) —
P g 0.00358 0.00052
Hidufig [A] 4.1 55 2.8
- (95%CD) (2.9,6.9) (34,69 (2.8,2.9)
PES™ 5 | 4 W2 0.58 0.58
(95%C1) (0.47, 0.72) (0.46, 0.72) —
p A < 0.00001 <0.00001

Cl: fEHHKM, NE: BT, *1 . FHEREOF —#% 2015FE3 83 B8y FA 7. *2; 8%
Cox o/ F— FEFALL B Y be T L oidr, 3 BRI 7 I 2%, *4 : RECIST &
A BT A LRSS ST U O AR R R DNEIE IR 1T L A EME, *S . PR 05
# (W4FOHRIAL v bFT)



& 60 1
B 50
§ 40

30 7 o Emmgrkg QIW

20 e e FEEmESRE QI
10 7 o R0L7T

0 “drererrres prersrereT prrrrrres frrrrrTTY prrreere prrrrreeer prverrrTrY rrerrreers prrrrrrrer

at risk#
AE0mgskeg QW 279 266 248 233 219 212 177 &7 1% 4]
F#iomg/kg Q3W 277 266 251 238 215 202 158 71 8 D
AEULTT 278 242 212 188 169 187 117 B 17 o

3 OS ® Kaplan-Meier gi#t (KEYNOTE-006 FiE8R)

100 4
o0 s 210G /g TN
a0 ] - A mg kg QBW
£ 70 APULTT
B 60
ﬁ 507
% 40 N
10 L.
g+ T T T TR T T b
G 2 4 & 8 ¢ 12 i4
at riskg EREREEBER
FE0mg/kg QIW 279 231 147 98 49 7 2 0
FEomg/kg Q3W 277 235 133 95 53 7 1 1
AEULYT 278 186 88 42 18 2 0 0

M4 PFS ® Kaplan-Meier Hifit (KEYNOTE-006 382



OEBFLFFENEFRER (KEYNOTE-0543484)

SEEUEREO AT VU W OEMBEERE (ARANSHE ST g, i
HHNRRTE & UCORA200 mg QAW 5 OHMER RSN, I B REHBE L TR
e, RERME B BN R AEFHM CUF TRFS) L1a,) L xh, &R%lirTrs

EREHBLT, RFSEA

BlIZiER LT,

A H200 mg =5 R

Q3W
(51441 (50541
thaiE [H] NE 20.4

(95%CI) (NE, NE) (16.2, NE}

RFS™ A — B 0.57
(98%C1) (0.43, 0.74) _
P <0,0001

Cl: {(Z#EXM, NE: #ETRA. *1: PREESEOT — & : 201740 10R 2B 0 w 7. *2 @}

CoxiLfl V= FEFNIT LD T TR L OlER, *3: BR0 750 2 B0E, Q3W : 35EENG

5. NE : Not Estimated

& 40
E E
g 30 7
20 | By QAW
10 T N Skt
G 3 6 9 18 21 24
at risk2y mERETEg (A]
ZAFI200mg Q3W 514 438 413 392 73 15 o
TSR 505 415 363 323 264 60 15 0

®5 RFSOKaplan-Meierfi#t (KEYNOTE-05488)

W AJCC (American Joint Committee on Cnancer) THISE (B718) RSB, AF—UMA Ty
LSRR IR RS | mm B OBEG 04,



[Zat4]
OEWNE I b EREE (KEYNOTE-041 FR5R)
HERRIL, 41/42 65 (97, 6%) IZHb b, BBRIEE: ORREENEETERWVWESE
=T, 3442 B (81.0%) WWRH LN, BRES WU EOBIERARTROEED T
ot

4 BEEH 5% LOBHER (KEVNOTE-041 BlR)  (R&MsiaREr)
' Bl (%)

feE Pl 4 (SOC: System Organ Class)

HAFE (PT: Preferred Term) 2 mg/l;ingWE?ﬁ
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5

?Eﬂi {’ﬁﬁﬁ 34 (81.0) 7 (16.7) 2 {4.8)

ﬂﬂmmw 4 OH 0 o
CERREEE L e e T R

T’ﬂ... R _ 3 {7.1) e e
e ARMERS RSN ORE S e e

- s o) 00

AST HE D ) 3 (7.0 0 0

A EREREL SN 3 (7.1) 0 0
CHRERE U T L

%5 EEE 6 {14.3) 0 0

SRk Bk B 6 (14.3) 0 0

JEPE 3 (7.1) 0 0

Foks, EVELMEMIRER 1B (24%) . KBB4 - BEOTHE 2 #1 (4.8%) . FFHHERSE 3
Bl (7.1%) . FREAMMEREE 2 6] (4.8%) . HIREHREES 6 (143%) . infusion
reaction 1 1 (2.4%) RS E 2L 14 24%) B3 E?'J Hivlt, £, MRREE ¥

Voo S L—SEBRES) | EHRREE (RMEMENERAS) | RIEESE. 1| BERE,
EEOKEESE (RERIRIEERE, BN, ﬁﬂmﬁ%) Mede, ik - BRECEGRE
B EIENREE AT . 4TS - BB, RS, Sl IR A MR SRR, PRILAE S I
B ORIBFHREIRG Ol KR f’Eﬁﬂ%&i’ﬁﬁc{R IR ES ERERREELS
i) HEDEFERETRT,

@¥EAE T HERE (KEYNOTE-002 #8#%)

HEESRIT. 2mgkg Q3W B 172/178 71 (96.6%) . 10 mgkg Q3W £ 178/179 141 (99.4%)
FOVICC B 167171 8 (97.7%) (Zid b, BHRE L oRRERVBTETERVEE
mEE . FRER 121178 B (68.0%) . 133179 7 (74.3%) ROt 138/171 B (80.7%)

IZER BT, DTN OB TREBEN S%ULORERIEITROLEBY ThHho7z,



£S5 OWTRHOETEREERR 5% EOBHER (KEYNOTE-002 B (ZAMBreER)

FlE (%)

BEBHRKSE (SOC System " " ~
Organ Class} 2 mgikg QIWEE 10 mg/kg Q3WHE ICCH¥

HAFE (PT: Preferred Term) 178 179 7 171

{MedDRA ver.18.0) 2 Grade Gzac;e Grade 5 & Grade G;a(j: Grade 5 2 Grade G;a;le Grade 5

ZRHER 121 (68 0) 20 (11 2) 1 (0 6) 133 (743) 25 (140}

B L

138 (80 7) 45 (26 3) 0

MPEBLOY voslE
Wil 5 (2 8) 1 (06) 0 0
B ERBEAE 0 0 Y 0
B A A 1 (0.6) 0 ] {0.6) 0 0 14 (82 {3.5)
_ffﬁ_l.flf*ﬁﬁ’}‘ﬁ e 2 (1 1) . 0 . 08 1 06 0 16 (94) 4 (23)
Wﬁ%ﬂ%‘%m ..9 (51> b @y 0 00 L
) 5 (2‘8) 0
T C15 (84 0
Bl g (4.5) 0
g 2 (Lh 1 (0.6)
S EEREEL LRGSR ORE L T L e
5 15 6 (34) 1 (0.6) 0 8 @5 1 (06 0 10 (58 1 (0.6)
7 40 (225 2 .1y 0 52291y 1 (06) O 62 (363) 8 47} O
g‘éﬂ BT I ) B o n (6-1) o v 8 (47) 1 g 0
ﬂw&w& B U U T wé)_ o 0 1_3 (76) 529 0
RmpEodsEs 00 e e e e s e e e
AR 8 @y 0
BEMASEORSRMIEE 0 e e
EAERE 13 7.3 1 (0.8) 0 12 (6.7} 1 (06 0 9 (53) 1 (0.6 0
] Lo 26D 2 aD 0T B39 0 0 10 (58 1 (06 0
sERREL 0 e
ﬂi%fﬁt_:~mvf- 2 (LY 0 0 0 0
SR 1l es e an 0
REBEUHTMEEESE o
Etnd 5 (2.8 0 1 (06) 0
IR 9 (5.1 0 9 (5.0) 0
5 FEIE 37 (208) 0 42235 0
0 0
( (
0 0

._(53}.
(3.5

(39).. “o“ __._35 (20.5}
(0.0 0

14 (8.2)

=T
‘- o @ oo

9
6
6
4

=
e

i4 (8.2) 0

4 B2 3 (1.8

56 32.7) 4 (2.3
26052 4 03

9 (5.0 0
19 (10.6) 2 (1.1)
6 (8.9 1 (0.6
10 66 1 06)

o oo o;._'_
S oo o i

o

';4 (8.2).2..0...2.)“.
(64 0

o

)
_Z.'M
.
o]

35 (205) 1 ¢
2 (LY ]
6 (3.5 0
B 21 (11.8) 1% (10.1) B4 0
Bk i ks 328 1 10 (5.6) 1 0
SO (5.6 9 (5.0) 0

0.6) 0

2 (1.2)

NN R
co oo oo

oo oo ol

2. 2 mgkg Q3W BTN 10 mgke Q3W BHZBWTEAF N, BEHMER 1 fﬂ
(0.6%) BUr4B (22%) . KBS - EEOTH 1H] (0.6%) BT 6H (3.4%) . HE
BE (FF v« NU—EEEE) 201 (11%) KO0 %), el 135 (73%) &
Uwﬁ‘mww BiRERE (mmaﬁ%@@A%)M§mm@&01mumw\
TIRAHEEEIEE L H] (0.6%) ROV E (1.7%) . BRERERRE mﬁ(m%)&ow
14 (8.4%) . mfusmnreacnoni!fﬂ (1.1%) RO 3# (1.7%) . EW@E‘U’%’ #OURE
ﬁﬁﬁ@ﬁ\§%ﬁ%\ﬁﬁﬁ%%)lﬁUM%)&UI%HQ&@\%ﬁIQH&®O
ReOro By, TIEAREE/EE O IR 1 (0.6%) . MM#% - BEIEZA 0 IR TN 1 8 (0.6%) .

10



WU E 5L 0 FIRO 26 (11%) @ bini, 72, BIBEE. 1 BRRN,
s - BERCERMARIE , DR 4, SRR VB MR DRI, I LB i M OV SRR 13
b Lo, ABVERRSRRIIEEESR BRREERELEL) a8
TR,

A HIMAERE (KEYNOTE-006 %)

FEBESIL, 10 mgke Q3W B 264/277 #1(95.3%) . 10 mg/kg Q2W #¥ 275/278 {4 (98.9%)
R UUIPL BY 239/256 B (93.4%) (ZER» S, RBREE L OREMENEETERVHESH
@I ZAER 202277 B (72.9%) | 2217278 B (79.5%) R UF 1877256 i (73.0%) i
b L, WEN OB TREERN %LU LOBHERIZTROLBY ThHhoTo.

F6 WTRSOBTREEN 5% EOBHER (KEYNOTE-006 BB)  (ESEMRIT N S4EH)
1 1 e £ . s G _
BERIASE (SOC: System Toma ke QIWEE Toma v aQIWiE T

Organ Class} a
HAE (PT: PreferredTerm) 27781 27801 256
Grade Grade Grade

{MedDRAver.18.0) £ Grade 1.4 Grade 5 £Grade 3.4 Grade 5

ZElEH 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
WAREE L ey I e e S e
FLR B A VO E 725

KRR IR TE 21 (7.6 ]
R 5 {18 0
FHRR 3 29 5 (18
TH 40 (144) 3 (1.1)
I P g fE I 4.0) ] 20 (7.2) 0
i 31 (31.2) 1 (04 28 (10D 0
A 5 (18 0 10 (36) 1 (04
A RESLTUEERMORIE 0 A
&g 31 (11.2) 32 (IS 1 ({0
wmy 53 (19.) 1 58 209y 0
WRRE oo e e
ASTHE _
RAHE 1B e 0 0 17T 6D 0 20 a8 0
BEEABCORAMMES T e s e
BaETE 32 (16 1 04 0 26 (94 9 ¢ 13 (5.1
Lk _ 6 (2.2) 0 0 19 (68 1 (04 0 5 (20) 1
BOBBEUBTRAE U L e e
Z 5 FEAE 39 (14.1) 0 ¢ 40 (144 O 0 65 (254)
B 37 (13.4) 0 41 (147 0 37 (14.5)
SEEEE 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6

Grade 5 =Grade

R R T
23 e0 1 04 0z 08 0

<
o

<
=]
o]

15 (5.9) 0
19 (7.4) 16 (63)
58 (227 8 (3.1
1 04 0
2 (86 1 (0.4
14 (55 0

':"1':6”(':3.:6)' o
4 (14 4 (04
47 (169) 7 (2.5

o o oo o o

c oo oo o
coo oo ol

6 63) 2 ©8)
3 (52) 3

S @

LN

@) 1 9 0 146N 0 0 6 @Y

e
=

7235, 10 mgkg Q3W BER Y 10 my/kg Q2W BRIV TENE N, FIEMMZE 4 ¢
(1.4%) RIF14 (04%) . KB - BEOTH 06 (3.6%) KUI3#H (4.7%) |
REEE (X T - S L—JEREEE) 2 8] (0.7%) RUTO B, AFERREE 14 4 (5.1%)
FUR23 1A (8.3%) . EHEAERE (RAMEIMEMERE) 26 (0.7%) KU1 H (04%) .
TEAHEEREE 1 B (0.4%) BON 1) (0.4%) . SUIREREEAERE 28 #1 (10.1%) &UF33

1



il (11.9%) | BIEEEE 1M (04%) RUN24# (0.7%) . infusion reaction 7 % (2.5%)
BOYS 61 (1.8%) . 1 RFEIRHS 1 ] (0.4%) KON, BRIODEEREE (FRELERERE
TREE, ZIALEE SOOI 0 UL UN 1 9] (0.4%) . BEZS 1 18] (0.4%) & T 1 1 (0.4%) |
A - BERCHIBARAE 1 B (0.4%) JRTr 040, M4 « BRI 0 RN T Y (0.4%) | 3R
A E SR 3B (11%) RO (04%) b bhtn, £, HIE A SE, O
Ry Gt MEI /IR VESREIER | AR I R USRS EREE 12 b AL s 1o, ABIE
AR AEESRS BERENRELZESD) 2SDEHERE R,

OEFRAEF I HFSE (KEYNOTE-054 3U5%)
FEFERIDRABETIL 475500 1 (93.3%) 2. 77w REETIL 453/502 B (90.2%)
KRBT MR ORRBFSEE TERVEEFRIL, AFFETIE 396/509 4
(77.8%) {2, 77 LABETIE 332/502 B (66.1%) ZRB L7z, WPR OB TRESR
B S%E EORWERE TRO LB Thotz,

7 WTRHPOBTRTER 5%ELEOBER (KEYNOTE-054 BB (RS tesm
BOE MK S E (SO Tt (%)

SystemOrganClass) AR PlaceboB¥

FAEE (PT: PreferredTerm) 5094 5024}
(MedDRAver.20.1) £Grade Grade 3-4  Grade 5 2 Grade Grade 3-4  Grade 5
SREHEH 396 (778) 74 (145 1 {(0.2) 332 {(66.1) 17 (3.4 0
Pﬁﬁiﬁgﬁ%%gﬁfﬁfﬁ5ﬁi557'ﬁ*rﬁﬁﬁﬁﬁsz'lQ“ffffiif*};i*fh*;”ffff§fF“f e
AR BE TLIESE 49 98 1 (02 0 4 (0.8 0 0

R IR IS T 73 (14.3) ] 0 13 (2.6 o 0
T 94 (183 4 (0.8 0 82 163y 3 0.6 0
Bl 58 (114 0 0 43 (8.6 0 0
S ASEESLTEEROREE D e e
B 48 (9.4 0 0 34 (6.8) 0 ]
¥ 143 (281) 4 (08 0 135 (269) 2 (0.4)
AT 26 () 3 (08
AERABIOEAESRE e e e
e B i 50 (100) 3 (0.6 ] 47 (9.4) 0 0
BAwm 26 (5.0) 6 .0 15 Gy 0
mEgaE e i i s b s b
W WS L UABES SELE
AV _ 27 ] (0.2)
CRORBXURTREEE
OB 8%

e

.m_:.kséi..i

6.6 )

_,t iéﬁ)_“ :;

. O... . .49. _ {9.8). 0 S
Ee 49 (9.6} v 0 32 (6.4 0 0

PRE . KRB BT PEI R 15 41 (2.9%) . KIEZS - B O FHT 23 51 (4.5%) .
ITHEREIEE 46 131 (9.0%) |, BHEFEREE (RS HIEMES A% 206 (04%) | FEME
REMEE 1161 (2.2%) . BUIRRAREEAEISE 105 4] (20.6%) . EIRMMEREREEE 5 41 (1.0%) .

12



1 AR S ) (1.0%) . 5 & S 2 ] (0.4%) | Fhos - BERUHRIAREE 1 1 (0.2%) .
HEAS 2 (0.4%) . EIERREESTEE 1 @1 (02%) . DR 16 (0.2%) NS infusion
reaction 2 17 (0.4%) 7538 BT~ Fio, MEEEE (¥F9 - S EREE) | BE
DRTREREE (RS, AR, EOUERES) | Rk - B, seetimsb
MR SR . TR IR R QTR BRI 133 b ide Ao o ARRIER BB IR
EHES BERTEAE LS 2ADEERETRT,

13



B - HE]

BT AL B E R A RE 25 & LA ERRB (KEYNOTE-002 35 1
U'KEYNOTE-006 3488) D#FR, 2 mgke Q3W. 10 mgkg Q2W K TF 10 mg/kg Q3W
DT RO HRICE VDT HAFOFIMER L EEICEZSRERD k-
7.

AANO HEHEDBEAN O R, BEEABEEICRITS 200mg Q3W BB
AUC ok (EFHRREIZIIT D 6 BRI 0 M8 EE-RE RIS T8 O R [10%4, 90%
;) mgeday/ml) X 2,16 [1.45, 3.04] mg-day/mL TH Y. 2 mgkg Q3W LD
AUCsow (1.32[0.722,2.061 mg-day/mL) & 3EEI L, 10 mg/kg Q3W E 50D AUC. ous

(7.49 [4.32,11.3] mg-day/mL) % Flal-7=,

BEROERE 2R LB ORERICHITOR R, Mt sh-HE - B Q
mg/kg Q3W $5-. 10 mg/kg Q2W B H R UM 10 mg/kg Q3W $25.) OB T AUCwem
EHIM R UERME L OBICHBEZBEERRED bN o,

14



4. BWRIZOWT

VAT R A e B BRI R A KRR A & L CEAEUEE (BAIF5E) AR
BRTWA T L, YUHREAENICERTE AR THILERD D, TDOLET,
EEM ) R 7 SWEE RMP) CESE | AROERSZEEGRET ~0 B 5
b AR ThH- T, RAOEEAHE AT 220 - FE L, KFloRSICLVEER
BIfEF & 58 L BT 2 2 L ¥ E R o LT OO~@OF T &7 TR
CBWTHEAT 2R THS,

O mRIToONWT

M1 FTio (1) ~ (5) OWFRMIEES TR THD I &,

(1) B4 SHBREE DS E 3 5 28 A B ROEIE ILAUR S (HEH AT IR 28 A BB RRE I R
Mol 23 A I SUER . MRS A RER R F) (CFRE 30 48 4 B 1 BEFAL .
437 His%)

(2) HeEhbhEmEE (ERE 294 6 B 1 HEFR @ 85 Blik)

(3) EREAFEETE DS ET 205 A RGEIEANIR (DS AREEEERREAE, S AR HER
Wk, S AR EEEEHEE AR A &)

(8) AFACEFHER A IE L, SR RREINE 1 USRI RRIEMEA 2 DR
EAEH AT 2 TV AR (PR 284 7 A 1 BEEAR « 2540 Mk

(5) HLBHENEEA AL EEME O MR EEICR DB AT > TV D HER (O 28 7
H 1 HERA 1290 REFR)

-2 FEHERAEO LSRR ORIE RSB O S +5) e Al & B & FF o [R AT
(FROWTRPICEYST D ER) 25, SHE2EBORAICETIBROBEZT L LT
BEINLTHDS I L,

*

. ERG e 2 EONBFERET Lkls 5 EL LR AMEDEEHE
FoTnd o b, 5%, 24600 biE, AAMIRES 1L U MRS OE %
FT->TwvA I E,

. EMGER 2 EONEIMERET Lgic 5 £ Lo R EENEES RO
EERRER A A L TWA D b,

@ BROEESEFEFHROGRHICOVT

S S TR R T A HAE PERE s, RIEREN L OERED, AME - R
S PSSR B OB ER OEMS 0T D MR, HEFRPRE LB ORE
¥, BHRFELITONLERPE-TWD I L,

15




® BfER~ORRIZoNT
®-1 BifERRBEEORSEEICEE 5Bl

FEMMmZEESEOEELRERASRA L-BIZ, 24 BERRENO T, MikEn <
FOBE AR I 30V T, BEH L2 BIERICIS U T ARG E LD CT S ORHER OB
HUBEORHERDPY APICE LA, BHICHIERE R GRS T E 2 L,

@-2 ERFEEFLIFFESNCET3ES

BABRICED DEMB MR R L AT 2 EREEENBEH =2 Y vy
HEDIEFOAY Vo= TRATOERE SR A I TE 5 F— LAEFRKR A
fEEhThd &, 28, BEEHICSWT, BABRE L FORKICFSIIEmShT
WhH Ik,

@-3 BUERO2ZE-CHIGIZELT

BIMER (BIEMER B 2, KBS - WIEO TR, ITHERES, SRS (R
EEEMERRE) | ROWEE (FERERERSE, PRRgeiEs, Immms) |
VEFEIRA, S E MRk, B2 - SREUGRRIE, . EEORERE (LSRR
1B, ST, JEXFES) | infusionreaction, HW#S - BANEZS . MyERIEIE. iR
ME (T2 SRR | DR, S R R A S . A
CORRIFEEE) (Tt LT, MERMER U R E RS oW A AT A RN S S L (8
TERORERMACE LIRS R U EA R ORARMIIS D 2 L) | H i@
WENTEDEFNE-TND I &,

16



5. EBLRLBE
(A7t B 5 HIE]
O FTROBFIIBWTARIOFEEN R SR TS,
o (EEEEREO 2\ O R UYL REE O b HARIAYIR AR B R AR
o ZLERBOAT I FD oE R EREI BT DINRMIEE
233, BRAF BHEFERAZATAEFITHVTIE, BRAF AFANIC L5 LS E
ThHZL,

@ TS B AR O R R TR W TIE, AR OF PR S TR
L. AAOEREREE LR,
o MOBTEMEEA L AL TREESLDBRY

[Zathic 4 5 FH]

O FERITHEUTZ ABEFIZOVWTRAEFOBERBRLE ENTWHZ &b BEZT
iz &,
s KRFNORAT R UREUE DR B 5B

@ HREROnIC BV TT RN Cﬁﬁﬁﬂ‘éfﬁ%’“%i’)%'ﬂi\ AR OEREEHER IR 2D
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