WA RER 1130515
SR 294 11 B 30 B

wOE KR |
& REFRED |HEEEH B) & B
% B K |

¢

EASBHEER AEFELREXLBETEREE
(A B 4 %) :

NATEY X T GRETHERZ) 8 OREERAEN 4 K512 (i
B % 2 U o SHE) DAER R R RAEE S A K A > (/AR
BHEREE) 0 BHECNT

. ﬁﬁ%ﬁﬁa&&i@%ﬁﬁﬂmw(Im%&mﬂzaﬁﬁ&ﬁ)
b\T\E%?E’JIE_%uu@ﬁ}ﬂ@%ﬁ{b?&@%@‘é TEBRBEVIAENRED & %:ﬁ
JCEFHERGZRICLERBEICRIT 5 e DICREEREET A F
SAVEERTDHIEELTWVET,

SR, RhT ) XwT (BrFAEEL) 8E (RES : ¥4 IVI/-—&)‘i
| EEIE 20mg ROUR 100mg) IZ0WT, dBEIR VX Y LoSEITR LT
BTAB0BEEELNNROLBYREFERAHEET A RT 4L LTRY
TLHOELEDOT, TOEMBICY o Tk AHA RTA VIOV TEES
h3k5, BERNOEERBERVCERICHETIAMEZBENLET,

. NaTr ) XvT BETFESEZ) B L N CEEER

EHEICS L THERTAEOEEFRHEIISDWVWTIL., =R~ 7 (BaTFHE#
Z) BARUORLT R Y X7 (BEFHEEZ) BAORBEERMEET A K
FA4 Ly GEAMIREECEERRBAIE) 2o\ T (FRk29 22 H 14 B
JERAEKER 214 B1EEAYBEEX - AEHAREEMFEEERE
BH) WLV, ThEPRRLTEREEIATT,

=N «\°A7“n Yy X< (E{ﬁ%fﬁﬁiﬁi) BIHOFER LOEENRITEN
I, UHERFEIIOWT, TNENHEDO LBV HENEZLE
L7znT, EENOEFEEEERVCERICHTIEAMEBEVLET, 28,
RWERDOERBEERHEETA K714 0, BIEEEDLEY TY,



#/J\%mﬂﬁﬂﬁiﬁ@%iﬁﬁﬁﬁ?ﬁiﬁﬁ4 NS

R

£ > DWRETEFT (5 IR RR)

CI: {E#XH]. NE : #ER", *1 : RECIST HA

RIA4 v 1.1 BRICES S, 2 : 8

a ' N
it A T (TR B~y (B REHAIR)
4= # 1 FPVERAR (KEYNOTE-024 308R) 48—y | (10BN -

) = 1)
ity £f§% _
%EJE 10 3 6.0
g1 | 103 6.0
(95cT) | 6L NE) | (4.2, 6.2)
PFS*Y /\‘ﬂ:% ) O. 50
| k| (.37, -
(95%CI) 0. 68) =
P & <0. 001
Ei[jg%E NE -~ NE
Al 5= NE
(osuc) | QB NE) | (9.4, NE)
08™ | 2 H— 0. 60
FeM | (0.41, ~
(95%CI) 0. 89) =
P1E" 0. 005

Bl Cox HHINF— REFMC LB 75T |




PEbEREL OB %3 BRlu SIS

BE, *4 . PREENTEOF —& 2016 £5 A 9
HA vy b E7 ’

%9 ﬁ;jyriﬁfz%ﬁ (KEYNOTE—OIO HER)

6~ N— 6 R— (& 2 DBM)
AFH 2 AFI10 | FEZ* : :
mg/kg mg/kg )
Q3W Q3w ,
(344 ) | (346 1) | (343 i)
0S| HxfE | 10.4 12.7 8.5
| [A] (9. 4, (10. 0, (7.5,
(95%CI | 11.9) 17.3) 9.8)
) .
NP— 10,71 0.61
FEe™ | (0.58, (0. 49, =
(95%CI | 0.88) 0.75)
) <0.001 | <0.001
Cl: (EHEXRI, *1 : B3I Cox HFINYF—KRET
MIED FEEXEN L DB, *2 : BRla S
TV IRE - | | .
T—Y 1 R3 WTNHSOBETREAEN L EORER | 63— | TR0 TRIREN 55 EORIER (&2

(VAT G4

2ERIXKSEE (SOC: System Organ Class)

PERRHTH B

S0C -
PT

HAZE (PT: Preferred Term)




(MedDRA ver. 19. 0)

(MedDRA ver. 19.0) -

8= e, EEORERE (KEHEBERERRE, £ | 72— 7. EEOKEEE (RENEREER. £
SALBE. BREES) . BIRHMERE, BEME AL, HREES) . BITMEREE, BEEGE
TE. MR - BEER, SR, UL, % 737 g - BEREZE, 58D ARG AIT
Bt/ NRISA PESRBENS . VA bR i ONFRSE wen&moto |
KB IIRD b2 hotz, :
9R—Y | FA4 WENP OB TREREEN WL EORBIER | 8 ~—Y WD OFE TRIFREN S%H_I:@E'H/Eﬁﬁ (&2
(ZEMMYT ot R EM) PERRYT ot RE])
a%E/DJ'U( 748 (SOC: System Organ Class) SOC
EAZE (PT: Preferred Term) PT
(MedDRA ver. 18.0) v (MedDRA ver. 18. 0)
9 R— iz, BEMENE. MK - BEX, SE5E | 8— £, EEMHEE. MK - HER, SEHE
K, DFR, St/ MR BTN, BB REDRLHRITZBD SizhroTz,
MR MR ORFRBEIIRD bhidol, ,
10—y |O-1 FEo (1) ~ (5) oVThnicEST @-1 TREo (1) ~ (6) OWVTFRMTHYT

LR THD T &,

(1) BEEFBRENIEET 2N ADFRELEIL K
bt (ERE RS A B PRE s L sRER, He
03 A B L . RS B Sl
&k)Cﬁ&@ﬁﬂﬁlBﬁﬁ.@gﬁ%

@)ﬁﬁ%%ﬁ%(ﬁﬁg&?@ﬂlaﬁﬁ:&

Btia
(3). %‘Bfﬂ“ﬁﬁ%ﬂ%ﬁ)?’ﬁmﬁ‘émh ﬁ@%ﬁl&n

9 ~—y

LDHMERTHDHZ &,

(1) BEAFBRENEET 208 AZEOEENLK
WitE (BERERAZ %@%% R BT
ﬂﬁmh S OB HL SRR, MRS A B

Beiz &) (FRk 284E 10-H 1 AREE gn
'ﬁ“)

| () MR (TR 284E0-A 1 AR : 84

i)




(DA RHFCEHEIRERBL., 23 AR HREER /)
e, BSADEEEHSER R L)

(4) SARACEFRIEZELZRE L. S b BRENME
1 XIS s b 2 BB 2 DR ER eI 4R
LEHEIT->TWAHEER (EK 2847 A 1
A BE A ;2540 HEER) .

(5) FLEMIEER L ERME OMEER B ITfR
HEEEIT> TV AHER (PR 2847 A 1
B EES ;1290 HEsy |

©) BERRAESEET 55 A DR

(BABFEERER. 2 ARREER
Tl B ARREEHEERE R L)

() ASRACERIEEZRE L. SR LB

BSOS SRICEREME 2 O KL |
RABBHEITo TV Bl (ERL274ET A
1 BIRFA ; 2538-fER%

| (5) LM BRI AL F % TN 0D B BT VT AR

DIEHEITo COVDHER (FR2HET A 1
H R : 1284 H7%)

1Ry

@-3 BHEROBWLxIGICE LT .

BIER (MEMMERIIMZ, KBK - EED
TH, IFEEE. BleEE (RETEEE
BRE), NHWEE (TRAERERS. FRIR
HrEREE, BIEMEESE). 1EERK. 5895
BRR. Bk - BB RARE. A, BEEDOKRKE
MEE (REHEIRERE. AR, EREE
%). infusion reaction, FM#K - BEARAK. EE
HIESE, MREE (X5 - NU—ERERS) .
DR, St i/ MR/ MR BER . iR
., FRIFEKBE) 1T LT, YRR T EME
EREEOEMELE T HEM L EEL (BIE
R OBWRRISIZBE L THERUOEEZZITL

10 ~—

®-3 BEIEADOZWrCRIICEE LT

BIER (BEMMERICNL, KBE - EED
TR, FFHERERES. BHERESE (RMEREMSE
BRE) . WowEE (TEAEERSE. FIRR
KiElEE, BIBHEES). 18ERK. S5
fRA. Bk - BN RARIE., FER, EEORE
MEE (REREREGR. SN, EXAE
%) . infusion reaction. JN# - BHRELR. HIE

TR, FRREE (X7 S IERRS),
DHRE) IR LT, YRR X T B E AR

BOEME LA T 5 EN L EE L GUEROD
WFORSIC I L TSR URE R ST bh B4
PECH % = &) B IR MBS T & B bt

NOEHICHDZ L), ELITHETRLEN TX

| BESTNWBTZ L,




SERINESTVWBE I L,

ﬁﬁy@:éﬂi@%ﬁﬁﬂﬂﬁ@iwf RIA /ODE&.:T%FJ? CREPSEEED)

R 1B
YN ~ (T#EGER) BYR— - (BUHARERHIRR)
4= FEFFEA ThHEHE [RECIST VA FFA | 42— EFHEHE T DELHE [RECIST XA KT A
Y LURIZES S BB L B522ES (CR) Y L1RZES S FRHUEIC L B2 58E0 (CR)
i35S (PR)] i, 24% (95%(SHEKA : 12 XI3EmFES (PR)] 1%, 24% (95*%1‘%%!:%
~41) Th-olz, 728, FHNCERE L -BREE ~41) ThoTz,
10%TH o7, , _
4= K1 _HRMERE (KEYNOTE-002 3R5R) 4R—D (& 1 »EMm)
AF| 2 | AAI10 | b5
mg/kg | mg/kg &
Q3w Q3w
(180 | (1814) | (179 i)
- B -
0S | HFifE 13.4 14.7 11.0
[A] (1.0, | (11.3, | (8.9,
(95%CI) | 16.4) 19. 5) 13.8)
NPF—F | 0.86 0. 74 |
=i (0.67, | (0.57, | =—
(95%CT) | 1.10) | 0.96) |
P{E® | 0.1173 | 0.0106
PFS" | HififE 2.9 2.9 2.7




[A] (2.8, (2.8, (2.5,
(95%CID) ‘| 3.8) 4.7) 2.8)
APF—FK | 0.57 | 0.50 '

= o (0.45, | 0.39, | —
(95%CI) | 0.73) 0. 64) '

P {E” < <

o 0.0001 | 0.0001
CI: {E#HXM, *1: RECISTHA RIA 1. 1/R

(CFD  SBHRFHE R OEEHRFIEIC L D8F

i, *2 : @R Cox HHINF— REFIIZ L B4k

SRR L DR, *3 E%uﬁ?/ﬁﬁm.

| 63— %2 ﬁ%i&ﬁ(mmm&maﬁ%) 62— (3% 2 DEHN)
AFI10 | AFI10 | £ Y '
mg/kg mg/kg | A=
Q3w Q2w
(277 (279 (278
| Bi) #i) Bi) .
08" | HRE NE NE NE
[A] (NE, (NE, (13,
(95%CI) | NE) NE) NE)
~PF—=F| 0.69 | 0.63
Eb* (0.52, | (0.47, =
(95%CI) | 0.90) | 0.83)
P/E® |0.00358 | 0. 00052
PFS™® | HiifE 4.1 5.5 2.8
[A] (2.9, (3.4, | (2.8,




(95%CI) 6.9) 6.9) 2.9)
NYF—TR | 0.58 0.58 '
tb* (0.47, | (0. 46, -
(95%CI) | 0.72) 0.72)
P{E® < <
0. 00001 | 0. 00001
CI: {E#XR, NE: #EERHA, *1 : TR

DF—H :20154E3A3HI Y bAT, x2: @
B Cox LEBI N — REFNMIZ LI AL B Y AT

& DR, *3 : BRIa 75 v ME, *4 : RECIST

HA BT A 1.1 BICEES < ST U 7z g
ERVEREMEIC L 5. *5 . PRIFRHTE
DT —H (0145 E9H3HI Y FF7)

WS (RMETHESEELAS). BIBEE. 1
@%EF\EW®&EEE(&ﬁHﬁmT@ﬁ\
SR, BREES) . BR, HK - BOUFR
fEAE, EIERREEUIE, MR - BEIER, DR,

8~—Y | R3 RIP R LORIER (REMMHT | 72— | R FRENWULOBHER (LTS
‘ SERM) ' =G
= ERRSHE (SOC System Organ Class) SoC
FAFE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
8§ R—Y Tz, HEEE (X7 - NV—V@%%)%§7NFV £, HREE (X7 - AV*fﬁﬁ%)

HEEEE (RAEHEEELS) . BIREE, 1
BRERA, EEOREEE (B8 REERIRE G,
ZALBE, BREES) . R, HiR - SR
fRAE, BEEMHEIE. BR - BIERRESCLHK




Se Bt/ DRI PESRBEN . M R i & O
SERRBIIRD b ok,

m%banamoto

g R— R4 WTNDORTREARY SR EORHER | 81— ' | & 1/\‘?‘73’11#0)?%’(%%4?)" 5%14_1:@5'11’5}13
(ZEMEMEAT X542 M) ' , (ﬁ‘é MERRAT ﬂ%ﬁﬁ‘])
BERIKSE (SOC: System Organ Class) soc
FHAFE (PT: Preferred Term) PT _
(MedDRA ver. 18.0) . (MedDRA ver. 18.0) .
9 R— E7o, BIBESE, 1RERR. % - Fﬁﬂlﬁfﬁﬂ 8 R—y ¥, BIBHE, 13RI, Bk - s
O BRRE, OBk S tE MR SRR, 1 ﬁ?ﬁ&—@lbﬁ%%ﬁ%@b%h&#ota
| It R NIRIFERBE IR O b izd oz, C _
10— [ RE WTUNLOBETREFEN S%U\JZ@E' f’ﬁfﬁ | 9= F VTR LORETREEREEN %L, EDOEIER
(R2MAENT R S ER) (BT R E )
%%E)”J’ﬁ( 7¥8 (SOC: System Organ Class) SoC
HEAFE (PT: Preferred Term) - PT .
(MedDRA ver. 18.0) ' | ‘ (MedDRA ver. 18.0) .
10— | k72, HEEGENE, UK, ﬁﬁfﬁ]ﬁld\*ﬁﬁ 9R—Y T, EEGENEESDHRIIRD SN
D YESEBENS ., BRI T iﬁﬁﬂ&()‘ﬁ'ﬁﬂ‘ﬁﬂ% 1158 27,
nihoie,
N~A—Y [O1 FE® (1) ~ (6) OVFRIREET 10—y |O-1 FTEO () ~ 6) OVFNNEET
DR THDHZ &, ‘ LHRTHDHZ L, 3

(1) BAEXBREAEET 2842 %@#%ﬁ
RBEE (%‘BJEH?L?-#/V OFEBEHLRUR BT

(1) EARBRERBET ZRAD %@%ma'
ﬁh%(%%ﬁﬁmh S O L R B




»

S ARSI EHEHL RURRR, HUsAS A SRR
2Y) (FERL294E4 A 1 BREA @ 434 fisy
(2) ¥rERBEmBT (ERL294E 6 A 1 HERA : 85
MiEX) '

(3) FERFRAMBTIIRE T 5 2 A RO b
(B ABREEEIRR TR, S A S EEE R

Wb, DSAREEHEERRRR L)

(4) S RALFRIERZRE L. FRRACZERRIEINE
1 XIS RACFEFIE NS 2 O HEFRHE I 4%
LEEHEIT>TWVWAHER (FR 2847 A 1
H B : 2540 M%) |

- (5) DUBMERESE AL S5 & BN O3k B % 1T 4R
LEHEToCVAHMER (TR 28F7H 1)

BB 1200 HEER)

HAIRAS AR HL R, MU A A
AR L) (AR 2845 10-8 1 HEEA : 427
Hask |
(2) FeEMAERDE (R 284500 1 B : 84
i . :
(3) FEMFRMERIEET 2B ADPOEE R
(B ABIFEEEIEERB, BAZIOEER
- REBE. B ARBREERERRER L) ‘

() ASRALSREE A RE L, S b2k

B 1 UISSRALREINE 2 DR EHIC
- RBBEHET o TWAMER (B 274E 7 A
1 HEFAR : 2538-1ifi3%)
(5) FURBHEREBEAIAL S & BANGE OO H AR 2 2 1T £R
LEHEIT> TV DR (FRR2-ET7 A 1
B R 1284-0iR) | -

12—

®-3 BIEROBE SRl L <
BIER (REMMERI L. KBk - EEO

TR, FTREEREE. BAEREE (RMSRIEM

BRE) . NOWES (TERERERE, PR
WREREE. BIRMERE), 18ERKE. 5&9
BRR. Wk - BIRURAREE, Mk, BEEDOKRE
e (RERIEIRIEGRRE, SRR, ERAEE
%). infusion reaction, F%#% - BEMEZA. ERE
FEE, MREE (X7 - N —EEES)

11 =

©@-3 BIfERDOBHCXRIZE LT

BIVER (MEMEMERBRIZMZ., KBk - BEED
TH. SRS, BHREREE (REEHEME
BRE), NOWHEE (FEAMRERE, PR
HREREE, RIS, 1 BBERK, S5
Bk, K - BEHRAEE, BEX. BEEOKRE
EE (RGREIRERR, SAH. BEXEE
%), infusion reaction. AMZ% - BEMEZ. HEIJE
g E . MRREE (X7 v - N —ERES) .




UERR Stk /MR M SRBEE . St
|, FREFERIESE) X LT, HEMER UL

EREBEOFMM LT T HEMEEEL (BIfE

HAoOZEHOXIGICBE L THRERVXELXZITH
NEEHFICHD L), EbICHEDRAERTE
HIEEINESTNWNB I L, "

DEERE) TR LT, SRR ST B SR |
BEOFMEEFT SR L EE L (BIEROR
WOt B L CHE R OX BRI b b4k

1HICH D Z &) EDITHERLENRTE 5leif%ﬂ_

NESTWBZ L,




B

BREFEHEET A R4

S RATrY AT (REFHEBEZ)
(R4 : %A A —F SBEHE 20 mg, ¥4 FA—F AEBE 100 mg)

~EREERSE Y URNE~

ERR2 941 1 1
JEA FBE



B &

AN

iz -

AFN DR, TEFRBF
ER PR AR
HERIZHOWT
BEXRLIRDBE

BEICBELTEETNESEHE

P2
P3
P4
P6
P8
P9



1. BUdiC

SR DR -+ REMOTERO I, ﬁﬁig%kgomtﬁlﬁﬁﬁmﬁb
BB, &bz, EEORERROERICL Y | FHKERR S & OEH02 FHIERS
FEERSSEBINDHT, ThbOEES ¥ EICLERRHICRIET 5 2 L ABERO
BEL 2o TR Y BHMBCEER L SED LA 2016 CERL 28 4 6 7 2 B HERE)
ZBVTH, EHMERREOEROREHELRS L L SRLTVS,
FREFSFFERR . BRERSRAM T 1 7 7 A VRBEFEOERS LI 5 R
BRBZEBDD, DD, PR VOCRLHICET 2 HEHRB+0EET S £ TORM.
YUFERROBEER T 5T LAMFSNB BEICH LTHAT S & & bic, BlfE
FRE LLBRICLBRANGE £ 5 2 & BT E OB LI EARRE T
THEBREETHS,

LR T, RHA KA LTI, RIS D E T8 5T B ESIS -
REMAMIES S, YT OERBORE R EHEET SRS BEREM, EL

- FRUOBEEEERTT,

BB BTA FT A %, BATBUE A EIR SRR OB, AWHFEEA BA
FRARIEE TR, —RAEEEA B ARBRRARES RO —RAEFEA B ALKEROHH D
b EER LT

Xt L fxé&%uﬁ'a XA M—F REEE20mg, ¥ bA—4F ﬁﬁ*%& 100 0 mg (—
s RaT ) XvT (ExFE#EL))

HRLRBPENINR : BRIUIBEMEOHIA T VX ) Vo3 E

AL RAFEROAR B, RAIKIL, A7 n) Xv7 (BEFEHRZ) LT, 1
[ 200 mg % 3 W T 30 %F‘ﬁmj‘f RIRET Do '

B 15 IR 5% ¥ #F . MSD B E&H




2. AFOKE. R

FA b SEHE 20 mg RUN100mg (—fR4 : AT ) XvT (RETHR
Z). LLF TA# &vv5,) % PD-1 (programmed cell death-1) & %D Y H¥ FTh
% PD-L1 RU'PD-L2 & OB ZEEMAET St MEigG4 £/ 7 a—F 5K TH S,

PD-1 /R E13 T MRS oS BE M BN 5 7= DI B AMBA DRI $ 2 =72 G il
AL v F T, PD-1 iE, BERRIBICVTESEE T it oMRRREICRER L, HES
L ERSESUALBEXLERI BN EHIET S, TRbH, PD-1 XY H U NLf
ATBI LIV RRESERICL B VA EERZAICHET 52/ TH B, PDLI
DEFEHBIZB T HHBITO TN THIB . ELOBRAMBETIEITHIROBEZZMZS
IECBRICERL TV 3D, BAMKRIZEITS PD-L1 OFEBHRIT. BHIE. HRE.
FrHAREE. DRELHE. #mﬁm%ﬁ&a@%&&»mr%ﬁram%f&n BV
 E ORBHERSE Sh T3,

BEOB A DBEKRMT% L PD-L1 HEOMBEMED S PD-1 & PD-L1 OREIIEED
ﬁﬁ@ﬁkkwfigt&ﬂ%woh&mvwéhfkn %L&#h%ﬁ@ﬁ%kb
THHFINL TV,

ﬁ%iIDl&mnA&Umna@ﬁJﬁ/LmﬁA%m£fé iz iD\E%
MARETOEEHENMREEET J U REEE LS RS AE L BEEET
5L THIEBHRERET D,

AFI O VEFIMFIC 5 < BEORERIGIC L 5BIERERS bbh, BEEUIELEIC
ELMEMN DB, FROBREFRURESICIL. BEOBEEEZ TV, REFR
 BATEBAITIE. B U BRI U SFIR0 A ik & (EER % 1 M & i L Ol
@&%%W%%ﬁw BEDRERIGZL EIERBRRDN2BEICIX. BIBRREHR NV
L RIDOBEEDBEERINBRTO LERD D, .



3. ERBRER | |
BREIEBEO MR X ) R EORRBEFICFTMZIT - - ERBERRARO
’&F%%? |

[E%hiE]
[ERERSE MHRE (KEYNOTE-087 at:ffﬁ) , -
BREZHERAEDOHRES X ) U ERE (210 61, BAAN 10 fl2ETe) DL
TD3 DD adm— bEFHRIT, KA 200 mg 3 BREMRER G OENER CREEIRET
iz, - ‘
E%ﬁm%&m@%ﬁﬁ@ﬁ{& i, Ty YR YT RNFUCKBIRER YA
& (=F—1F1) .
- BRELSHBRBEEES CTHY ., »OT LI YFv<Ts RFFUC éi’“ﬁ%
XiT7BE (ak—12) _
- BRENBMEBEMTRIC, 7L YFivT RFFUICLBIER (—,*Yﬁtié.‘a%
XITBBFREO—RLE LTOT Ly YF<T RNFUIZL BRTAERIIEE
BV BRI TWRVWEE (24— h3) : '

2B, EERFE CREETIRD bhBaic, ﬁ*éﬁ%rﬂ“&zﬁ Abaniﬁb\
& DEEFRIICEE LTV 5 BE Tk, KEIDMEOEE I CREETARD b DET
AR OBEEMET 52 L BNTEE Shiz, EEEEE CHOEPR (T IWG
criteria (2007) (ZES<S FRHEFEIC K 557ELFES (CR) XiTFHHES (PR) DEIE)
IR 1DEBY Thot, BB, FRIIRESNBEEDHRIT. WPhoak—hb
20%TdH o7,
il HOHESRSM (KEYNOTE-087 HIR)

ak— p1 agk— k2 a7k~ b3
(69%1)) (81451 (60f)

55£%E% (CR) 15 (21.7) 18 (222) 13 (21.7)
p— woH%ES (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) &€ (SD) 13 (18.8) 9 (11.1) 13 (21.7)
1T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

A gE 3 (43) 2 (2.5) 0

#Z4%= (CR+PR) (%) 72.5 65.4 66.7
(95%fE X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Z4i]
EREI RS DARE (KEYNOTE-087 3 5k)
HEESIIRB LT 202210 1 (96.2%) 1238 S, BIVEMAIX 144/210 51 (68.6%)

ICERD HTn, BEEDN 5%U LORWERIZR 2D LB THoTz,
22 RBEBN 5% EORIER (REMERITIIRER)

F/EBIKSIE (SOC: System Organ Class) g%ig;
HEAZE (PT: Preferred Term) 21051
(MedDRA/J ver.19.0) e PERTEETTE
ﬁ%’l{’ﬁﬁﬁ 144 (68.6) 23 (11.0)
‘,»w:-;'nh " TRRLE S N R R A N X

s T
25 U!b"

4 HER

¥, MEMERMERIZ 6 81 (29%). KX - EEOTHIL 3 6] (1.4%). #REE
(XZ7 v« NU—EFEHS) 1216 (0.5%). FFHEREEET 8 il (3.8%). FIRRH#E
REE 1L 29 41 (13.8%) | F5 2% - BRAC AR BAARIE 13 2 41 (1.0%) . Infusion reaction 13 17 %1 (8.1%) |
B HELE 2 B (1.0%) BROUHEE 16 (05%) TRObNE, £, BEOK
JEFEE (REHIEIREMR, S, BREES). TEREERES. RITHEREE.
| BUgER . BHREEE (RMEMEERRE) . Bk, BEREMGENE. MK - BEER,
o B ML/ MBI MBS . P MR M K ORISR bR oT,



4, ﬁﬁwuowr

BAME L L CHARERE (SFFE) FEELR TN &b, YA Ll
ﬂh%ﬁf%ém R THILERDD, TOLT, AFOBRENEN 2 BE 2D - 1
EL. AFOREIC L ) EERBER 2 RER LEBICHRT 5 Z L BBERED, UTF
DO~@DT T & W TRBICRVTHEATINETHD,

@ MHRRIZOWT

@1 TFEO (1) ~ 5) v \-uz(é[lha—éjﬁ’: ¥ ChB &

(1) EAERBAESIEET 55 ADRESILARIES RBRFR A BRESIL R,
g 0s A S REEHLRIRIE., MUK A RRRE 2 L) (ZFEEZQEE4H 1 E!H#ﬁ 434
Hig%) :

(2) FEERRERRE (FRR294 6 A 1 BRER : 85 HEsR) .

() HERROESIEETH0ALIESERR (BAZ %@%%?“ﬁ;’rh A RE Y
Bk, 2 ABREEHEERRL L)

(4 ARALFREEZREL. %%(E%ﬁ&bﬂﬁlX&i%ﬁ%{t%ﬁ?‘ibﬂ%20)ﬁﬁ RELYE
R BB ET > TV DHER (EAR284E 7 A 1 BREA : 2540 HERR) ,

(5) PUBMIEEANLS S EIME O IR D BHEIT> TV AR (TR 28 £ 7
A1 BEEAR ;1290 HEaR) - :

g0y ﬁﬁ%fy#y)yﬂ@@m#ﬁ&&wawm%ﬁﬁmﬁm 4P iR
B OB (FROVTROIHES T EM) 55, SHBRAOFAICET 5HRO
BEEL LCRBESh TS L,

%

o EMBRHFREE 2 FOMMBHE LR T LcRIC 5 £LL LD B AIERDBRRIHE 21T
STWNWBHZ &, 9 b, 24?151J\J:i WA EYIRRE R E & Lfgﬁﬁﬁﬁﬂﬁﬁ%@ﬁ{%%ﬁ
RoTWNWBRZ &,

o [ERRFFRUSE 2’550)75)]@5}1‘{%%%7 L7241 4fﬁui®ﬁﬂfﬁﬁ%ﬁ L'Clz\Zo z
o Dbl 3EL LI, EhBEMEEORAEYRE & CRELRFEOHEE
fToTWBZ L, ' ' ’

Q@ BENOERZFREBEOEHICONT

EELESETRICAETIEAE/WBIN, HELENLOHFRERD, B - &
EMEEZNFROETER PEME IR 5 FHIRML. ﬁ$$%z>%é L7=%BEa0HE
¥F., ERFEOMIITONDEHFINRESTWA I L,




® BlIERA~DORRIZOVT
@-1 MRkt BT 2 EMS |
BEEMRBSEO BB RBERSRAE LB, 24 REBREHOT. YsiRX
FOEERRIC RV T, BB LEBHERICS U CABREER O CT £ 0ORIER OB %
ERRAEOEENY HRIELN., EbiICrSTEEEHRE-THNEZ L,

| @2 ERAREIC L S AEERAICET 5B | -
B ABRICHED 5 BN MR I BT 5 ERAEEESEERT = V7

%EHJT_%FODX?)—"/?%?‘?D‘H‘EY ELiEREHE T 35— AEREH NE
WERTNBE L, 5, BHAMICOVT, HABE L EORRIHHIAR ST
WwaszZe,

@-3 BWER ORETOXIGICBLT

BIfER (RIEMERRBICZ . K% - F EEOTHL FFigREREE %‘%ﬁu %‘ (E’K#Ev |

EREMBRE) ., NOWEE (FTEAKESS. FREBERE, BIEHEES) . |
BRI, B8Ok, B2 - ESUGRAREE. Hﬁﬁé BEOKRBEESE (Bi'!%*ﬁﬂﬁﬁﬁﬁﬁ-
B, S, EXEES) . infusion reaction. MM - BEIRK. EEMHEIE. HRE
E (XFTv - NUEEES) . LR, SR/ MRBOERSER, ELEEL, K
| SEEOBA) TR LT, MR Xiﬂ%[ﬁﬁ%@%ﬁﬁ%ﬁ?‘é@ﬁﬂ%ﬁ%b (BIfE
FOBW-PRIICE L CHER KBS Z I DN & H B 2 L) | BbicEgia
ENTEX2ERMIE-TND T &



5. BEARRLRDBE

[ZeMicB+5%H]

® naz_:rﬁ%aa%c_owcm:ﬁm&fmmaénn\a Lhb, BEET

Cblrnze,
e ARSI VBBUEOBERED b 5 B
e SERSUMERL TV D RO H D BE

© . HEHRAT O %WTTﬂkmﬁfé%%LOWTi K%@&ﬁﬁ%ﬁén&w

B, HOTEIRBIRES RV AR Y | HECHAEERT O L 2EETED,
.« MEERRBOAHUIEEDD S BE
o HEGRE CHER YR b5$%&oﬁﬁﬁ®m%ﬁ%ﬁﬁ%ﬁ%ﬁ%&
FOMICRIEMEAP H DN D BHE
. HERIEBROAN. TMHRRE L < ISERIED § BAEKBOBEEED
boBE
. BEPEE ELSMRBRELET) OboBE
*  ECOG Performance Status 3-4 #'DBE

[FihtEicRE4 2 F1E)

oN-: FAE MR AR I IRHUME S RIS O B3 U B O BB D% 2 ) o

HNEBEICBVWTAROEREIN RIS TNS,

@ TRWEYTBE! *T‘J‘Z)K%‘J@&E»&Uﬁﬂﬂjﬂﬁ [ZDWTHL, K%W)’ﬁfjl MEDS

P SN TRLY, AFOHRENRLRLR,
o (LERIERIGED B,
o OFEMEER & DGR,

@D ECOG ™ Performance Status (PS)

Score i

0

E< PR EBCE b, RARMEFLA BABSHIRRITZS,

AREICE LV EBIIHIR S 1575, BTmREC. BIEECE - COMRREER S T LA TE 5,
Bl VFE. SR '

BITFRRETCEZOEOED OZ L 3T CABEEAERIRTERY, B D 50%EL LIz~ y FATRTT,

A BOENEEROHOEY DT L UNTERY, AHD 50%U ELENy FOBFTBRIT,

Bl -

2BV, BROHEREY DI LEFETERY, BELy FAKRFTBIT,




6. HEIBRLTHEETREFH : ‘

O WftxEEICMA, %ﬁwhﬁﬁmﬁﬁ?éﬁﬂé_gogﬁﬁ@ﬁﬁﬁvﬁmﬁ
AODITHERERE+DICEBEL THhOERTHZ L,

@ %ﬁﬁ#k%i% %%Xi%@%m;ﬁwﬁﬁvﬁ@ﬁ%+ m%b Ha%ﬁ
ThbEET2Z L,

@ TREMEAD<RI AL MZOWT . -

o MEMMRBESHLDLDNDIZERHBDOT, FEDREIZH > TIX, OIHE

O (B, FEREEE. W) ORREUIEE X BREOERS, BEr+
ST &, e, MBIZGELTHE CT. MiE~——%¥0ORELZERT
5T &,

*  infusion reaction 233 HHI D T L H3%H B, infusion reaction 23FRD LITHEIC
I, EYRABEITO L LI, ERBEE TS E TREORERHOICEE
TAHZE, - '

o ERIBHEEREENH DR D D L RHBDOT, AR O SRR O 55/

HFIXERIWIC R IRS e (TSH, 8 T3, #HRE T4 %@iﬁﬂﬁ:’) BERT D
ZE.

. FFSEEEEAHLDNBI L BHBDT, Kﬂ@&%%%ﬁkvﬂﬁ%ﬁ*

,E%%uﬂ%%ﬁE(AﬁlAm\yGW\MP\EJWE/%@ME)%%%
TBHZE,

o HEIER (ILE ﬁ;wm; CEREBRER TS T0) %@E%&HEF‘*%%& Loid

_&m%éwf TEHICIROREORELHERTH L., Fk, IROREH
HODLNEHEICIE, BEOPHrCEREEEZR T L )BEEZHEETIZ L,

. $ﬁ®&5 L0, BEORERGICERT S EEX DAL REBOREE
BHobNDZ ERHD, BEPRDONEHZEIZIE, BRALEFRIZNLE
HPRR R ME L RRAFOEM L EE L GEYRERZE 21TV, BEDRE
FISiZ X B2EWEAR RO D HEICE, AAOKREIHIE, RUBIBRES
NEVRIOBRES2ZEBTDHI L, 2B, BIBEEFRNVECOREIZL Y BIE
AOBEPBD bNRVEEITIE, BIBRES/LE P ORZEMHA OEM
LERTHZ L,

o WEKRTH%., KAMMHLEIARBL THOEWEABRET S Z k@%étb\
AROBEKRTRIZHLBEWERORBRICHSICEET S Z &,

. IESERR (B 1 BERFEST) 2H b, BREES FT Y F— X
WCEDZENHAOT, 0|, BL, BHEZEOEROREHFELMEMEDO EFIZ+
SEETHZ L, | BERBARDNIZESIIIRELRILEL, AR U8
KO ELEDOBEINROBEITH Z &, :

@ AFROBERABRICBNT, BERBE»D 12 B8 L ICEMMEDOFEZIT> T e Z

L EBEIL, AARETIIEHNICESRE THRORER E1TO T LS



%ﬁﬁﬁ#ﬁﬁ%ﬁ?%yf

«A7n)zv7(ﬁﬁ%ﬁmx) A
(R4 : ¥4 PA—F R8T 20 mg, X4 PA—F KEHE 100 mg) ,
~3F/J\$lﬂﬂﬂﬂﬂiﬁ~

FR29E2H (FR2 941 1A%
A S
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AN LA WL

1XCOIZ

AHI O, TERBF

B PR
HERIZHOWT
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1. LI '
BEREDHE - REMEOHERDIZHITIL, %Hié%ugowtﬁE&ﬁﬁ#iw'
bhd, &bIC, EEOREEMOELRITL Y | FHEERSR 2 & OB RFTHIES
FERRFEBSNDHFT, T bDEERRZEICHERBHICHRMET 52 L SHRED
BEL o TRV BFEMBOEE L EDREAFEF 2016 (FRE 28 4E6 A 2 ABEERE)
IZBNTH, EFNERSEOEAORBMELRMEZ L LIhTVE,
- FRERBAFERRT, BEERASZEE v 7 7 A VHBFEOERM LB O hIcR
RHBIERDHD, T, HYERCEZEMEICET 2HERP+0ERET 5 E TOM.
UHERSOBELR RIS LAPFSNIBECH L TERAT S L & bIc, BIfE
FADEEB LIERIC LIS & & B Z L BT R —E OB &I T ERE T
THILNEECTHD,

LR o T KHA FTA 2T, BIREMOC niTC%BMTwéﬁ%K%%
BRI RMIC S & | BUF ORISR DRl 12 %#&@?5% R BRBEREN, BX
HFRUBEEREZTT,

I, AAA BT A UL, MSTATEIE A E RS E A A, ﬁﬁ&@&AH$_
HEARIEE S, —BAMIEA B RRENRESR, FEFEFTESEA A ABEESR
— Rk EIE A B AR S 0)1;@7'30) b LAER LT,

XRERDERSS XA blv_ﬁlﬁfﬁ%“ﬁ 20mg, ¥4 M —F EFEEE 100 mg (—
B4 ReTmY Xv7 (EETHERZ)) -

L RDMRNIHSE : PD-L1 BBHEDCIRRTRREREST « FFE DI/ RS

XMEERIRERCHE : BE. RAIZIE, RATn ) X<=7 (BEEFHEEZ) L LT 1
[B] 200mg % 3 FRIFEIFE T 30 45 CRBEERET 5,

& R 5% ¥ & MSD BRX&tt




2. AR, 1ERABF .
#4bw—ﬁ5ﬁ%EmMg&mew( &z-AA7D)xv7(éh%ﬁﬁ
%) LT TAF] £v5,) 1%, PD-1 (programmed cell death-1) & ZDYHY FTH

% PD-L1 RO'PD-L2 L DS ZEEMRETS. E MEIgG4 £/ 7 u—FLHHETH S,
IDJﬁ%ﬁTw%%&%@%&w&%nétbmﬁb%ﬁﬁﬂﬁT%iﬁﬁEﬂﬁ'

A4 v F T, PD-1 1%, BEELRBIIBOTHESRE T MEOHERREICKRL, HOK

BRGSO RLENXLERI R AERGEHET 5, 3725, PD-1 YT ek

ATHI LRI VRBERERICL D VT INMEERZAICHBET 5AEETH S, PD-L]

DEFHEBCBIT AEBTOTNTHIN. L OBRAMRTIITHROBE 2MA 2

12 YBRICRBE LTV, BAMIIZEITS PDL1 OFERBBIL, TS, RS,

FrAERaRE, SRELE. #dﬁ@%ﬁ&kO%k&mbf%ﬁTEE%fkb ﬁwif+

& DB AHE I TV
@&@@A@ﬁﬁ%%&kﬂﬂﬂ%ﬁ@ﬁ%ﬁ#%PnlaHMAwﬁ%iE%@

ﬁﬁ@&kkwfﬁ%&&%%ﬁﬁhkbrwéhfkb %t&#h%ﬁ@ﬁ%eb
THFIN TV,

’ ﬁﬂirmlEHHAﬁomnzoﬁ)ﬁ/b@FA%mi?é Lizk v, EE

ﬁ¢#ﬁ¢@@%ﬁ%%m@%iﬁT)/Aﬁ%%%Wéﬁw#E%ﬁE%ﬁﬁﬁm¢

5z afﬁﬁgw%%%ﬁfé '

ARH D AR I 5 < BEORBRISIC X 5 BIERES 5 b b, BEUIELIC
=B ARMEN B D, FROREPROCBEHITIT, BEOBRL ATV, RENR
b BIIHA I, BRI FRITIS Ul B2 sk & RS e Fr- O AT L s L Tl
ERERBWEITV, BEORBERGIC & 2BUER B DN B HA I, BIBEESV
L ROBREEOEN LB EIT O LERD B, -



3. ERPRER#R ,
PD-L1 BBt D EIBR TR REZR1EST ﬁ%@#d\#ﬂiﬂ@ﬂfﬁﬁwﬂa’&ﬁ I & 1T o T AR EEER R
%wﬁF%TT \

{A%HE) _ _
OEERIEFFEMARAR (KEYNOTE-024 :RER) .
{LZERIERBE D72\ EGFR BT EREM:, ALK @A B 7Rtk kR U PD-L1 Bt (PD-L1
L OREBLZEEMRAEDBEE CUTF ITPS) £ 5,) 250%) "OEIRAEEEST -
BROH/NIRMEBEE (G058, BARAN4BIZET) 35T, 4% 200 mg 3 @R -
FRRRGORAMER CREWN, 75 FF8H & &SR LERE (LLF fsoc) &
W) XL LTHRESN, BB, ERFHE CREETRRD ONLEBAIT, &
BT TR TERSRD N2V EOBKRIICEE LTV 5 BE T, KEBOE &
#ﬁfﬁ%@ﬁm D BB ECARIORE R REET 5 = L TR & S, T EFE
BT EA AR (CUF TPFS) &\ 3,). BIREHEE B 13248 (LT los)
<‘:1/\5 ) &N, AL ZFFRHFE ST FERIE L B LT, PFS. KT'OS (4
RfENT) #HBIEER LTz, ‘
*:ﬂ/ﬂwﬁ/ﬁﬁﬁkLT%&W%ﬁ%éhTwéﬂﬂJmcn&mmﬂkfﬁﬂj%ﬁwfﬁ

Exnz,
RK1 HHERE (KEYNOTE-024 3R5k) _ .
Kl 200mg Q3w | 2700 MAEED
(154 f31) {L#aRik
(151 1)
HofE [A] 103 6.0
(95%CI) (6.7, NE) (42,6.2)
PFS™ NH— KRR 0.50
(95%CI) (0.37, 0.68) —
p1E" <0.001
hifE [A] NE "NE
(95%CI) (NE, NE) (9.4,NE)
0s™ NP — RE™ 0.60
(95%CI) (0.41, 0.89) . -
PE" 0.005

CI: fE#EX M. NE: #EFRF, *1: RECIST ¥A KT 4 > 1.1 fRICES Mz duflE, =2 .
JEB! Cox By — FETMZ L 57 7 F BRI S 1oL L OB, *3 : BRIn

TV IRE.

*4 . PRI OT —% (201655 A9 By AT




0 ™ ¥ SARE] " v T T v
0 3 6 9 12 15 18
at risk24 N IRBEFR(A]
ZFAJ200mg Q3W 154 104 89 44 22 . . 1
TISFHRRESGIERwE 151 99 70 18 9 1 0
HRHIEIZ & B PFSOIAEMNTIR OKaplan-Meierfigit (PD-L1EHE (250%) 0BEMRE)
100 1
90
80 |
E 70}
K 60 7
B 50 -
£ 401
30 |
20 7 —— #maomg Q3w
10 ]~ rs7rEmESOLE®S
0 - T L ¥ ¥ U L)
0 3 6 9 12 15 18 21
at risk¥ : EFRMLA]
FHI200mg Q3W 154 136 121 82 39 11 2 0
ISFIERESOILERE 151 123 106 64 34 7 1 0

OSDOH AT DKaplan-Meieriii (PD-L1EB#E (250%) DBEME)



@ERIERS I/MAERER (KEYNOTE-010 RE) |

75 FFBE RS T L REEE" T 5 PD-L1 Bt (TPS=1%) 2 O EIRREE 2 AT -

BROF/NMIBRMERE (1,0334]. BAA flzate) 23R, &% 2 mgke 3 A

- BIRIRBRE RO 10 mgkg 3 BRIBBR SO MER RSN, Fie & $eikfy

(LT TDOC) &V 5H,) ZxfRE LTREIES W, 28, BEEFHE CREBETSRD

LRTBAIC, REEIT 2 R TERASED bRV EDERIICEE LTV 5 BE T,

KEIL RO BEEFHE CRBETIRY I3 TAFORGMEE TR L Shie, TE

- FHMEE B IX OS RUNPFS & &, AFNIDOC L H# LT, 0S REBCERE L,

*] : EGFR itz %Zﬂﬁ%ﬁxm ALKE&AEE:%I%’&@%%TM 7T FF AR S L CEREC L B
I, ZhEh EGFR E/ER Xt ALK REER %ﬁ'f%’:ﬁﬁm@%ﬁﬂ I & B TRIREE
RET 3 BESAB AN BN,

"*2 : PD-L1 IHC 22C3 pharmDx fﬁ:lj DOREX v F%)ﬂb\fﬁﬁénto

72 F3HERRE (KEYNOTE-010 35R)

Z<A 2 mg/kg A# 10 mg/kg N & %L
Q3W Q3W - ‘ ‘
(344 #1) (346 B1) (343 #1)
OS | wgfE [H] 10.4 12.7 8.5
- (95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
NP R 0.71 0.61 .
(95%CI) (0.58, 0.88) (0.49, 0.75) -
P i - <0.001 <0.001 _ -
CI: ERKM. *1: BRI Cox lBINF— FEFMCI D FEFFRAL O, *2: BRI
ays Ly IRE : L '
100 y ;
90 - ——— M 2mg/kg QIW -
80 - e e A 10mg/kg QIW
70 — FegFel
& 60
50 - MHIIW
401 m-\"" il“ul‘l:lllli;ll'l T
30 -
20 - NN
10 1
0 5 10 15 20
at risk#¥ s
M 2mg/kg Q3W 344 259 115 49 12
Z#10mg/kg Q3W 346 255 124 56 6
Keg+El 343 212 79 33 1

OS DBALARFTRED Kaplan-Meier B8R (PD-L1 BBfE (Z1%) 0BELF)
6



[Z2tk]
ORIt

£ 7] 45 AR ER (KEYNOTE-024 3AER)
O EERIIAKIEE 148/154 B (96.1%) KUt SOC B 145/150 4 (96 7%)

iEH b,

BBREL ORRBERPITETERVEEFEERIL, €L 113154 F (734%) KT
135/150 1 (90.0%) 2D bz, WTFNDPOEETREER 5% EOBHWERIXTRD

EBYTholz,

%3 VPRAORETREER %I EOBER (ZetMiREE)

BEBIKRSE (SOC: System iR (%)
Organ Class) AHIBE SOC Bt
#AFE (PT: Preferred Term) 15445 1504
_ (MedDRA ver.19.0) #4 Grade Grade 3L £ % Grade Grade 3L £
2BIER . ‘113 (73.4) 41 (26.6) 135. - (90.0) 80 (53.3)
CMEB LY L AREE - - - :
£ 1fn. ' 8 .2) 3 (1.9) 66  (44.0) 29 19.3)
A Bk 5 1 (0.6) 0 8 (5.3) 2 a3
BRI E 1 (0.6) 0 34 2.7 20 (13.3) -
© MR RE 0 0 17 (11.3) 8 (5.3)
NRWEE
FIR AR RE T 11 7.1) 0 0
BRI AR AR T R 12 (7.8 0 1 0.7 0
BiBkEE ' . . v
B 5% 6 (3.9) 0 : 17 (11.3) 0
F# 22 (14.3) 6 (3.9 20 (13.3) 2 1.3)
B 15 ©.7) 0 65 (43.3) 3 .0
am%k 4 2.6) 0 18 (12.0) 2 1.3)
IEH: . (2.6) 1 0.6) 30 (20.0) 1 0.7
—f% - 2FEEB X UE—E«“M“@#&% k! ) : . _
=75 5 (3.2) 1 (0.6) 11 1.3) 2 1.3)
%1 16 (10.4) 2 @3) 43 (28.7) 5 3.3)
B 1 0.6) 0 9 (6.0) 0
o ORE 16 (10.4) 0 8 (5.3) 0
BRIRRE ' _
TI=VTFTI) TR 10 (6.5) 0 7 4.7 0
7 = F—E .
TANRGELUBT I b 8 (5.2 2 1.3 5 (3.3) 0
S AT =7 — M
s V7 F= 88 3 1.9 0 15 (10.0) 1 0.7
R ERERD 0 0 20 (13.3) 6 4.0)
i/ MREE 0 0 18 (12.0) 9 6.0y
& M ERE A 1 (0.6) .0 16 (10.7) 3 2.0)
KRB L OREES
BERELE 14 ©.1 0 39 (26.0) 4 2.7
- R Ry AME 1  (0.6) 0 9 (6.0) 0
HERRB L OEEAEES :
B 13 (8.4) 0 4 2.7 0
HRRES
WERE 1 (0.6) 0 15 (10.0) _ 0
A= 2 — A SF— 2 (1.3) 0 9 6.0) 1 0.7
FERER, MRS X OWERREE E
A% 8 (5.2) 4 (2.6) 1 0.7) 1 0.7
R SO TS
REE 0 0 12 (8.0) 0
bi-d LR 8 (5.2) 0 1 0.7 0
5 R 12 (7.8) 0 3 © (2.0 0
5 11 (7.1 1 (0.6) 3 (2.0) 0




R, AHIEFECHEMEMEEIL 9B (5.8%) . KIBK - EEOTHIL 8 #l (52%) .
MEEE (F72 - AU ERES) 326 (1.3%) | PRSI 224 (143%) .
FORIREEERE X 21 61 (13.6%) . TEEHBEREEIZ 16 (0.6%) . 1 BBERKEIZ 1 61
- (0.6%) . EHEREE (RAOTHMEEERS) 13160 (0.6%) . BERIT 16 (0.6%) .
g% - BBUBHRARIEIL 1 B (0.6%) R U infusion reaction 1% 5 #l (3.2%) TR b,
T, BEOREEE (REHBIRERRE. SR, ER0ES) | BIBREES,
EREGEE, MK - BER. S8 5Bk, Dk, fEtEf/MRBAEREER, il
PR B OFRFEREF LD B o 7z, | " |

OERE RIS I/MiBR% (KEYNOTE-010 308)

HEFSRIT 2 mgkg Q3W B 331/339 #1l (97.6%) . 10 mg/kg Q3W Bf 330/343 il (96.2%)
- KU'DOC # 2977309 B (96.1%) IZ@RDH o, BRELORREBERNIBTETERVWEAE
EHIL, TNTH 215339 B (63.4%) | 226/343 i (65.9%) KX 251/309 B (81.2%)
IZED b, WTIAOBECREER s%L LOBHERIITRO LB ) Tho 1z,



£4 WTRIOFRCRARN S%UEDORIER (REHEMATHRE)

BEIRSE (SOC: System B (%) :
Organ Class) " 2mgkg Q3W B 10 mg/kg Q3W B ' DOC
FAEE (PT: Preferred Term) 3394 : 343451 . 30941
. (MedDRA ver.18. 0) 4 Grade Grade3PLE. 2 Grade Grade3Llt 4% Grade Grade3ll L
= 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
M LY SR . ' \ R
=il " 10 (29 3 (09 14 @1 1 (03) 40 (129 5 (1.6
FRERBAE - 1 (03) 0 1 (03) 0 44 (142) 38 (12.3)
PGS ' :
. PRI TE 25 . (14 0 23 (6.7) 0 1 03 . 0
HIREE ) o . o ;
THE : 24 (7)) 2 (0.6) 22 (64 O 56 (18.1) 7 (23)
B ’ 37 (109 1 (03) 31 (90 2 (06 45 (146) 1  (03)
Ol 13 (3.8) 0 7 @0 1 (03 43 (139 3 . (1.0
Al 12 (3.5 0 13 (38) -1 (03) 24 (7.8 2 (0.6)
— - é%liﬁ%n‘onﬂ&fﬁm@w& ’ g Si o : .
EFIE v <200 59 1 (03) 19 (55 2 (06 35 (11.3) 6 (1.9
HEH : 46 (136) 4 (12) 49 (143) 6 (1.7 716 (246) 11 (3.6) -
FIEMERIE 5 (1.5 0 4 (12 0 21 (6.8) 0 :
FEE 10 (29 1 (03 14 @1 0 17 (55 1 (03)
FRERIREE ‘ : o
P ER B , 0 0 .2 (0.6) 0 24 (71.8) 19 (6.1
- BmERERD ' 0 0 309 0 16 (52) 10 (32
Rt LUsREREE ‘ - . : -
BAREIE 46 (136) 3 (09) 33 (96 1 (03) 49 (159 3 (1.0
ﬁ%"“’%—ﬁkltﬁfﬁAﬁﬂﬁﬁﬁ% o L o _ : o .
BOEE 13 (3.8 0 19 (55 2 (06 18 (58) 0
R : .9 @ 0 10 9 0 29 (9.4) 0
THRREE S ‘ o v - ‘
BRERE 4 (12 0 7 20 0 16 (5.2) 0 :
K=z — o/ SF— 2 (0.6) 0 3 (0.9 0 28 (9.1) 1 (03)
SERREE ' 3 (0.9) 0 3 (0.9 0 17 (5.5 0
BEER I UE THERES ' .
R EAE 3 (0.9 0 2 (0.6 0 101 (327) 2 (0.6) -
ZHERE 25 (74) 0 32 (9.3) 0 5 (16 1 (03
5 .29 (86) 1 (03) 44 (128) 1 (0.3) 14 (4.5 0

723, 2 mg/kg Q3W B K ) 10 mg/kg Q3W BETE N, FIEMMZEAIX 156 (4.4%)
B4 61 (41%) . KIBK - BEOTHILS G (1.5%) RU261 (0.6%) . EEDK
JEREE (&Féﬂé&:ﬂ%ﬂﬁﬂﬁ# STACHE, FERAES) 13161 (03%) RO 141 (03%) .
PIRIEE (52 - AU—EREEE) 12260 (0.6%) RO 3 H1 (09%) . FFigkiEkEE
im%%m@&@nﬁ%mﬂﬁﬁ%%b Eid 32 61 (9.4%) K35 61 (10.2%) |
 TEAKEREEIT 16 (03%) RO1H (03%) . BIBEEEEII 246 (0.6%) KU1
Bl (03%) . 1 BUERFIZ 16 (03%) RUV24] (0.6%) . BiggEEE (RAEHEE
AR 148 (12%). ROV0 B, BRI 161 (03%) RU0 B, Fhk - B mAR
FEIX 161 (03%) K00, infusion reaction 132 1 (0.6%) KRU%6#l (1.7%) TR
Bivic, k7. EIEGEAE, Mgk - BIEK, B8O Bk D%k, G m MR
MEERBESR. AR Mk OCRIFERBFIIRD bivieh o7z,



4, bﬁﬂk_’)b\‘f
KL LCHREIE (SOE) FRELNTOD T Enb, SHHE 2 E
CEHTE SR THIVEND D, ZO LT, FHORENE 2 BE 5 DU - HE
L\Kﬂ@&ﬁuiDE%&@%%%%ELK@K%W?%:tﬁ%%&tb,uTw
O~@DFRTEWIT RISV THERAT 5 & TH 5,

@ HRizHOWT

D1 Tﬂ@(nﬂvs)@w¢h#kwé?ém XThdHT L,

() BEEFBRESEET 25 ADFRESILSRRS FHERRESAD %@%mar&\
R AR %ﬁ%mﬁﬁh HIg s AR FRRRE R &) (ERL294F 4 A 1 BIEA - 434
)i .

(2) HEMEERbt (ER294 6 A 1 BEEA : 85 fiasR

() BEFRMESEET 20 ADIEERE (B ADREEISEREE, A DROESE
B, B ADRESHEERR R L) :

(4) SRACFRIEZLZRE L. SARMCEFIEME 1 ISR b 2RI 2 ORigk R 1

o KRDBEHETo TODHMERR (TR 284E 7 A 1 BREAT : 2540 MiaR) s

(5) MBHEEBEALLGEENEOHEREREICRDIBEBHEIT> TV DR (FEK 28 4 7
A 1 BB : 1290 HERR

D2 FEOILFEIEROE ﬁfﬁﬁ%ﬁﬂ#@ﬂﬁt 537 L RBRE R OEM (TRD
WIS T HERM) 25, UHBRAOAFICET A IEROBEEEL LTRESL
TWBZE, :

£

o [EENGREFRG %25!50)%’)]@5?{*%%‘71/71” W2 SELL LD ATBRDOBRIHE 21T
o TWAZE, O b, 2R, ﬂb%%ﬁ&%%kbtﬁﬁﬁ%%@ﬁ%%
RoTWB I &,

v ERGRIFRE% 2@@%}]%@?{%%%7 L7t 4$Ut®ﬁ%5ﬁﬁ%%ﬁb’(b‘é\_
ko Db, B’Eﬁu_l:i %ﬁ@#h%%%&%E.Uﬂqz%ﬁa%{ﬁ%@%ﬁiﬁﬂl*%ﬁo'C
ARSRe &o

@ BRACERZFREHEOKHICONT
EXELMBFBREBINETTIEEENEESh., BECEN OBRED. HOMH - &2
MERPNEROTERVEMS T 5 HEHRM, FEEENRE L BE0OBEE
B, ERERHIITONEHRESTVWB DL,

10




® BHERA~DORRITHOVT

@-1 WkEHICET 5 B4

MEMEMREREOEERBIERIRAE Lt% T, 24 BEBZEEHOT, UEEHRXIX
EEERERIZBV T, BRLULBERICE UTAREER O CT S£0RIEROEICLE
fiﬁﬁwﬁ%ﬁ”z‘s BEsh, B ;ﬂﬁi_fﬁ‘éﬁﬁifﬁ]#%o TWAZ ¢,

@-2 ERAEFIC L 3 RESSICETIES

BABRIC D5 EMMRERE OCBELET 3 EREEENEIERE=2 Y 7%
EDEERDOAY Y —= U T EITVERE L E#E 1 TE 3 F— AEBREKE SEHE
ShTWDZ &, B, BHEEHICOWT, BABELZORKICHMITEAMER T
5Tk,

@-3 BEROBEFRISIZBE LT

BIfER (REMERABICMZ, KBk - EW@T@ PHseEREE . EEERE (RET
RIEHEE 25%) . NAWREE (TR mkﬁw%wi Bl BB $)1m
PERIR, 520 g, #Hk - ﬁﬁ%mmr'%ﬁ BEEDKEIEE (BRI,
ZIHEE, JARMEESE) . infusion reaction, M4 - BEIESE. BHE MBI, MREE (%
Sy NUEREEE) . DK, SRS/ MR, WAL, RERE
%) R LC, YRR ULEBERSE ORI 24 T 5 ER L E L @A 0B
BreR N ICE L CIRER OXES ST bR AEHCH D 2 L) | EHICETRAERT
EBERINESTVDZE,
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5. ‘RENBLERDIBE
[Z&tEc BT 5 $ ] |
®.Tﬁh?é?6$%_owfu¢ﬂoﬁﬁm BEENTWAZ LG, FE521T
binz i, ' o
. $ﬂ@ﬁ%ﬂﬁbﬁﬁﬁ@%ﬁ@@%é%ﬁ
o ERXIVEREL TV B TRERDH 5 BE

g0 %ﬁ%®ﬂﬁk%wTT1L¥%¢é$ﬁLowfiA$ﬁﬁﬁﬁmﬁ%én&w

\ HLDTEEBRBE R RV EAITIR Y | ﬁﬁkﬁﬂ%ﬁ%#é LEERTES,

o FEMBREBROSHIIEEDDH D BE

. %%E@ﬁﬁfﬁﬁ%%@b%%%&U%ﬁ%wm%ﬁﬁﬁﬁ@@%ﬁ%%
LOMICIERBURB O D BE

. HERERBOASH. 21@&maau<iﬁ%ﬁwaaﬁgﬁﬁoﬁﬁﬁ@
D BE

. BB GRS SRR S ) Db B BE

e ECOG Performance Status 3-4 EVDg#

[BshtEizBE 4 5 E1E]
O TEROBHFICBOTHAFOEMESRIES LTINS,

o (LFEERER O, EGFR B{ETEREME, ALK BEREFRIERT PD-LI
Bt (TPS=50%) DEIBRTAE/RIEST « FERE DIE/INHRIA Fites 283

o FIFTREBEELERIEREEA T S PD-L1 B (TPS21%) OYIMTREER
- E1T - BROENMNIRMESE (2B, EGFR BEFERBMEXIZ ALK @é
BETBHEOBRETIX, ¥ EGFR F1 ¥ ¥ F—PHEXXIT ALK F
n R —PEEROBERELF T 5 HE)

BB, TPSIINAT O Y X7 (BEFEEZ) O =4 BHE (iS4

PD-L1IHC 22C3 pharmDx % =1] ) ZAWVWTHIET S Z &,

@ TRICEYTLEEIHT2EFAOREROERFEICONTIE, AFIOF RS
MM N TELT. FRDOHRERGE RV,
e IRBREBMEERE,
s MOFEMEEH & OFFA,

@D ECOG ™ Performance Status (PS)

Score EH

0 | &<MERIEHTES, BFEALALBFEEERHRRIITZS,

AEREYIZE L WEBNIRIR SN 525, HITAIRET, BEERE - TOREIIITHIZ LR TE B,
Bl - BUVRE, FHEE

BITHRETERDOFDEY O LTS CHAELEBEZIITE R, BHD 50%LL Hiz~<y FA TR,

BoNBEROFOEIVOZ & LTERY, BHOD S0%L L2y FABFTRTT,

BIWIN] =

E2LBTRV, BOOFOREIDDOZ LITEL TERY, FER2INy FOBRFTET T,
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® MEBEAA KT (BAMBEEEME 123V T, ECOG Performance Status 0~1
@D 75 %P E. XX ECOG Performance Status 2 &V D BE Tix, 23 #HIHE
# (FEZXELE) OEABREMERINTRY, 757 HAOERREER
BN DERSNRWT— A b D, (WFERIEBREZETORECERTISE. 7
I FFHFIORTERN 2L L bE 3 HREAER CORREZ A T5BHITBY
T, AHOBEEERTE B, |
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6. REZBRLTEE T R&E¥H

O wAXEZCME, iﬁ%m%%#E#?ééﬂ%hgd%ﬁﬁwﬁﬁﬁvﬁmﬁ

- ADEDICKBERERETSICEB L ThLERTHZ L,

@ TEERBRIZELD, %%Xﬂ%@%ﬁkﬁ%&&ﬁf@@%+“ﬁ%b Ha%ﬁ
ThbRETHZ L,

@ ERBUERAO=RXT AL MZ2NT

EILIREN S b OIS = L 8% 5 DT, AFIDREIHIe > T, MHE
% (B, FEREE, WIS ORBRUMH X SMREOKES, Bt +
Amﬁbzéoit\M%mmufwﬁcn\m%v—w~%@ﬁ§%£ﬁ¢

BT,

infusion reaction 3 Xb bbb Z L0 B, infusion reaction 2352 HILZHBEEIT

3, BEIRAEBEITS & &b, ERBEET S E CREORES+HSICEE

THZE, ,

FRIBBEEREEYRH b D Z LB 5D T, RF OB GBI R & 541
PILEREIC BRI RER A (TSH, 8 T3, R T4 LoHIE) ©EMT D

PP

H&mﬁim%abné km%awf AR OB ERMERIR OB EHRFIT
TEHIENIFHRERZ (AST. ALT. y-GTP. ALP, BV LY /%UJ@JE) EH
TAHZE, )

SESER (ICERRICE %ﬁ%&%aﬂ)%@i%&ﬁ%%ﬁ&%bné,
TeHHDHOT, EHHMICIROREDHELMHERTDIZ L, £/2, BOREN
BOONEEAIIT, HOPCERSEEZ SR T L) BRERISETA T L,

FEOREI LY | BEORBRISIEET S &2 % b5 A RERSRIE
BHobNBZ LB, RERBDONEHBAICIT. BELAEERIIELE

BFAM 22 A0 & IR B IO ERT & M L CEEARERIBI 21T, BEDRE
FURSIC & 2 BIFEA B bh AT, AFIOKREX TP, ROBIERER
NEVRDOREELEZET S L, 2B, BIBRERVE L OBREIC LD EIE
FOBESTD LNRVB BT, BITREF LT L LS ORBEMHF OB
bERTHZ L,
BERTH, BOBRM»OE I AREBL TCHLEWERANRE TR 285570
AHRDOEEXRTRICHEWERAORBEIZ+DIZEETRI L,
1 BUEERSR (BE 1 BRI 2 20) Rbbbh., ERFEES, F 7V F—v 2
K%é:kﬁ%é@f 8. Bl BHEOER ORI MEED I+
SEETBZ L, lﬂﬁﬁrwﬁbnt%Aki&$%¢tb S RY
RO ELDEN RLBEITH = L,

@ FAOHRKRBRICENT, BE5HE25 9BAH, TALURKRT, &EHB?D 1 £/
133 EREGRT Z L IZHEMEDTFEEIT - TV Z & 2 5B, AFESHILER
HICEERE CTHROMEREZITI Z L,
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 BEEREETA KA
 RATuYXvT (RETFERZ)
URFEES : FA b—5 RIEHIE 20 mg, FA h— 5 RBHE 100 mg)
| | ~ERaE~

$ngﬁzﬁ(mm29ﬁliﬁﬁﬂ)
EE%@%-
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1. IXUHIZ

EESOEDE - REMEOHERED DI, %Hii%ggowtﬁEﬁﬁﬁm*b

BB, &biz. EEORHEEMOESIC LY, HKEESR L2 EOEFH LR ERIERE
FEEENERINZHC, TNOOERELFEICLERBFICRET 2 2 L AR
R L 2o TR Y REMECEE L SE DA TS 2016 (AL 28 4 6 A 2 HMIHRIRE)
ICRBWTh, BHMERLSOERAORBEIHEZRSZ L Eh TV,
C FRAESFERRIL BRERAREAN T E 7y AVBEEOERR EFLNICE
RBZEBDHD, 0D, APRRCREIMECHET 3HES+AEHET 2 ComM.
UHEEROBEERS SIS LRSS h BE Xt LCHERT D & & b BIfE
FAMSREL LB z%&ﬂﬁ%ké ama&& ﬁ@%ﬁ&ﬁtf@ﬁ%@rﬁm
FHIEBEETH S,

L7cd3o> T, BHA BT Tk BRERESZ niTLﬁBnrwét%ﬁ%m
BHEM RHUCE S X uTwﬁﬁmwﬁﬁ&ﬁ%%%ﬁﬁéﬁﬁm&z%t%ﬁ Ex
HRUEBEEEREZTY,

BB, EHA KT A 0L, MiﬁﬁﬁkﬁﬁmEﬁﬁ%%A%% ARHABEABRE
BRI RS, — AR A B ARBRARES R AR B ARERZERO%A
OB EERLE,

KB RDBERS : ¥4 b—F REHE 20 mg, FA M —F SREFHE 100mg (—
B a7 n Y XvT GEETFHEBRZ))

HELRDPREIIHR  RIGUIBRFRE2 B R A

NBLRZABRCRE  @E. AL, RaT7n ) X<w7 (ﬁh?%ﬂ?ﬁx_) ELT, 1
[ 2mg/kg (KE) % 3 BREIFIRET3045 YRR C AR ET .

B & R R ¥ F  MSD A& ' |

~



2. AF K. ERBF

FA M—F SHEHE20 mg RN 100 mg (—iE4 : a7 0 ) Xv7 (EiEFH%R
%), BAF TA#I] & 5,) 1. PD-1 (programmed cell death-1) &2DYH > FTh
BPD-LIRUPDL2 EDREAREEMET 5. b ME1gGs &/ 7 u—F A TH B,

PD-1 BE&i T MRS A B RMAE D Ok A 7o DIZ B AR T 2 A H
AA »F T, PD-1 1%, @BERRBIZEBWCEEE T MEOMBRREICEERA L, BOR
RIS 2B A LEXILARI R R B S EHET 5, fob%\ PD-1 FUH U NEH
BTDZELRRELVRFEZAERICL DV S I vmER AICHET 2% EAETH D, PDLL
DEFBBRICBT 3REBRDTHTH B, £< OB AMATIE THEOBE M2 5
EEBRICHEB L TWD, BAMIKIZEIT S PD-L1 OFFEIL. SHOME. KEE.
,Hﬂmﬁ SRELEE, #¢M@%ﬁ%@&#&mhf%ﬁTEE%f%D EWAEFERE
OFBEERFE I TS,

ﬁﬁwﬁhwﬁﬁﬁ$%&HHA%ﬁ®W%&#6PDIEHHAwﬁ%ﬁE%O
ﬁaﬁ[ﬂjﬁ BWTEERKREZ2HE S 9 TEDRBEINTRY  FlRBABEOERKE L
THRF STV, o
AL, PD-1 & PDL1 RUSPD-L2 O Y 4 v FORERMET 52 k k0. EE
w¢%ﬁ¢®ﬁﬁﬁ§%ﬁ%%iﬁTJ/A%%%&Méﬂr#E%ﬁ&%ﬁﬁﬁﬁ?
5 L TCHREESR S RET S,

AFI ORI I 55  BEORERIC X 2BIERERH 6 bh, EEXIIRTIC
EB RS DB, AFOREFRUCRSHICIL, BEOBREE /T, BENR
B HINHAITIE, BRI HF BT U PR i & B4 1 SN & L Ol
D2ERZE 21TV, BEORERIGIZ XL 2BHEARRON 2 HEICIL. BIBRE RV
EVROREEOBERNE LT O BERD B,



3. BRI : '
RGBT RE 22 B RGO AR IR £ 1T - Z ERERRRBROMEE R T,

- [EaE] o '

OEME Ib 3B (KEYNOTE-041 8)
LERERORVIIA Y'Y AvT (EEFHERZ) OUT e )A-vm EWo,)
PEERV2LVAETCOILFREREL A THRBURTERESEAERE 42 4]
(ESHIERENTX S 37 B1) B AT, A2 mgkg 3 ARG CLT QW) 21 3,)
BEOHDER CREESRE S, 28, EEFHE CREETARD bR Ha
BT &R R AR B HNRVWEDRBRIICEE L TV S BE T, @t!ﬁlw&@ﬁ,
BRIl CRBETOED DN D E TAAOREEZREET 5 Z L BTREE Shiz, TEFF
- flEE ThDEHERECIST H A F T4 > L1RICES < PRYUEI X 558£E%h (CR)
XIiFESES (PR)] X, 24% (95%EHERXM : 12~41) Thotz, B, FRICRE
LB 10%Chotz, .

@SB M FEAER (KEYNOTE-002 35k) “~

ALY A TICLDRERELE T HRIGURTRELRESRREBEBRE 2 HRIZ. K4 2
mg/kg Q3W #5- & T 10 mg/kg Q3W BEDEER CREMM, (LERE (X AND
Y.TEIUI R ANKRTTFV NI Y EXREANRIBANKT ZF U+ 7 Y 7%
wL, UTF TICC BEl LV H,) ERBL LTRSS hE, 2B, EETE CEBET
MERD LI BAIT, RBRET LR TERSED bR WEDBERAOICEE L TWAE
it REUEOEGR M CRBETARD LMD X TAROBE LR TS Z 22
WRE L Ehic, EEFMEEE TEEFHE (0S) ROEEEAFYR (PFS) & Sh.
AENIFEE L B LT, PFS 2FEICERE LT,

#z1 B (KEYNOTE-002 3ER)

AH 2 mg/kg AH) 10 mg/kg {bLFHIE
Q3W Q3W
(180 1) (181 %) (179 i)
0S | sl [A] 134 14.7 , 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
N — FH 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
p " 0.1173 0.0106
PFS™ | dhgfE [H] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NP — K7 0.57 ~0.50
(95%CI) (0.45,0.73) (0.39, 0.64) -
piE" <0.0001 <0.0001

Cl:{E#EXRI.*1: RECIST A KT 1 > 1.1 BRIZES BB EER CEEEMEIC X 5 5.
*2 BRI Cox tbBINY — FEFNVAZ X ALFEEIE L DL, *3 . BRIo /I UV RBRIE

4



0

at risk3®

##2mg/kg Q3W 180

FH10mg/kg Q3W 181
- {Essk 179

3 6 9 12 15 18 21 24 27 30 33 36

S [A)
131 95 70 61 1" 0
138 99 79 67 12 0
115 80 60 48 9 0

'OS @ Kaplan-Meier B

at risk¥g

A 2mg/kg Q3W 180
A#10mg/kg Q3W 181
e 2 3 179

153 74 53 26 9 4 2
158 82 55 39 15 5
128 43 22 15 4 2

PFS @ Kaplan-Meier Bi#f



O/ EMAARER (KEYNOTE-006 FRB%)
A Y AT I EBBEEOROIIA LY AT REERN 1 LIRAETOE
WIEE YA T 5 RGBT R B RAEEE £ 8, 24 10 mgkg Q3W BER
10 mg/kg 2 BRI (AT TQ2W) LW 5.) BREDHEERTREMEN, (') b~
TEMBE LR SN, 28, BT CREBETHRD b RAI., KEET
BRTIERATED bRV EDBERIICEE LT\ 5 BE Tk, RELIEO BT
TREBETHED DD ETARORE RS 5 2 L NTREE SN, TEHBEER X
LAEFHRE CLF T08] L\ 9,) ROEREAZYM CIT PFS] &1 5,) & &h,
AHNIA Y hv T LB LT, 0S LU PFS 2 HEICEE L,

#2 HLMRE (KEYNOTE-006 B

A% 10 mg/kg A%/ 10 mg/kg Ay bwT
Q3w Q2w
: (277 #1) - (279 B1) (278 Bil)
oS | i [A] ~~ NE NE NE
' (95%CI) (NE, NE) (NE, NE) (13, NE)
NP R 0.69 0.63 -
(95%CI) (0.52, 0.90) (0.47,0.83) -
piE" 0.00358 - 0.00052
PFS™ | thdeff [A)] 4.1 5.5 2.8
L (95%CD) (2.9,6.9)  (3.4,69) (2.8,2.9)
ANP— R 0.58 0.58
(95%CI) (0.47,0.72) (0.46,0.72) -
pPiE" <0.00001 <0.00001

Cl: fEHEXRE. NE: #ERT., *1 : PRENITEOT —& :2015€3 A3 80y b4+, 2.8

B Cox HLBINF— REFAICLBA LY AT & OB, *3: BHIn 7' v/ BE. *4:RECIST
HA KA 2 11 ICES <ML L - BRI E R OEEEMEIC L 25H0. *5 - PRIRITREO
F—% (014 9H3B Y FA7)



at risk¥% EFwminl

m10lng/kg Q2w 279 266 248 233 219 212 177 67 19 O
Z@omg/kg Q3W 277 266 251 238 215 202 158 71 18 O
- MEBVLRT 278 242 212 188 169 157 117 51 17 O

0S O Kaplan-Meier Hi#t

at risk® -

ZM10mg/kg Q2W 279 231 147 S8 49 7 2 0
ZM10mg/kg Q3W 277 235 133 95 53 7
AEVLTT - 278 186 88 42 18 2 o 0

-
-

PFS O Kaplan-Meier Bifi



[Z2tE]
OENSE I b AR (KEYNOTE-041 3EX)
BHEERIT, 41/42 6] (97.6%) IR L, RBRELORREBHREIBTETERVEE
FEIT, 34/42 61 (81.0%) IZFR® bz, BEED 5% LORIERIITRDOLEY T
HoT,

3 RARR S%ULOBIER (REMATHRER)

BERIKSE (SOC: System Organ Class) il
B : System Organ Class
A (PT: Preferred Term) : 2mg/§g2 f%wﬁ
(MedDRA ver.18.0) z
2 4 Grades Grades 3 UL E
2EIHER 34 8 (19.0)

e

f

9 (.
BREBRERZ 6 0 (0.0)
SEHEAK 3 (7.1) 0 (0.0)

¥, BEHEMZESR 16 2.4%) . KEX - BEEOTH 241 (4.8%) . ITHERERES 3
B (7.1%) . FEAEAEREE 2 4] (4.8%) . FRASEEESE 6 1 (14.3%) . infusion reaction
16 (2.4%) RS EIELR 1] (24%) TROLNE, £, HREE (X7 -4
L—ERRS) | BEEEE (REEHEMBAS) | BIREE. 1 2ERK. EEO
FEREE (REEIRERER. SAH. BREES) | BR. Hik - BEHRARE.
BAERFESE, M - BEIESS. Dpst. SRt/ MRIBA SRR, IR &k OR
FEREIIRD NN o7,

@B/ E M AERE (KEYNOTE-002 AEk)

HEESIT.2 mgkg Q3W B 172/178 51 (96.6%) . 10 mg/kg Q3W &£ 178/179 1 (99.4%)
K OVICC B 167/171 il (97.7%) IZRRH b, IBREL ORRBHEVBTETERWVWEE
EH1X, AT 121/178 Bl (68.0%) . 133/179 B (74.3%) K U* 138/171 #il (80.7%)
WEBD BT, WTNMNDEETHEEEN S EOBHERIZITRDO LBV TH T,



£4 WTRLROHETRERY 5%ULORIVER (RT3 SER)

FE AR5 H (SOC: System Organ Class) O - Mji ((Ig)wﬁ p——
58 (PT: Preferred T mg/kg mg/kg
(I%:g[:)ERA( ver.1 ;e0§ne o 17871 17961 17141
i £ Grades Grades 3L £ 4 Grades Grades 3L E £ Grades Grades 3L E
20 13

QEM‘FFB 2 121  (68.0) (112) 138 45
T & PR :.' T 5_»7 5y R «,f-, 5 S e S AT

5

A k¥ D fiE 0

G HPERBUDIE 1
S anl\ﬁﬁ')ﬁi - 2

o (00) 14
D () 44 (8 )
56

R
10
62

o

1

(39 0 (0.0)

RS S 25 S 2 2 <X
IRESE 5 (28 0 (0.0 1 ©06) 0 00 35 (205 1 (0.6)
il 1% 9 61 0 (0.0) 9 50 0 0.0) 2 12) o 0.0)
T HEE 37 (208) 0 00) 42 (@235 0 0.0 6 (35 o0 (0.0)
RB5 21 (118) 0 (0.0) 18 (101) 0 (0.0) 8 (@7 o (0.0)
BER BB IRE S 5 4-(28). L1 (0.6) 10 (56 1 (0.6) 0 (0 o (0.0)
gca=p 10 (56) 0 (0.0) 9 (500 0 (0.0) 2 (12) 0 (0.0)

72%.2 mg/kg Q3W B K& TN 10 mg/kg QAW EHIZB W T EF N Fh. RIEHEMZ A 141 (0.6%)
B4 (22%) . KEBE - EEOTH 16 (0.6%) BRO6HFl (3.4%) . tREE
T N U—ERREE) 2 511 (1.1%) O 0 1, FFREREREE 13 1] (7.3%) K TY 15 1 (8.4%) |
BEHEEE (RAEMEERERE) 16 (0.6%) RO16] (0.6%) . TEAEEREE
B (0.6%) KU 36 (1.7%) . FRIRHSREREE 14 1l (7.9%) K15 i (8.4%) . infusion
reaction 2 ] (1.1%) KO3 %l (1.7%) . EEDOEEEE (KEHEIREERE. S
BE. BRHEES) 16 (0.6%) ROV 6] (0.6%) . BER 16 (0.6%) KO0 F, BEIER
EIE O BIR 1 6] (0.6%) . MK - BEESR 0 BIK TN 1 Bl (0.6%) . WNZSE HE
RKOBIZO2H (1.1%) THROHOLNZ, £i-. BIBREE. 1 BERKE. HX - HLHE
FRIE. O, Sl MR RBR, MR M & OFRFERBEIIRD beh-o
1o



@uEstEMAERAE (KEYNOTE-006 3R5%)
BHEELIE. 10 mgkg Q3W £ 264/277 411 (95.3%) . 10 mg/kg Q2W £ 275/278 1] (98.9%)
R R IPI B 239/256 5l (93.4%) IZFB® b, IBREL OREBHENETETCERVWEEE
213, FRFIN 202277 B (72.9%) . 221/278 il (79.5%) K U* 187/256 f5il (73.0%) I
BN, WTNIDETREARN S%ULOBHERIZTRDERBY ThoTz,
£5 VWTNLORTREEN 5% EOBER (REMEITARER)

BIR_(%)
FBERIKRSHE (SOC: System Organ Class)
- _ 10 mg/kg Q3IWEE 10 mg/kg QW IPIE#
EAGE (PT: Preferred Term) 2775 27851 2560
(MedDRA ver.18.0) “£Grades Grades 3L E “2Grades  Grades3LL E “£Grades  Grades 304

2RI

o e

2

(72.9)

51 (19.9)

; : 0 0 9)
KM% 8 29 S (1.8) 4 (14 4 (14 19 (74 16 (63)
TH 40  (144) 3 (1) 4T 69) N R Y (2ls) 2 58T L2k, - 8 @3B.1)
A NELiR 11 (40) o0 ©00) 20 (72) 0 (0.0) Ly £ (014) 7+ 5.0 (0.0)
B 315 @2): A 04 28 (101) 0 (00) 22 (86 1 0.4)
B H 0 ©00) 10 (36 1 (04 14 (55 0 (0.0)

0
PR T R

SSCBY -

A1 B e 2 el e e 3 ,"1_"!42' "#ﬁ». et @"_&(‘.». Y
(141) 0  (0.0) 40 (144) 0 (0.0) 65 (254)

(134) 0  (00) 41 (147 0 (00) 37 (145)

(112) 0  (00) 25 (90) 0 (00) 4 (L6)

723,10 mg/kg Q3W B K TN 10 mg/kg Q2W BRI BV TENE I, BB HEIFERE 4 61 (1.4%)
B (04%) . KEBR - EEOTH 10§ (3.6%) KO 13 Il (4.7%) . HEEE
(X¥F v - NU—EFERZE) 2461 (0.7%) R0 f], FHEEEREE 14 4] (5.1%) K123
# (8.3%) . BHREEE (RMEMEMEEXRE) 2461 (0.7%) KU 141 (04%) . T
AREEEREE 1 6] (0.4%) ROV 161 (0.4%) . FRERBEREREE 28 ] (10.1%) K U*33 4
(11.9%) . BIBFEE 146 (0.4%) RO2 6] (0.7%) . infusion reaction 7 1 (2.5%) &
5 (1.8%) . 1 BUBEERIE 1 651 (0.4%) KO0 B, EEOCKEREE (KREMEIRER
BE. STALEE, BRAEIES) 0 FIR N1 6 (0.4%) . BEHR 161 (0.4%) ROV 1 f1 (0.4%) .
B¢ - BESUHBARIE 1 1 (0.4%) KON0 B, Adk - BEREZ 0 BN 1 6 (0.4%) . I
RIZBE L 3 4] (1.1%) K1l (04%) TRHLNZ, Tz, EEFHEIE,
D, et/ MR R, MR M OIRFERBEIEED b o7,
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4, HERIZDOWT

EBEM L L CHARERE (QFRAZ) ABEEOR TV I Ehb, YHAE L EY
KEECTE DR CHILEND B, £DO LT, FROBRE B 2BE LB - 58
L. AFIOREIC LV BEEREWER 2 RE L BT ST5 = L ARER D, UTO
O~@DT R TCEmETHRICBWTHERATAIRETHS, :

@  HERIZHOWVT

®-1 T@@(D~v6)®w¢nmkwé75w X THDH L, .

) EASBKRENIEET 5 5 A DR ILERIES (EEAT IR 25 A S ROE L SR

' H3E A3 A RS B HL R B, Hhsgh 23 A2 %f&&&)(?&mﬂﬁmﬁlaﬁm.
434 Mgk , : '

() FEmEeRkt (FRC294 6 A 1 BERR : 85 fERk)

G)ﬁﬁﬁ@ﬂ%mﬁﬁ#%mb SIEEERT (DS ABRESBIEERNR. BARRER
Wb, BABREENEERRR L)

@) AFALERIEEERE L SRICREENE | SRR 2 Ok e
WARDBHEAT> TR (TR 28 457 A 1 HIEA : 2540 HigR)

(5) PUBEREEAIL S FEME QR EAER D BHEIT> TV B HERR (AR 28 4 7
.Hlaﬁﬁ 1290 g ) | o |

®-2 E%iéﬁ@&%ﬁ&&@@ﬁﬁ%ﬁﬁ@ﬂm’+ﬁ&ﬂ%&ﬁ$%ﬁocﬁ
(T%@w?nmuyéTégﬁ)m Mwﬁﬂoﬁﬂkﬁfé%ﬁoﬁﬁﬁkbf
BEINhTWVWBAZ L,

*

o ERIGEIFEREE 2 FOMMHEEZ KT L/ﬁ_” 5EU EORAIBEDOEERFEER
ToTWVWBZ 8095 2$HLi #AK%&E%IELK%W@%%@HV
PITRoTWA T &,

o [EANSFFEY %2&@*}3@?6?{%%:%7 LIz 5 EU L O EEMLEEZ2E O
FRRBEAELTWVD I &,

@ BHNOERMFRETROKHIZONT
EERLEFREBICHEETTIEEENEE SN, BEMCENLOFERED. A9 - 4
&%%%%mﬁ@mE&UEﬁ%uﬁﬁéhﬁﬁﬁlﬁ%?&ﬁ%ELL%Awﬁiﬁ
B, ERERH ??bﬂéﬁiﬁ?']#%o'cwé E,
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@ BUWER~OHBIZOVT _
@-1 BEWEARBROMSHREICET 5 BES
HE@%%*%@E%@%%%@%ELM%_24%% DRI DT évm R Xi%
BRIV, BB LUZBERICS CTAREER U CT S0RIEA OB HE
&&E@F%#%E¢:ﬁ6n EBICREFRRRERIBEo TS T L, '

®2 ERREEEIC X 67E§$§ﬁmkﬁad‘6i{¢ S

B AR ﬁk%bé%lﬁ‘%ﬁt&%ﬁ%&@& %ﬁﬁ‘étﬁ%%‘%mﬁu’ﬁﬁﬁ% 2V T
EHOFEERDRY V—= o TEITOEIRE L IEREL I ﬁf%é?b—ixl%%{zlifﬁ']#%w
ENTWBZ L, 2B, %Fwﬁkowf mbﬁﬁa%wﬁﬁ_+ﬁuﬂﬂénfw
5Tk,

®-3 BIfER oRir-oxt s iz Bl LT

BIER (MEMMEBICMZ, K%K - EF@T%T Hﬂ%abﬁﬁi %‘%bﬁﬁ (RAE
HMEMEXAE) | WOWEE (TEABREES. FiRIRERE ﬁll%‘%au ) .1
BERA. 5E IR, FRk - BBUHRARIE, BER. EE‘%@BZ)‘% (Bz)iﬁ*&iﬂ%ﬂﬁr fiE {%
B, 2. BREES) . infusion reaction, MUK - BEIERK. Eﬁﬁ%;ﬁ%jﬂi\ PR
E (XL NU—EREES) | DR, RSO/ IMRIRA YRR, WAL, 7R
FERBEE) T LT, UHERSUIABRERBEOFMELFE T OEM L EE L (BHE
FOBEORSICE L CTRERUXEZZTONAEMHICH I L) | ELICHEIRL
BERTELHREPESTHDZ L, ' : ~
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5. BRERRERDBE
(Z2MEICBET 5FEH] |
O TRICEETIBEICOVTRFFORENHERL SN TVDE I LM b, BEEIT

blanzt,
o FKADORRZIIHR LBBUEDBEERED B 5 BE
. ﬁ%xmﬁ%trwéT%ﬁ@%éﬁﬁ

?’“ﬁﬁu@n?zﬁﬁh_a%b"CTnEt:Vé’l?‘é BEIZOWTIE, 7&%‘]@1&5 iﬁﬁéhiﬁb A

B, MOTEFERREBRVFEIRY , HECAFEZHERATI L2 ERTE %,

o HEMMEBROSHXIIBEEDOH2HBE - ~

s BHEHRECHEE LR bé%%&@%ﬁﬁ@H%ﬁ%ﬁﬁ%@%ﬁ%ﬁ
EORICRERELB LN S BE

+ HEARERBOAED. Xi@ﬁ%ﬁﬁb(Hﬁ%ﬁ@ﬁﬂﬁﬁﬁ*ﬁﬁﬁﬁ®
HHBE :

o [ERBHE (ﬁmﬁﬁﬁﬂiﬂﬂﬁﬁﬁﬁ ate) DHHBRE

*  ECOG Performance Status 3-4 &0 0 B35

[ﬁ%ﬁ BT A EFHE]
) m%ﬁﬁﬁwtw$%&0m%ﬁ$ﬁ@&5ﬁﬁkkwfim@ﬁ@ﬁmrén'

T35,
7B, MMFﬁF%Zﬁ%ﬁT5$%LkPTM MMFmiﬂ ié%ﬁ%%ﬁ
7“52: S

@ TFRICHSTBAROBE R CERFEISVTIL. Zl:ﬁJﬂ)ﬁijrE#EE_Lén'Cio

ET AR OB EXE L 72 BTV,
o iR BN LERRIE, A
o  fhoHEMEER L O,

@D ECOG ¢ Performance Status (PS)

Score

T

E{MEREHTE D, FRATLFILHFEBENHRBRATX S,

PIERICI L OEBNIHIR S 525, SHITARET, BIEECE - COEEIIITI 2N TE S,
Bl BORE, FHEE

BATRAETHSDOEDED OZ LT TAEEEREZIITERY, HPD 50% L iz~ y R
‘—C\‘i@ :‘—g‘o

BoN=EROHEDOEN DI E LTE AR, BRO 50% L~y FABFTBIT,

28T, BLOHFOEN DI LiIZLL TERY, By FORFTGRTT,
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6. RECHRLTHEETREER ' '
) '%Hi%% Tz, BERREE SR D ERE %o%ﬁ%ﬂ@%ﬁ&()\ﬁﬁﬁ
DI BERERE 5 @bemaﬁﬁ?é Eo

TRRBALEIZ S D ﬁ%Xi%wﬁﬁuﬁmﬁﬁvﬁﬁﬁ%+%ﬁ%L AELE
Thb&ETZZ L,

ERBWER DRV AV MMZDOWT

@

©)

BEMHEELHHOND Z EBHDHDT, $ﬁ@&5 iz o ThE. FIHHE

_ﬁ(éﬁh PR EEE, %S ORRE VIR X BREOKRES. BiEE+

fT5 2, k. BESUUEE CT, Mif~—0—E0REL ElT
6 v, S .
infusion reaction 3% b5 Z L33 %, infusion reaction BB BB
X, EEIRALBEITO L L bic, FERBENET 5 £ TREOKREL +0ICEE
TBZL, - | |

FINRSEEREER H bbb Z LB H 50T, KFOHREFRHERTR &R 5-HIH

- PIRESRICFRBRERERRE (TSH, ﬁ%T3ﬁ%ﬂM%@ME)%%%?é

Z &,

PR RE g#%%bné EWBHLHDT, ﬁﬂ@&@%ﬁﬁ&@&%@%¢m_'

E%%uﬁﬁmﬁﬁ(ﬂﬂ MIyGH’MP E)Wt/%@ﬂﬁ)%%ﬁ
THZ L,
S8R (IR O %%@%%ﬁn)%®E%&WE%ﬁ%Bbﬂé
TERBHHDT, EPNICROREOEEERT 52 L, T, ROBHH
b LNBAITIT. BONPCERSEY SR T 5L BELEET L,
Kﬂ@&% 0. BECEERIGICRERETS &£ 2 b biEx REBORE
BHobh2ZEeBH5, BENPBDLNEHEICE, BRALEFRIIG LR
%W%ﬁﬂ%&ﬁ%%ﬁOE%kﬁ%LTﬁﬂtﬁﬁ ZWr & 1TV, BEDRE
i ié@ﬁ%mﬁbné%A i3, AFOREIHIE, ROBIBRER
NEVEIOBREERERTHZ L, 7B, BIBREFNVEVOREICEVEWE
AOWENRBD DR WEAIZIT. @%&E$»%V&%@%Em%ﬁ®ﬁm
LERETDHI L,
BEKETH, BoER» OBV ARE L ThHOoEHERZREH T Z k#%ét
AR OBRERTHRICHEWEADORRICHRICERT D 2 &,
1RSSR (BE | BUBEIRIS 2 8 0) Bbbbh, BRFEE, v 7Y F—v 2
WCEHZEBHHOT, O, B, BHEOEROBEFESCMBEE DO LFIZ+
SEETHT &, lﬂﬁﬁrﬁ%bht%AkiE5%¢mb AVARY B
RoREEDOFETRLEZITS Z &,

BROERABRICBWV T, BE5BEEND 3 » AR, TR, BE5BEEMDH 1
ﬁﬁﬁGﬁﬁ;&;ﬁ%&®ﬁ%%ﬁofwt;k%§%hwKﬁ&%¢ii%%
R DR EZITO T &, :
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