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WT BFHERLOFERORBELHEELRDIZ ENEVRAENTEZI 2%
T ESHER R P IS E BT ﬁiﬂ*é Te DI BREERHEEYT A K
SAVEERTHIEL LTVET, | "

S, RATu U RX<T (Bl x) 85 (BREL : ¥4 M —F R
i ##FE 20mg K UVR 100mg) LOD*’C THREFR DX Y IR LT
- HT3E @%E%ﬁ%%ﬂﬁ@k%@ﬁfﬁﬁﬁﬁ?ﬁ@ﬁ% KS 42 d L“CES(D
ELHELEDOT, ZOHEICY - o T, v: N G N /LOD\“C%’ B
nNad3xk5, BENOERBKBERUCERICHTHIAALTBENLET,

T, NRaT Y RXvT BREFEBZ) BHEIENHEMNER CESLER
GBI L THEATAEODEESFEICOWTH., =R~ T7 (Bl
%) BEARORLAT 0 Y XA<v7 (BaFEHBRZ) RAOKBEERMEET A F
T4y GEMBEMBEROCEHERGARE) (2250 T (ERK29 £2 8 14 B
FERAEREER 0214 E1 BEAFTHEERE -AEHAEREELREEETHRER
BE) XD, FhEPRRLTERLE I ATT,

S, AT n Y XwT (BETHEBEZ) BHOERA EOEENHETIN
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CL: {EMEIXME. NE : #EE R, %1 : RECIST 54 |

R4 1.1 BUCES M dsfiize, 2 : J§

Bl Cox BBl NY— FETIVIZE B 7T F Mk |

F | =
YD | (‘FﬁﬂBLE) %%é’v\»—v (ERYEHRERHIBR)
4R— K1 FOERAR (KEYNOTE-024 ) | a=—o (& 1 o&Mm) ‘
A1 200 mg %%% |
. Q3w
(154 i) LA
_ . _ (151 i) -
B s | eo
| o) (6.7, NE) (4.2, 6.2)
PFS* [ ~HF— 0.50
P2 | (0:37, _
(95%CI) |  0.68) —
P {E* <0. 001
(o5%CD) (NE, NE)- (9.4, NE)
0s* | ~HF— 060
[ (0. 41, _
(95%CD) 0.89) —
P fE* 0. 005




ZE{CERIEL OLE, x3  BRlnSS s

RRE, x4 : PRIREEDOT —# 12016 5 A 9

BAy b AT - e
62— 2 . BMERAE (KEYNOTE-010 3RBR) - 6 R— (& 2 oEM)
AEl2 | AHI10 | PEFx : :
mg/kg | mg/kg Y4
Q3w QW .
' (344 %) | (346 451) | (343 #1)
OS| FofE | 10.4 12.7 8.5
[B] | (9.4, 1 Qo.o, (7.5,
(95%CI | 11.9) 17.3) 9. 8)
) ' :
PNHP— 0.71 0.61 \
FEM | (0. 58, (0. 49, -
(95%CI | 0.88) 0.75)
) | <0.001 | <0.001
Cl: {E3EXMH, *1: BRI Cox LFINY— RESF
MZED FEZXRNLLDOHE, *2 : ERla S
TVIRE o
TR=Y | #3 WTRLOHTREREN UL EORMER | 63— | WIFNrOBETRERN WA LOBIER (B4

(R AR SIER)
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THE. Wik - BIER, SEIBR, LB, & jw“ g - BERER, & oﬂﬁﬁ&@uﬁ%ﬁm
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2E) (CERL294E4 A | BRRE - 434 Mk
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HEE%)
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b, 25 ABRESHEE T )

| @ ARMCEFEZELRE L, S BRIEME

1 XU SRACZEREINE 2 D fEsR B YT 4R
BEHET> TV AR (FR28E7 A 1

- BEEA 2540 HiER) | |
(5) FUEMENESAIA S, & EME O MR LI 4R
LEEET>TWAHERR (Fk 2847 A 1
HEER 1290 Hask o :

(3) EERRAMFEDIRE T 2 0 A BRE R
(B ABEESE TR, BABRELET
TIRRR. DA RBCEEHEE R &)

(@) A RALERRE S BE L. SRR

B 1 AL ERRENE 2 MR A
5 BHEIT> TV DR (A 274F 7 A

| (5) Frm v RIS BN O AR el A

HIEHEIToTWAlER (FR274ETAHL
BB : 1284-0E7%)

TR

©-3 BlfERoOReiciELT .

BIfER (REEMRERICMZ. KBk - EED
TR, FrieeisE. BHMEEE (RuEHES
BRE), NOWHEE (TEEKERE, PRIR

WRERE ., BIBMRERES). 1BERKE. SL5 |
BEk, fhsk - BRRCRSRIMBIE, BER. EEOKE

MEE (RRERERERR, £ EALBE, BRBE
%). infusion reaction, AM# - BEREZ. HiE
FHIEIIE, MIREE (X5 - NLU—ERES),
URE %%, Safeth /MR ESEBEE, YRR
M, FRIFBREELE) Ioxt LT, YR ULk
ERBEOEMELE T IEMEEEL @E
HOZEoSICE L THRERUVXELZITH

10 N—¥

@3 BIER OB CRISICELT

| BER (MEMMRBICML, KB%k - BEO

TR, IFHREREE. BHEREE (RETMEME
BRE) . NOWEE (TEEBERE, FRIR
BEEEES . BIBHREREE). 18ERRE,. S5
fRIe. B - MBUHRIARIE. R, EEORE |
BEE (REHBIRERER, SWLK, BEREE
%). infusion reaction., AM# - BEIRA. EIE
EIE., MREE (X T v« NU—EREE),

CDEFRE) TR LT, SRR IR ERE

oML AT HEM L EE L EER0Z
BrORHRICE L TSR R ERZ T bh b4

PR B T L) EHICEIRER T B |

NAFFCHDI &), BELICHTRLEN T
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| ﬁf&%@ﬁiwﬁiﬁﬁﬁi?ﬁv@ﬁ/r RS54 v ORETHEF GFEER)

T [=]
Y- (Tﬁ%ﬂLﬁa) FYR—Y (BRI AIRR)
4=y | EEFMEEE THOEHE [RECISTHA K54 | 44— | EEFEEE ThH5EHE [RECIST H 1 F T4
: ¥ 11 RRIZES S FIHEIC X 5 55255 (CR) ¥ L LRI EES < PguEC L 355258 (CR) |
IXERES (PR)] 1. 24% (95%IE X - Xi3EoFES (PR)] 1%, 24% (95%EREX : 12
~41) Tholz, 2B, Edil IZERGE L 7R 11, | ~41) Thots,
10%TdH ol .
4R—Y ' %1 B ZERAR (KEYNOTE-002 3RE8%) 4R—= | (ﬁl@f@ﬂu) .
' A2 | AHF 10 | {bFE
mg/kg | mg/kg E
Q3w QW |
(180 | (181 ) | (1794
: &) . -
0S | HufE 13.4 14.7 11.0
[A] | aio, | (ai.3, | .9,
(95%CI) | 16.4) 19.5) 13.8)
NPF—F | 0.86 0.74 :
)= o (0.67, | (0.57, =
(95%CI) | 1.10) " | 0.96)
PE*® | 0.1173 | 0.0106
PFS" | HoRfE | 2.9 2.9 2.7




(A1 | (.s, (2.8, (2.5,
(95%CI) | 3.8) 4.7 | 2.8)
NYP—K1| 0.57 | 0.50

Pz (0.45, | (0.39, | =
(95%CI) | 0.73) 0.64) -

P " < < -

: 0.0001 | 0.0001 | :

Cl:{E#EXM, *1: RECISTHA FKSAL V1.1
WESHENBRERVEESEMEIZL ST

i, *2 : BRI Cox BN — FEFNIZ X B1E
FREL OB, *3 ;. Bl IHBE

T6~—v 3% 2 EHMERE (KEYNOTE-006 3RER) 6~ (& 2 oiEm)
| AFl10 | A& 10| LY ' : ’
mg/kg | mg/kg | AT
- Q3W Qv o
S (217 | (279 | (218
3 , ) i) ) -
08" | HA{E | NE | NE ~NE
[A] (NE, |  (NE, (13,
(95%CI) | - NE) NE) NE)
NPF—F | 0.69 | 0.63 | |
- il (0.52, | (0.47, =
(95%CI) | 0.90) | 0.83) |
P {E* 10.00358 | 0. 00052
prs™| HRfE | 41 | 55 | 2.8
[A] (2.9, | (3.4, | (2.8,




6.9)

(95%CI) | 6.9) 2.9)
NYF—FK| 0.58 | 0.58 I
e (0.47, | (0.46, | —
(95%C1) | 0.72) | 0.72)
P {E* < =<
0. 00001 | 0. 00001
Cl: mﬁEﬁ NE : #EERF, *1: ¢ﬁ%ﬁﬁ

| DTFT—% 201543 A3HIY AT %2 B

Bl Cox I — REFNMICEBA Y AeT
L DL, x3 : BRIv J T 7 HE. *4 : RECIST

HA R4 1 1 RRIZES ST U= Hebtiss
EROEREMEIC & DEP{f, *5 . REARTES
DT—HF (0149 H3BH Y hF7) -
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(RSP S L) “ (R EMEREYT ﬂ%ﬁ@)
%’%’E’?ﬁﬂﬁﬁv\ﬁ (SOC: System Organ Class) SocC
ZEAFE (PT: Preferred Term) PT
(MedDRA ver. 18.0) . .‘ (MedDRA ver. 18. 0)
9R—=Y 3N RIBEE, 1BERKE. B - ﬁ%ﬁ(ﬁ%ﬁﬁ 8- 7o, BIEFREE. 1 BERR. ﬁ‘fﬁ AR R
B UER, SR MRBD B, YA FERE RS OB R I35 D e ho T,
_ | ItEE I R ORIFERBIIRD bR do Tz, . ' v ,
10— | £5 WO TREERN 5%L/u:o>5rﬂ5ﬂ% | 9= | F WPThrOR TRERR WL EORER
(REMMAT R SRER) (REMEMRATRIRER)
MSOC? System Organ Class) " | soc
HAKFE (PT: Preferred Term) - - PT _ ,
(MedDRA ver, 18. 0) . - | (MedDRA ver. 18. 0) - |
10_— | £, BEEGENE, LHE, ﬁl&’:fﬂfud\*ﬁﬁ IR—Y | E, EEFENEESLHRITBD O
DUESRETR, WS PR 0 e R SF RS 78 o, ‘ ~
, N dotn, _ -
1=y 1O-1 Fio (1) ~ (5) mwﬁm éﬁ“ O-1 T&Eo (1) ~ (5 @u\ﬂ*,mbs ;:ﬁéﬁ“

DR THD T L, |
(1) B4 S BARE D TE T 5 15 A BRI

Wbt (EPERTFIRNS AL SR




)

iﬂzwu S UL URER. fﬂzi@%w SRR
2E) (FRL294E 4R 1 B : 434 Hidk)
(2) ®eERRERPY (ERE 29 fﬁaﬂ 1 Ela#-f( 85
HEs%) .
(3) %B]EHL%%@#%E@‘Z) S ARSI R I
- (BARREEEERR., SADEEER S
AbE. BSABREERERE L L) '

‘@%%%M%%&ié BB L, Shk{Lpsn

1 XIZH AR INE 2 DR B % 1%
BREHEIT> TV BHER (TR 284 7 A 1
B BFAT : 2540 #Es%)

- (5) FUBMEMEE AL EEAE ORRERI A |

ifmim:/u ﬁ@%#&ﬁﬁ&m HUR NS AL
rw;a) (R 284F 10-H 1 AR : 427
Hiz%)
(2) K ERBEREE (ERR 3&&—9-)@ 1 EIB%?"—"‘k 84
BEER) .
) ﬂﬁ)ﬁﬁ%ﬂﬁr)ﬁaﬁa‘mw 2R B B
(BADREEIS R, NADREERT
CJIERE. DBSABEREEHEE R ) '

(4) SASRILSBRIEESRE L, Sok{b2emmEim

B 1 USRS 2 Dk B #EIT
C—%Etﬂ%ﬁofwéb@ (ERk 24T H
1 BEER : 2538-ffE%

BERMHET> TSR (PR 28ET A 1 (5) FLEEMEIBIEAIML F BN DR 4%
BB 1290 sy 3  BEHETFoTV AR (TR2ETA 1]
- H B ;1284 sk / :
12%—2 |33 BIfEAOBE-ORSIZELT ©-3 RIER OBUTERIZEE LT

RIVER (MEMMESBIZML., KBA - EED
TR, IFHRERES, BHEEE (RMEREY
BRE), WOWEE (TEESERS, PRE
HREREE, BIBMSERES). 18ERK. 2L
IR, R - BAUHRARE. KR, BEEOKRG
MBEE (REHEIRERR, SRR, EREE
%). infusion reaction, %% - BEREL. EIE
FIEIE, MREE (70  NU—ERERE) .

11 _R—Y

| BREEREE, RIS .

BIER (REHMERRICHEZ, KIBX - EEOD
TH, FeElRE. BiEEE (REEMERE
BRE) . NAWES (TREKERE, PRIR
1 BBERE, 585
ﬂ%ﬁ B - RIRARIE, BEK, BEOKRY

S (R, SHLE. EXEE
’é‘}:)\ infusion reaction. %S - B, EHIE
HENE, BREE (X570 NL—ERES).,
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ROBERCXISICE L THERVOXELZIT 5

NB&IHBZ L), EbicENRLERCE |
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1. IXUHic

EIER DA - féﬁ@ﬁﬁwtbkm\%Hi%%k%dwtﬁE&ﬁ%m*b
BB, &5IC, EEOREEROESIC LV FFERRR & OBFN2FRIEDE
FEESBEBINZPT, ThbOEERRFEICHERBEICRET 5 2 L SRR
REL 2o THBY BEMBGEE L WEDOEASE 2016 (Erk 28 4£6 A 2 HEBRE)
ZBWTH, EFNEERLSORRORBIEELRS L L ShTV3,
FHUEFEER L, BRIEASRAM T 0 7 7 A VBREHEOEER LA SR
&5:&ﬁb5;:otb\ﬁ%ﬁ&@fﬁﬁh%?é%ﬁﬁ+ﬁ%ﬁ?%iﬁ@%\

HEERORELRSZI BT LAHM IS BEICH LTERTS L bic, BlE

ﬁ#%ﬁbt%kb%&ﬂm%ké L AR — E@E#%ﬁt?&ﬁ%%fﬁﬁ
THZLBEBETHS, ;
 LEBoT, BHA K4 2Tk, %%&%@ NETIBOLN TV ERESY -
BRI ES X zﬁm@%m%ﬁfﬁiﬁj %:#Eré#éﬁﬁz:&z%f:%# Ex

 FRUEEREZRT,
7B, Ziif 4 BS54 03, Zﬂ"""ﬂt&AE%naEﬁ%aﬁ%ﬁA&% é&ﬁ*ﬂih%k B
BRIEEYS. —BEFEA B ABENBES R U— A EA B R EFES OB AH O
bEERLE, ' ' :

ML IR DEES ﬂw M — & Sf#E 20 mg, ¥ FL—F SiEEE 100 mg (~—
s ReTr) w7 (BRETFEBRZ))
G RBPRXIPR : BREUIEBEOHTRIOFT XY L E
HELRIBERUAR  BE. RN, RATRY XvT EETFEHRL) L LT, 1
1 [6] 200 mg % 3 AR T 30 é}ﬁaﬁmif RIEHET 2, '
Bl & R 5¢ ¥ F : MSD BEX&tt




2. FAIOKE. ERRF

X PA— K ARESIE 20 mg R U100 mg (—iR4 : RAT R Y XvT (BiETE%R
). UUTF [A#l & )H,) iE. PD-1 (programmed cell death-1) & 2D YH ¥ FTH
% PD-L1 RUNPD-L2 & DA FEEMET 5.t MEigGs €/ 7 n—FAHHTH 5,

PD-1 /2§13 T MR SeAE AR > D RN B 72 10 38 ABRASRI AT 3 5 T 2 S el
AA v F T, PD-1 1%, BELRBIZIWTEERR T MEOMEREICRREL, BOk
BERIS 2 S D RNEXDBR R SRS 2 H#ET 5, T72bb, PD1 i3 Ho R L
BFBT LI LV RESREIC LDV ST RERRICHET 52 R ETH B, PDLI

EEMBICBT2RBITDOTHTH IR L OPAMETIITHROBE ZMZS
IECBRICRBE LTS, BAMKICKITS PD-L1 OFBEIT, SIS, FiE.
FFHRRARE. REAEE. FE/NERIFHREE R & Ok & fmn}uf%ﬁéT BETFTHY . BV AEFER
L OMEBEHERHE IR TVE,

BEOR A DK T% & PD-L1 EHROMEBIHED S PD-1 2: PD-L1 OZRIIEE O
SREEREICB W CEERREH A Z & zarﬂﬁénm‘o UR %ftfm:/uf‘ﬁm@éﬁk L
Tﬁﬁﬁénﬂxé '

A#lx. PD-1 & PD-L1 UV PD-L2 a)ﬁJ o L@FA%:Bﬂifré Lk, BE)%
BN OIEERROMIREEET U v/ 5K EEHEL é*ﬁ_‘ ﬁﬂiﬂgﬁ&“‘%ﬁﬁﬁ{tfr
HTE Tﬁﬁ%xﬂ%%%ﬁ?‘é

Kﬁoﬁﬁ%§k£0<@F@ﬁﬁﬁﬁkiéﬁﬁ%%#h%bhﬁiﬁxi%tt |
EBTREMRR DD, FROREFROBERZITIL, BEOBELFHITTV, BESE
D ONEBAIIE. BRLEBERIISUEERANRIMREBREFOEMEE L TE
EIRERDI 2TV, BEORERSIC L 2EWERRRDN 2 HAICIE, BIBRESL
EUAOREEDOBENRLBRIT O LER DD, | |



3. ﬁﬂEﬁEﬂ ' ‘ » -
ﬁ%x&:‘u;‘é’éi’*&wﬁﬁﬂm-r /#/J 2 B DB IR 21T o T ERERRRR D

R T

(ﬁfjﬂé] :
H%H*ﬁ?ﬁfﬁ (KEYNOTE-087 asw . '
ﬁ%xm%?‘*ﬁwﬁﬁﬂw TR YUERE (210 . BAAN 10 fIERET) DL
TD32Dadm—h %Sn‘%t_ Al 200 mg 3 5&&5%3!%&5@@%&&6?@&7)%%
Shie, '
- B %Jﬁmiﬁéﬁmﬂ@@mﬁ@ﬁﬁék\ TV R =T RRFUCL 67“%%@7‘7‘_
# (ak—FHr1) |
- HREOSHERBEEESTHY ., 7b>07 v//ae v RFEFUIE 5%&%
,ﬁﬁtaﬁ(:f—bm .
. AR MEBMABERTEI. LY YR eT RFFUIC L BIER (—RIBHE
ITBREEREO—BLLTOT LY YR < R ?/L_J: ) Hu?‘*ﬁlia 3
7:&1«\) EZIFTWRVEE (a2k—R3)

BB, W@&ﬁfﬁ%éﬁm 2 b TZE AT, %%@ﬁ%r#ﬁﬁm 35 IRV
SOBKICEE LTV 5 B% Tk, KELEO BRI CRBETSBD ORI ET
FROBRE LT B2 ERTRRE She, EEFMER ChHAEHE (KT IWG
criteria (2007) LEO < gy /'IJE X 35%4%E% (CR) X&i%ﬁ%’% (PR) @*’JA)
BR1DOLEBY ’C*&;oto . E/ ’aﬁﬁéhtﬁﬁfﬁﬁfﬁ—f—ﬂ b\?‘ﬂ@ﬂf P
20% T - 710 :

#1 :ﬁ‘;gbﬁﬁszﬁ (KEYNOTE-087 ﬁ&)_ '

aR— b af— b2 ak— k3

(69%1) (8141) ~ (60%1)

T22Z% (CR) 15 (21.7) 18 (22.2) 13 (21.7)

it M55 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) #Z5E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1T (PD) 3 (43) 17 (21.0) 7 (11.7)

: RN 3 (4.3) 2 (2.5) 0

£3h% (CR+PR) (%) 72.5 . 65.4 667
(95%(5HEXH) (60.4, 82.5) (54.0, 75.7) (53.3, 78.3)
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@%#H%Hﬁﬁﬁ(waomoma&)
ﬁigﬁﬁﬁ&éWszmwﬁH%mwmeah,ﬂ¢%MJMOmﬁme@

wagnto%ﬁ#ﬁS%UL@ﬂﬁﬁﬂ%Z@kkDf%oto
#2 REEH s%utwamsm (’i‘éﬁﬂﬁﬁﬁﬁﬁi)

CEBRERIXSEE (SOC: System Organ Class) ' gfﬁggi
HAEE (PT: Preferred Term) o . 210451
(MedDRA/J ‘ver-l.9-0) , 2 Grade " Grades 304 E
T ' (© 23

FRR IR AEIE T A

16 (1.6) 0

v

Rk, BVEMAEREIT 6 Bl (2.9%). KB - EEOTANL 3 61 (14%), FHEEE
(XS - NU—ERBZ) 1316 (0.5%). FAEEREEIX 8 6l (3.8%). FREHAE
REE 1329 1] (13.8%) . £ 2% - BELCARAARAE 1T 2 51 (1.0%) . Infusion reaction i 1761(8.1%).
SESERT 26 (1.0%) BROUHRIT 16 (05%) TRHON, £, BEOK
EIEE (RSMIEIREGER. ST, EREES). TEASERE, BITHERE,
| BUBEIRSS . BHEEE (RATHIEIEEAS). Bk, BREGEE. Bk - BBX,

ﬁﬁﬁmmmﬁaﬁ%%r\ﬁmﬁﬁmﬁoﬁﬁﬁ%iwwan&moto



4. ﬁﬁﬂkov\f '

ABAME L L THAREAE (FIHZ) iP%"d‘Bi}’L'CIJ‘Z) b, YHERELE
PICEETEXBERTHILERH D, TOLT, FR OB HHEN 2 BE LD - 4
/"1:’L FROFEEIC LY BEERBWER 2 RER LRI T 5 2 & 73)5[4?7’@713) T

@"'@@‘?‘“T %Iﬁfuﬂ”ﬁﬁuﬁkj’ob ‘T{im‘?‘é’\% 'Cﬁ)f)

)] ﬁﬁﬂh—’)‘l‘f S
OS5 TE@(U’vG)wah#kW%?éw R ChB L, »
(1) BEEEBRESEETIHAS ﬁﬁ%%ﬁf&%Cﬂﬁﬁ%mb%§@%Mﬁrh\
HIR 23 A RO ML AR . RIS A IR 12 &) (4252295154)% 1 Elﬂ#ﬁ 434
- HERR) - -
(2) FFEHRERE (R 29’:‘156)51 1 BB : 85 Mgy
o)ﬁﬁﬁ%ﬂ$m%ﬁ#5m&*ﬁ@%f&(mbﬂﬁﬁﬁﬁﬁrh WA DIE
- WBHREE. BABREEHEERB R L) ~
@) S RACFERIEZEZRE L. ﬁ#ﬂ%{tqﬁ%ﬁm%ﬁlX!iﬂ%lt%ﬁ&ﬂnﬁzmﬁﬁ RELTE
AR BB EIT> CVBHER (ERL284E 7 A 1 BEEA : 2540 Hisk) ,
(5) PUBMREEAIALS BEIME ORI 2B 21T - T B sk (ﬁﬁzs¢7,
B 1 BEEA 1200 EER) - '

@2 Eﬁ%fﬁ%/)ynﬁwk%ﬁﬁﬁwﬁwm%ﬁﬁ®ﬂmL+ﬁ&ﬂ%&ﬁ
BREROES (TROVTIOCIAT 5 EM) 25, SHBRHOAAICET 5K
%&%kbfﬁ%énfwé L,

%

. lE:EfﬁfE“Fﬁﬂ G 2 fﬁ@%’)]%ﬁlﬂﬂlg’ﬁ:ﬁf"T L7121 S L E DB AR DOBRRTFHE LT |
2TWBHZE, b, 2 ﬁu_i:%i BAEMREEY £ & U BERERSZOFHEZ1T
f;o’Cb\é &, ’

o EEGRFREH% ZEDW%HV%%‘T L7z#ic 4@%#@%%7@&%7@ L'Cb‘é el
Eo Db, 3ELEIE, ﬁm%EﬁE%@?)l}u%%ﬁ%%a Uﬁﬁkfﬁlﬁ%@ﬁﬁg% :
ToTCWAZ &, 3

@ ﬁhoﬁ%uaﬁﬁﬁ‘ﬁowﬁﬂkowr _
EESEREHICHET S ELENRE SN, ;ﬁx%ﬁ%w‘o@ra%&’“u ot - i
EHFIFHEROFER CEMEIC T 2 F R, 7(5:?%%!75:%%& Li=BE0#HE

e N FEPER TN A EEIRES TS D L,




Q@ BUER~DOMIITOVT
@-1 HaERHIcBIT 5 BH
%Eﬁ%%ﬁ%wiﬁﬁﬂwm#%ébmwm24%%*%%%@? LR
IREERERIC BT, %ﬁbt%ﬁﬁhﬁbfk&@ﬁkvCT%omﬁm@ﬁ%L% '
E&ﬁﬁmﬁ%ﬁ%5¢wﬁan\Ezkﬂmﬂﬁﬁwﬁﬁﬁofmazko

"®4Em%$%u;aﬁ§$ﬁwmuﬁ¢a§#

A BT b 5 BRI R S AT S EREEESEERE=F V

FEDEEREOR Y Y — =V T RITVERE LEREHE TE 5 F— JEREHBE
HERTVWBZE, 228, %F’*ﬁiﬂ%ﬂk’w\f 75=}u$%<‘:7€0)%5§k+ﬁkﬂ%ﬂénf
WwWaZt,

®-3 BHER ORHTROR IR IZBS LT

CBMER (MEMERRBICN X, K% - BEO TR FrHEmE, %m%ﬁ$<ﬁm_'

EEEERE) . NOWES (TREREES, PRIBSERE.  BITRERES) .

O ORIEERIA. B OISk, B - MEUTRARE. Bk, BEEOKREEE (Bi)%‘*ﬁﬂﬁﬁﬁﬁﬁ%

B, BTACBE. SRRIES). infusion reaction, MZ - BEMJ. BIEBIMESE, M
B (T - NU—ERBS) . DB, REMEL/MRBOEEIDE, BFOERN, &
BFEREEA) ITA LT, MR UL B ERE O S E H BER L B L (BIfE
AOBERSIcE L CHER KB Z T bNARECH B2 L) | BEhICETRL
B TESHHRE-TNE DL,



5. G5xMmL R BE

[Z4H B 5 %E)

O TRIZRITIEE! uOb"CliZiiﬁlJ@E"a‘-b)mué:éh'Cb\é b, BEEZTT
P oYsJ AN

. ZIiﬁlJ@ﬁ)z’\Lﬂu@ﬂr @E%ﬁ@mbé%%‘
e HEESUHRL TV S RO 55 BE

@ .YL‘ﬁHIJVJn:Ffﬁﬁ CBWTTRIREYTBRFIC O VT, AR 0B SIHE IR
SR AN M DWEBEEIR SRV B AR Y | 'IEEL_ZKﬁJ%ﬁHiTZ) LEBERTE D,
o BIEMRBEBROSTEIIEEDH B BE ‘
e BNEGRE CRIEELRO3BREROESR TE@ﬁ%ﬁ%ﬂfﬁﬁ%’ﬁﬁﬁéﬁﬂfﬁﬁ
EDOMICREMELEHONDBE
e H Eﬁﬁ?ﬁﬁo)Aﬁ? Rz L 3BERMED B CABKEROEERD
HHrBE
. Hﬁaﬁ@*ﬁﬁ_ (f»’ilfﬂ.ﬁ%#lﬂﬂﬁfz*ﬁﬁ%a@) D2 BE
*  ECOG Performance Status 3-4 EpEE. '

[ EpEcET 5 %E)
OMCE S e &Xﬁ?ﬁ@@ﬁ%Ri%%ﬁ@iﬁ%T/%/)/
SRR B TARI DA MEIR SN TG,

@ TRICEYTS %%‘h%‘?‘é?&%ﬂ@&#&@ﬁﬁﬁjﬂf IZ W, zlsﬁuoﬁ;dnéz»
FESLINTELT., FROERERR L 2HR2,
o ALFERIERBEDBE,
.« HOTIBEERA & OHHA,

@D ECOG o Performance Status (PS)

Score EH

0 | 2<MEREETES. BFEALALBEEESHRRIITXS,

AR E LV NEBNIHIR S 223, BITETRE T, %W%@Fofwﬁ¥dﬁ5:&ﬁfééo
Bl BVWEE, FBEE

HITARECHADEDEY D= &uf«17ﬁtm¢¥dr%&w D 50%L i<y FATRB T,

BRoNEBHDEOEIDDZ L LM TERY, BHRD 50%LLER Ny ROEFTRTT,

W]

é<§ﬁ&woaﬁwﬁoﬁbozkmﬁ<f%&wc%ﬁu&ykmﬁ%f@f#a




6. HEZEBLTHETREER :

O WACESCML, BERTE %%ﬁ%#?%%ﬂ%mgdéxﬁ@ﬁﬁﬁwﬁﬁﬁ
A DICHERERE+FCEBRLUTrLERTHZ &,

@ P%%#k%ih\%%Xﬁ%w%ﬁkﬁﬂﬁﬁwfﬁﬁ%+ﬁm%b Ha%?

 ThbLBRETDTL, .

@ FREWERD<RI AL MZoNT

FEMMREN S DDID 2 LR EOT, AAORECH R > Tt THIE

ﬁ(%@h UG RS, ) ORERR UM X BREOERYE, BEr+
Vﬁﬁ_koikg%EKmDTM%(j\mﬁv—w—%wﬁﬁéimﬁ

BTk,

infusion reaction 233 & o %’) - LA 5 infusion reaﬁt_ion BRDENTHBEIT
H\ﬁ@@ﬂﬁ%ﬁ5&k%k Fhm@ﬁ?éivﬁﬁwﬁ%%+ﬁuﬁé
THZ &,

RIS REREE S H bbhd 2 &#%5®T Kﬁ®&5%%%&0&5@ﬁ
I EIANIC R RS RERZE (TSH. 8 T3, B T4 S0RIE) 2EHKT 5

P
N— o

FFSEEREE N & 5 b B = & 3 B DT, AHI OB 5 BART R U 5 HIR ix
I FFHREREE (AST, ALT. y-GTP. AL-P, t)wtx%mﬂﬁ)%%m
T3z L,
&koﬁ&(M%&&Uﬂ%%%wﬁ%ﬁb)%@E%&WE%ﬁ%Ebné
:aﬁhéof-E%mmwmﬁﬁ@ﬁm%%:fé*a 72, IROREN
B LNEHAIIE, EPNICERBEZZRT 5L BELIRETE L,
ﬁﬂ@&a_;o\@E@ﬁﬁﬁﬁk@@f&e%zanéﬁﬁ&ﬁé¢r%
BHODINDZEBH B, BREFBDONLBEITIE. REALLFRIIS LK

- EPRY AR & R 2 RO ERD LB HE U CEGIRERZRT 21TV, BE DR

R X 2BIER B RO 2581011, AEIOKREX I IE, RUBIBEE
NERIOBREEEEBRBTHZ L, 2B, ﬂ%&ﬁTN%/@E% XY EMHE
AOYENE b&h&wFA i, BIBRE VT L LIS O S g A 3B
bEETDHI L,

BEHRTH., TEE»SHED ARB L CTHLEIERARRET S Z kmbét
FRIOBE(RTRICHEWERORRICHHICEET D Z &,

I EERR (B | BERBEESD) Bhbbh, BREFEES F T F—v R

WEBRZEBNHHDOT, O, BL, BHEOERORBECHMBEED LRI+
SEETHZ L, 1| HERRARDNEEAICIIEESHIEL, AR
HoOBEZDOBEEOLRLBEEZITO Z &,

@ FHOERRBICBNC, REBHDD 12 BT LICEHHEOFEET> TV D
| LEBEIC, RARSDIENOCEERE CHROMBETO T L,



- %iﬁﬁﬂ%?&i@ﬁxf kS

RATRY X7 (WETEBRL) \
(R4 : ¥4 P —H SRS 20 mg, ¥4 FV—F KFHIE 100 mg) .
~3F/J\fﬁmnﬂﬂfbﬁ~

2 9428 (P2 941 1 AK)
' BAENEE '



SRR S

CaRk
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AHIDR. 1R

BRPRAE |
HERIZHOWT
BREXMARLLRDBE

BEBUCEET S EH
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P3
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P10
P12

P14



Ui

E%uu DHEBhE - yét&mﬁﬁé@tm_ 1. WA SCEEICESWEERBRASKD
- b, EbIT, EEOREENOESICL Y | FUEERM LR & OEFHNRBTHIERSE

FEELPERBINIP T, ZNO0EERZEICLERBEICRIE TS Z L PARED
BEL TR BREMBGEE & EOEATE 2016 (K 28 46 A 2 AEIERE)
CEWTH, EFNERSSOERORBHELRZ - L STV,
: %fﬁfﬁﬁm%ﬁf;[g%un X, %@ﬂgﬁﬁ‘%ﬁ‘éﬁju 77 /fll/ﬁ‘gff@lz%nu b 675>k£
‘ttZa BB, DD, AIERVCELEICET A 1EHRS+ é}g’fﬁ‘?‘bif@lﬁaﬁ :
 UPEERROBEEZBRRTHIEAHFS NS BEICH L THERAT A L L bic, BIfE
ADRRE LRI SLERIINE & 52 L BT 72& E@E#%?ﬁ%fd‘@ﬁ%ﬁéfﬁm
THZEPREETHD,

LEdoT, BHA BT T, BHRE BP0 = niﬂcﬁ% anru\z;lz%;%%m
MERRMICES X, U\‘F@E%nu@%ﬁiﬁﬁﬁﬁ%ﬁ@?éﬁﬁﬁ%x%fx%{# %x .
FROCBEFEYRT,

S SN N I MSATEIE N E A EFREIE 1S, /\MiIE%EAEIZF .
BRRIEEES —-Mtlﬁ’h{f)\ HABRARIES, B EFREFTEBIEAR zl:BfﬁJ?ﬁF
—RALEEA BARRBEZROWAI Db LIER LT,

ﬁ%&&a@%@:%4bw—#ﬁﬁﬁﬁmmg\#4}»~ﬁﬁﬁ%&ummg&-_‘
| s RATEY XvT (RETFHEBEZ)) L

RHRERHPEXIHNFE : PD-L1 B D CIRARRERETT - BROIE/NEIEIGE
HELRABERORE  @E. BAICIE. A7 0 v (BEFEHZ) L LT, 1
1 200mg % 3 SARARING T 30 SN ) CRIMHET 5, a

B i JR % ¥ % - MSD #kait



2. FAIOKE. 1ERBF

SA h— H ST 20 mg RN 100 mg (—f%4 : AT n ) X<v7 (ﬁ!x%ﬂﬁ&

Z). BT T&#F] &v5,) X, PD-1 (programmed cell death-1) &FD VU HY FTH
% PD-L1 RU'PD-L2 L DG EHEMET 5. MbIgGs €/ 7 v —FAHETH S,
. PD-1REBIT T MERISUE B IR &3k B 7o DI S AMIKASFI R 3 5 22 e el

AA v F T, PD-113, EERREIZBWOCEER T MEOMRERICEEL, BOR
BERS % B UASEILRR 2 RERIE 2 H#ET 5, $72Pbb, PD-1 YTV FLfE
ATAHI LKV RRRREICE DV 7T NEELZRICHET 2% B K TH S, PD-LI
DEFERBIZBIT DRBRITDOTHTHEB. EL OBAMBTIE THEROBE iM% 5
FEEBRICRERL TS, BAMIIZEIT S PD-Ll OBEEBIL, BHME. RIRE.
FrABRaRs. SRESHEE. JE/NERAHEE 72 & DRk« fmwr%ﬁ%ﬂ” EI%T% UR {Eﬁb\iﬁ%&
L OHBMERHRE Sh T3,

BE OB ADEFRETFH% E PD-L1 FEOMEEM S, PD-1 & PD-L] @ﬁ%%iﬂi%o)
S FEEREC IV TEE RS %#El 5Z k 7b=7rﬂ"°é>}’bﬂb UN %‘?717‘:7%&7"*1%0)*@&0}: L
THB SN TS,

AAliX, PD-1 & PD-L1 Rt PD-L2 OmY H R @F/\%:Bﬂiﬁ‘é Lizk v, EE
w/NREE T OB RIS EET VY /z\‘f;k%?%riﬂ: S, FUESI SR & FE M LT
5Tk Tmﬁ%xﬁ%%%ﬁ#é

FHENDVEFRBEICE S BEORERIGIC L 2BERZER S bbh, BEEXIIETIC
E AR DD, ARIOREFROREZICE., BEOBEL+ITTV. BESR
B BNTEAICIE, BB LR85 U B R R & RR L A & EHE L CE
HARENBZHETV. BECRERIGI L 2BHEAREDL S HA L. BIBRESL
B VAR 5S OB RILE 21T 5 LERH B,



3. BRPRRRAK A ,
PD-L1 BB D YIBRTBE 72 T - ﬁ%UD#/J\#HiBﬂHﬂiEE@ﬂF%H#l T E 1T o T £ R EEERR
%@ﬁkﬁﬁ%ﬁr‘i‘ o

[BaE]
OERR 3L R 5 MR (KEYNOTE—024 Rg)
{LFRIERE D72\ EGFR BIm T R ALK BiEBETFBEMER O PD-L1 Bt (PD-LI
| ERBLLEEMRSEDHEIE (LT ITPS) 1 5,) 250%) "DEIRREERET -
BROI/NMERTEERE (305461, BANABIZET) ZXFRIT, 4Kl 200 mg 3 BH
RRREOFIMERCREHER, 75 F T 8H 2 S 0EENLFERE (BT Isoc) &
W) %%BE): LTSNz, 28, EGFHE CREETERD bhEEEIT, ¥
BT R TERAR 1 B ARVEDBERIICEE LTV 5 BE T, KELKEOES
S CRBET IR b E TARDORE B MEET 5 = & MR Shie, BTG
TH BB AR (LT TPFS) & 3,) . BIKEMESE B IX 4L LT ros) |
&V 9) k&, FFNET T F T BAIE S T LFHRIE L B LT, PFS, &Uos (e
BIRENT) 2 EBICER L,

MRS L 35 L'C@%fﬁﬁ&%ﬁ:%énﬂ\é PD-L1 IHC 22C3 pharmDx [ =) za‘:}ﬁu\'ctﬁ '

E&hi,
#1 75"7J PR (KEYNOTE—024 a’*gﬁ)
Kl 200mg Q3w | C 770 BAEE
(154 41) fuimis
, ‘ (151 #1)
g [A] 103 60
(95%CI) (6.7, NE) (4.2,6.2)
PES" | APF— R 0.50
(95%CI) - (0.37,0.68) —
p " <0.001 .
e [A] NE 'NE
(95%CI) (NE, NE) (9.4, NE)
os™ NP — R 0.60
: (95%CI) (0.41,0.89) . -
pg"” 0.005

I EEX M. NE: &R, *1: RECIST 74 N1 > 11 JRICES< Marhdate, #2 :
BRI Cox HBINF— FEFMZ L 57T FFRH & STl 2200E L OBk, *3 : BRI

VA TN

4 PREATEE DT —F (2016 4E5 A9 Ry bAT




"'i
TR

20 -
10 1 .‘—"".I__‘___-____i.
0 - e . T T
0 3 6 9 12 15 . 18
at risk#% mIBEEFAIA]
##1200mg Q3W 154 104 89 44 22 1
T5FIRBESOLERE 151 99 70 18 1 0

| tRSRIREIZ X B PFSORAARATES O Kaplan-Meier s (PD-L1EMHE (250%) DBEME)

100
90
80 |
707
£ 607
B% 50 -
£ 40
30 |
20
10

e ERAOME QIW

e e S FFREERCICSIE.

hen i B o ol o oo |

0
0

at risk¥
FHI200mg Q3W

154
T5FHEEESUILE®RE 151

3 6 9 12
|  &wEmiA
121 82 39
106 64 34

- 136
123

15 18 21

o

1M1 2
7 1 0

OS® A RMEHTRE D Kaplan-Meieriii#R (PD-L1EbE (250%) o BEME)



QERSE RS I /MAERER (KEYNOTE-010 325%)

75 FF R R A TLRRIEE" 24T 5 PD-L1 Bk (TPS=1%)  DYIRR AR/ AT -

BROE/NIRMESRE (1,0336], BAAI flzate) ZXRIT. AH]2 mgkg 3 8

MR RE R O 10 mg/ke 3 BREIRB®RSOFDMER OREMEN, FEX 3Rkl

(BT DOC) £ 5,) 2xBE LTRMNSNE, 2B, EEMECHREETNRD

BN BEIC, BRET R TERSED bRV EOBERMICEE LTV 5 BETIL.

REIARE OEHE T TREBEITIBY b b T TAAOREMEE ThEL Shik, 8

 FEMMEE X OS RUYPFS & &, AFNIDOC LB LT, 0S ZHBICER LT,

| *1:EGFR BETERBHE ALK BARGETHEOBRE T, 777 MAZ ST LEREC L5
HREICMZ, EN-Eh EGFR BEfEA X ALK MR &ﬁ?‘éﬁﬁﬁﬂiﬁﬁﬂk & B R
2ETHBRENEHANLRE, :

**2 : PD-L1 IHC 22C3 pharmDx T4 z) OREX b &Fﬁwc#ﬁﬁém‘:o

%2 AMEREE (KEYNOTE-010 3R58)

A Y %

A=A 2 mg/kg #AF.10 mg/kg
Q3W Q3W .
(344 #1) (346 i) - (343 )
OS | thapf [A] - 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) —
prﬁ‘z - <0.001 <0.001 :
Cl: B, * E%‘U Cox HBINP— REFMZ XD FEZ TR L a)l:l:ﬁxz *2 : BRI
=8/ ‘/&@ﬁ:’ :
100 ‘
90 - ——— ¥# 2mg/kg QIW -
80 - e 22 10mp/kg QIW
70 — Rig$tib
& 60-
50 ﬂ'“Hm :
401 m.‘ﬂu E”'l’lnllll:illl i ,
30 1
20 L NN
10 -
0 5 10 20
 at risk#¥ | HFEmR]
F8 2mg/kg Q3W 344 259 115 49 12
ZM10mg/kg Q3W 346 255 124 6
KEeEg+Eil 343 212 79 33 1

0S OBALARNTRED Kaplan-Meier Bi#R (PD-L1 BE (21%) OBRELH)




[Z2it]
OEBR#ERE MAEAER (KEYNOTE-024 RBR)
EEERITAFIEE 148/154 B (96.1%) KX SOC B 145/150 B (96.7%) 1238 v,
BREL OFRBEREBTETERVEFERIT. ThEN 13154 61 (734%) RO
1%nmﬁJ@m%)kwb6htowfhmw#r%ﬁ¢#¢%%i®%ﬁﬁﬂ?§®

(E j;o D < j) k> 7!:_0 '
£3 VTR0 CTRERR %uJ:aJElH’Fm (BZ2HERRATXRRR)
=E E'U( 4538 (SOC: System . Bk (%)
Organ Class) o HEBE SOC B
FAFE (PT: Preferred Term) 1544 15061 _
(MedDRA ver.19.0) 4 Grade Grade 324k 4 Grade - Grade 3Lk
2EWEA v ‘113 (73.4) 41 - (26.6) 135. - (90.0) 80 (53.3)
_m&h;UJ/A¥E%‘ ‘ - ' ; '
i 8 5.2) 3 (1.9) 66  (440) . 29 (19.3)
A i BRI E . 1 0.6) 0 8 (5.3) 2 a3 -
P ERBAE 1 06) 0 34 22.7) 20 13.3)
L/ MRBAE _ 0 0 17 (11.3) 8 63) -
. NauESE ) - _ ) :
IR RS RETLEEE 11 M) 0 . 0 0
R B AR IR T E 12 (7.8) 0 i 0.7) _ 0
BBES o : : . o '
B 6 (3.9) 0 17 (11.3) 0
FH : 22 14.3) 6 (3.9 20 (13.3) 2 (13)
B 15 07 0 _ 65 43.3) 3 T Q2.0
nm% 4 (2.6) 0 18 12.0) 2 1.3)
L (2:6) 1 0.6) 30 (200) 1 0.7
—f - é%ﬁ%%hitﬁ&“ﬁrﬁm@ﬂtﬁ > : ‘ oy
®HiE (3.2) 1 (0.6) 11 (1.3) 2 1.3)
51 16 104 - 2 a.3) 43 (28.7) 5 3.3)
=Y 1 0.6) 0 9 (6.0 0
- R 16 (10.4) 0 .8 (5.3) 0
ERRRE :
TS5=vFTI2RT v 10 (6.5) 0 » 7 (%)) 0
7 = F—Ehm . : .
TANRSGEUBT I b 8 (5.2) 2 (1.3) 5 (3.3) 0
A7 =M ' .
M7 L7 F= s 3 19 0 15 (10.0) 1 0.7)
HhERER A 0 0 20 (13.3) 6 - 4.0)
LIVANY %8 2 _ 0 0 18 - (120 9 6.0)
. AmERERD 1 0.6) 0 16 (10.7) 3 (2.0)
REB L CREESE
RERBOR 14 9.1 0 39 (26.0) 4 @7
- AR~ 7 RV Y MM 1 - (0.6) 0 9 (6.0) 0
HEBRBLUHEEHBES _ :
BaEE 13 3.4 0 4 Q.7 0
MR REE ;
BRERE 1 06 0 - 15 (10.0) _ 0
M= 2 — R — 2 (1.3) 0 .9 6.0 1 0.7
MEIRES, MEERE X UMEREE o -
g 8 (5.2) 4 (2.6) 1 0.7 1 0.7) ‘
BB LR THEGREE A
BiEAE 0 0 12 8.0) 0
12 8 (5.2) 0 | 0.7) 0
% D FESE 12 (7.8) 0 3 2.0 0
i 11 . (7.1) 1. (0.6) 3 2.0) 0




¥, AKIBECREMERERIT o #] (5.8%) . KBk - BEOTHIL 8 #l (52%) .
PHREE (X5 - NU—IEREEE) 1226 (13%) . FRgEERE 22 6] (14.3%) .
FRBRAEREREE IS 21 61 (13.6%) | TERAEEEREEIT 161 (0.6%) « 1 BUERMI 161,
(0.6%) . BHEEEE (RMETHEEBRE) 13141 (0.6%) . BEXIZ 141 (0.6%) .
sk - BOBUFRAARIEIL 161 (0.6%) KU infusion reaction % 5 (3.2%) TH® bl
¥, BEOKBEES (REHEIEEFEN. SHAE. BEOEES) | BITRERESE,
BEIEREAE, M - BB, S &R, DR, SRR/ VMRBHREER. WL
M L R OSREEBRAS IR0 Db e, : - |

@EBFS I/MAERER (KEYNOTE-010 38t |
HEFSIT 2 mg/kg Q3W B 331/339 B (97.6%) . 10 mg/kg Q3W B 330/343 il (96.2%) -
KT DOC £ 297/309 Bl (96.1%) B L, IWRE L ORRBEHRVGETCERVEE
BRIT. TIEN 215339 B (63.4%) | 226/343 Bl (65.9%) KX 251/309 # (81.2%)
D b, WA OBCREEN SUU EOBIERIITREDO LB ThoTo,



R4 WThPOBTHRERN 5% U LOBEA (RLMETRE)

BERKSE (SOC: System ' FlEk (%) :
Organ Class) " 2mgkg Q3W B 10 mg/kg Q3W B ' DOC %
FEAEE (PT: Preferred Term) 3394 - 343431 . 3094
. (MedDRA ver.18. 0 4 Grade Grade3PlE 42 Grade Grade3Llt 4 Grade Grade3lik
2EI{ER 215 (634) 43 (12.7) 226.(65.9) 55 (16.0) 251 (81.2) 109 (35.3)
‘mﬁkiﬂj/h$h% . . o -
E=Yiii} 3 10 (29 3 (09 14 @1 1 (03) 40 (129 5 (1.6
HHEREAE 1 (03) 0 1 (03) 0 44 (142) 38 (123)
NHWEE o : '
RIS E T A 25 (1.4 0 23 (6.7) 0 1 (03) 0
BBEE _ S o - .
TH 24 (1) 2 (06 22 (64 0 56 (81 7. (23)
=i 37 (109 1 (03) 31 (90 2 (06 45 (146) 1 . (0.3)
AW% 13 (3.8) 0 7 @0) 1 (03) 43 (139 3 . (L0
TEH: 12 (3.5) 0 13 (38) 1 (03) 24 (7.8 2 (0.6
— i - 2HEEL L OCREBAEOKE - R o
ES5E - 0200 (59 1 (03) 19 (55 2 (06 35 (113) 6 (1.9
B : 46 (13.6) 4 (12) 49 (143) 6 (1.7) 76 (246) 11 (3.6) -
FAETEIE 5 (1.5 0 4 (12 0 2r (68 0 -
FEEL 10 (29 1 (©03) 14 1) 0 17 (55 1 (03)
FRERRE ' : C :
HFREREREL . 0 0 2 (0.6 0 "24 (78) 19 (6.1)
B mERSs A ' 0 0 3 (09 0 16 (52 10 (32
RBBLUERES ' o . S .
BEREIE 46 (13.6) 3 (09) 33 (96 1 (03) 49 (159 3 (1.0
ﬁ%’“’%$kitﬁ#‘*ﬁﬂﬁﬁ% v e L _ .
B 10 13 (3.8) 0 19 (55 2 (0.6) 18 (5.8) 0
- A 9 @2 0 10 .9 0 29 (9.4) 0
HRREE S R _ :
HRE 4. (12 0 7 2.0 0 16 (5.2) 0 :
KR = 2 —m F— 2 (0.6) 0 3 (09 0 28 (91) 1 (0.3)
SEREE : 3 (09) 0 3- (09 o0 17 (5.5 0
BB LR THESEE : : : .
BiBsE 3 (0.9) 0 2 (0.6 0 101 (32.7) 2 (0.6) .
ZOERE 25 (7.4) 0 32 (9.3) 0 5 (1.6 1 (03) -
5 29 (86) 1 (03) 44 (128) 1 (0.3) 14 (4.5 0

2B, 2 mgkg QBW AR TN 10 mg/kg Q3W BETE LI, MIEMERZREIL 15 61 (4.4%)
R4 61 (4.1%) . KB - EEOTHRIE S B (1.5%) RU260 (0.6%) . EEDK
RETEE (BRI R, STATHE, BEAES) 13 161 (03%) RO 161 (03%) .
RS, (¥ 7 - SU—EERE) 132 81 (0.6%) RT3 6 (09%) . FHSRERES
v 23 1 (6.8%) B8 22 4 (6.4%) . BRI AR REE 1T 32 B (9.4%) KUK 35 #1 (10.2%) .
TERABEREEIL A (03%) RO (03%) . BIBBEREII 26 (0.6%) RO
Bl (03%) . 1 BUEERRRIZ 1 61 (03%) RUN2 61 (0.6%) . BHEEE (RMERHIEN
BARE) T4 (1.2%) ROV 6. BERIT 16 (03%) BRUO0 Bl Bk - BEUhRiE
FEIE 161 (0.3%) K UNO0 . infusion reaction I 2 B (0.6%) K06 #l (1.7%) TRD
b, o, EEMESE. MK - L, REOEE, LK. RN/ MRRD
PESRBER, WAL 0 R OFRIFERBIIBD bz d o7z, ‘



4. jﬁﬂh—Ob‘T

BEME LTHEARERZE (£FIFE) BRBEELNTVAZ LD, YHA S E
L%ﬁf%éﬁ XTHOLLERDD, TD LT, FFORENEY2BE Z L0 - FRE
Lyﬁﬂ@ﬁﬂﬁlUE%&@W@%%ELK%K%@T%:kﬁ%gﬁtb\HT@
O~@DF T BRI BT 58 T B,

@ HHLO‘/‘T

BNOSE TE®(DAtG)®an#KWé¢5w XTHDT &, |
() BEEFBRESEET DB ABRESBILSFHRE EERRIAZ ﬁ@%mﬁrh\

- HERAR ﬁ@%m&¢& HiEHs AR RlE 2 &) (ERL294F 4 A 1 BIEAR < 434

W) |

(2) MRl (FRL294E 6 A 1 HREA @ 85 fiidk)

(3) FERRAESIEET 50 ABRESRBT (8 ABIRESEERBL. 2 A2 %@}%
WIiEkE, A A RBREEEERR 2 &) |

(4) SRAEFBRIEZZRE L. SRCFRIEMA 1 IS RCEREME 2 Ol L%
IHR BB ET> COBHER (A 28487 A 1 BREA @ 2540 FERR)

(5) PUBAERERANLS EEME ORRELEIIRDBHEIT > QO DR (PR 28 £ 7
A 1 BEA : 1290 KERR) ,

®-2 Hﬂiﬁmt%%{ﬁﬁtﬁaﬂﬁfﬂﬂ%ﬁﬂ#@%ﬁt W+ \fxﬂ%kﬁﬁ%ﬁo{zﬁfﬁ (FROD
W ANZ %Y T 5 ER) 25, Mwﬁﬂoxﬂ BT DIRRORMEE L LTREBS N
TWBZE, f

®

. E%ﬁ#m %2&@@%&%%%7Ltﬁksﬁuimﬂh%ﬁoﬁ%mw%ﬁ
STWHZ &, 96, 2L EIT, #A%%ﬁ&&z&btﬁ%ﬁ%%wmﬁé
&ofwé L.

- E%ﬁ#@%&zﬁo@%ﬁ%%%?bt" 4¢uiwﬁﬁﬁ&%ﬁbrw5_
ko Db, 3¢urm %EG#A¥%ﬁ&%aUmw#r%wﬁ%ﬁ%%ﬁof
WAz L, ’

@ ﬁWOE%&ﬁﬁﬁﬂwﬁﬂLowf
EELEBRERICHEETIELEDERB S, MESCENSOFRE D, Aot - £
MEEFHEROEBEROEMEICNT BRI, FEFRNRE LB EOREE
B, EPEHIITONDEHNRE-S VB Z L,

10




S~

@ BHERA~DORIIZONWT

@-1 mRRAHICB T 5 B4 ‘
MEMERBEOERRBEWERNRE LT, 24 HRDREAHOT. SR
EEERICE VT, BHELUCEWERICE U TARERR D CT £OBHER D& LE
RBREOERPY BTIC/LN. ELICHISTERARGHIE> TS L,

@2 ERRFEIT L AEFSNTCET5BEE

RABRICHED 5 EMHRMBR OEEY T 5 EREELEPEIERT=F V%
BHERDRY V==V FEITVERE L EBEIEE T 5 F— 2 EREH SRR
ERTVWAHZ L, 2B, BHEHIZOWT, BABE L ZOFRICHICEAMSL T
BTk, -

©®-3 BHEAOBEICSIBE LT »
BIVEA (REMERRBICME., K% - BEOTH, FHgmehs, BRERE (RET
MEEBRE) . NOWHEE (TRERERSE. TRIGSEERE. BIBRERS . 12
WRR. S & 0B, 5 - MERARIE, M. BE DRSS (REHBIERR,
STHLBE. EREES) ., infusion reaction. BN%s - BEER ., BEMHENE. HREE (¥
Sy NUSEGRRE) . DR, REEI/MRBOEEBER, W, FREFEERE
%) TR LT, SR SUDEBERSEOEME R A T EMLEE L EHEROR
WX R B L CHE R UK BRI bhaRHFIH B L) | EHICEYAZLERT
EDhHEPESTNDI L, _
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5. #E5xMLBRIBE

[ZE&HicB+2FHE]

@. _FnELu/é‘lﬁ‘%%%‘kob\'ﬂizliﬁ@ﬁ‘ffﬁ)muké:}’b'cl«\é <‘:73>B &*Ex%ﬁ
biwnwz e,
o FAIDFCK LIBBIEDBEERO H 5 BE
o ERXIMEHRLTWATREKOH D BE

@ BEHIOFMEICB T FRICEKYS T3 *%‘L.ob\'ﬂ:t 21:%00)&5&1?&4‘:3%7‘;1/\
D, OIBFRIRFE B 2VBEEICRY . BERAF2ERTEZ L %%lﬁf% B,
. FHEMWRBOSHFUIEEDOD L BE '
. H@%E@fﬁﬁf%ﬁg%%:’ébé%%&U?E@ﬁfiﬂ)ﬁ%ﬁ%ﬂ}ﬁﬁ@@ﬁéfﬁ%ﬁ .
FOMICRIERRISEHLONDBE
s HEREEBROEH. XX I%fiﬂ']iﬁx:? LL IREREEO EH CRBRBOBREEED
T bBBRE
e MEBHEEGELSHMEBEERS IP)O)F}?)Z)%%"
*  ECOG Performance Status 3-4 EVDg#E

S B B EE)

O TROBECBOWTAAOEHESRIES N TNS,

o (LFRIEE DRV, EGFR BT ERERM. ALK BAEETERER O PD-LI
BiE (TPSZ50%) DOEIRRFREREST - RO/ MIaMHEE

o FIFTHEBEZELCEREELE TS PD-L1 Bt (TPS21%) OYIRTEER
#AT - BROE/IRMERE (R, EGFR BETFERBMHUT ALK @A
BIEFBHEDOBE TIX, LT EGFR Fu i3 —PHEHXIL ALK F
1 & —PREROERESFT 5 BE)

2B, TPSIIRAT 0 Y X7 (BEFHEELR) Oar =3 LK (E&;h%é

PD-L1 IHC 22C3 pharmDx W:u ) %ﬁib\r@m'é“é L,

@ TRUICEEHT HBE \_?J‘TézkﬁlJ@E’:}&Uﬁ}ﬁjﬂi TOWVWTHE, ARFIDFEZHHER
EE_Lé:thio b, AFIOBER L 2 DRV,
o WRWEBMEERI.
o fLOTUEEERH & OfFA.

& ECOG > Performance Status_(PS)

Score EE

0

%< F‘i%?’.ﬁ KEBTES, BAENLELBELEESHBRR TS,

PIREYICE LVTEBNIRIBR S N D25, SHITAET, BEERE > TOERIITHI LN TE B,
Pl BORE, BHERX -

BRoNZBHOHEOEID DI L LATERY, BFOD 50%L L2~y ROABFTRIT,

1
2
3
4

B2V, BROHOEY DI LiZL TERY, FEEy FPRFTRIT,

12

BITARECHROEDEY O L3+ CHEEMEEIZITER, BHD 50% Eiz<y FATBIT,




® MEBZERIA K74 (BEMEFEM 128V T, ECOG Performance Status 0~1

@D 75 %Ll L. XiX ECOG Performance Status 2 ® DB#E TiL, %3 tRHUE

# (Fer*eL%) ORFREMERSNTEY ., 77 F T MAIDERHERE

BEWeDER SRV T—2ABhH 5, (CFREEZFTLREERTSHE. 7

5 FFEAIOFRRR R & bE 3 HREBFEFTORRELET 5 BF B
Tk, AHOHREEZRTE B, .
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6. &EK%LTEETﬂégﬁ :

@ %ﬁi%%kﬂx.iﬁ%m%ﬁ#%ﬁ?é%ﬂ%k%O%iﬂw%&&Uﬁmﬁ
ADDIKHEREREZ+IITEBR L ThLERTEZ L,

@ %ﬁﬁ#h%iB\%%Xﬁ%@%ﬁkﬁ%&&ﬁf@ﬁ%+”ﬁ%b mAEZE

- TheRETRIL, :

® ERBUWERO<XRI AV MZOWVT

RIEHAR AR S 5PN - L RbBDT, RHIDE I BT T, T

LR (B, PROREREE. B ORERRUME X SREOEES, BEr+

AT O &, Fihe, HLETISL THE CT. m%v—w—%wﬁé%iﬁf’

DT &,

infusion reaction 3 ?) bbb Z &% 5, infusion reaction D358 bb b= HEIZ
3, BEUIRAEBEITY & & HiC, BRABEET S E TREORES +yicEE
THZE, o . _

FURISEEREE 23 b d = & 23h 20T, AFIOR SBRMAITR OB S HR

'¢ﬁﬁ%%k$kﬁ%mﬁé(ﬁm ﬁ%T3ﬁ%ﬁM%@ﬂE)%£ﬁ?é

Z k.

H&mEE#%ané k#%é@f xﬂwﬁﬁﬁkﬁkvﬁﬁ%%¢m'

EHEICATHERERE (AST. ALT. y-GTP. Al-P, t)wt/%@ME)%iw,

THZ &, X

$85ﬁ%(M%%&Uﬂ%%ﬁ%%%ﬁh)%@E%&W%%ﬁ%&bné
_&ﬁhéof EHOICIROREDEELHERTHZ L, £z, BOREMR
A ONTEEITIE, EPhCERERYZ2T 5 L SBERREETHZ L,

'xﬂwﬁg KX, BEORERSICERT 5 & 21 b diEs REBSRE
BHobNAZLEHD, BEBEDLNEEEICIT. BELESRIS U

B 72 505 & AR A RO IR &S L CEEI 2RI ST 1TV BEDRE
RS & B BIER S ERDI BB AL, AFIOKRIE T Lk, RUBIBRER
NWEVRIOREEZZERT S L, 2B, BIBRRERLVELOREIZLY EIFE
FHOBENRD bRRWFEEITIT. BIBRER/LVE Y USOREmEF OB
bEETHIL, o '

BERTHR, SRR LHE I ARBLTCOLEHERANRET A L 8355710
AR OBERTHRIZHBEERAORBRICHHICEET B2 &,

1 EERA (BIE | BIERB 2 ET) Bdbbbh, ERBEES F TV F—v R
KEZZLBHHOT, 1B, B, IBHZOEROBHECMSEE O EFIC+
SEETDHIE, 1 BERBIARDNIBAIC 1&5%¢¢L AL vRY B
FoBESDOHEGRLELZITH> Z L,

@ FAOHEKRRICBWT, #E5BH»5 BB BT, BEBHEH»S 1 £/
I3 EHRERT Z L ICHEMEOFMEIT > TV Z & 2 BB, FFREPITEH

I ESRE CHEORRBEITS I L,

14



| REEREET A KLY
 RATRY X7 (ETERZ)
UR7EA : %A PA—5 RIEHIE 20 mg, FA bA— RRFHE 100 mg)
L ~ERAE~

¥R 2 9428 (FRR2 941 1H&%T)';
| BESBE



R

BX

XUz o
AHIDOREE. VERBF

ERREUE S
 HEERIZOWT | |
 BREXBLLRDHBE :
BEIZBLCEET & 3E

P2
P3
P4

- P11

P13

P14



1. Loz

EIESOFIE - ﬁé&@%&@tbkm\%Hii%kgowtﬁE&Eﬁ#*b
bRB, &b, EEOHEHIROESC & 0| FIKERR 2 ¥ OBHN0A2 SR
FEESAEBSNZFT, S HOEESZEICHERBHICERET 5 L SEED
BEL o TR BHEMEGEE L Y OEATE 2016 (PR 28 426 A 2 A MIRRE)
CRNT S, EFHERREOERAOREHEELZRSZ L L SR TV, -
| FORIERIMFERRL, EREARRER T U T 7 A VBREOERR LALNICE
&5:&ﬁ&50:Dtb,ﬁ%ﬁ&w%%&m%#%ﬁﬁﬁ+ﬁgﬁ76if@%\'

HEEROBEER R B LB BHICH LTHATS & & biz Bl
ﬁm%ﬁbtﬁkmiﬁﬂm%ké & BT — ﬁ@%#%ﬁt?tﬁ%%fﬁ%
THILBREETHD,

LEesoT, RHA KTA4 LT, BASE ERpE R T nifrﬁenrwéz%ﬁ%m
BEm R E S uT@E%m@%ﬁ@ﬁm%ﬁ@#aﬁﬁmazgﬁgﬁ Ex
FRUOBEFELTRT,

BB, EHA KA 03, Z*”&%AE%mEﬁ%ﬁ%Aﬁﬁ AR B A
EEPRIER S . —RAEIEA B ABRARER R OARREA B ARER 22 0WHN
DB EER LR, -

Xt L RAHEIER : FA b —F KFEEE 20 mg, FA h—F RFEHBHE 100 mg (—
' : s RaTn ) X<T (BIETFHREZR)) '

HELROMEUINE  ARIBTIRTRE R B RAME

NELLEDHERCHE : @E. KA, &Aiu)fv7(ﬁh%mﬁz)kbf 1

S Bl 2mg/kg (AE) % 3 BRIRET 30 2 SRIANT T AR T B,

& IR 5 ¥ F : MSD KX &f S




2. AAO®HE. 1ERBRFF '
¥A M—F RFEHE20mg KV 100 mg (—i4 : Xs7ul) X<v7 (BisFa
Z) BT TAHl Lvv3,) i, PD-1 (programmed cell death-1) & 2D Y H>¥ FTHh
5 PD-LI RU'PD-L2 &L DR AR EHAET 5.t MLIgod €/ 7 u—F Mk Th 5,
PD-1 #8813 T MERSe R BE RSS2 & 3N B Te I 38 A MR A FI R 9 5 F /R S el
AA v FT, PD-1 1%, RERKEICHE VO CEMEE T MAOMRREICRE L. BCH
BRG & O R BEXLERI B RIS E T 5, $7bb, PD-1 XV v Fef
ATHILICE Y RREERIC LD VS PR ERICHET 528K CH 5, PDLI
ERARICIT RBITDTHTH 28, 2 < OBAMBTIE TMROBE 2125
IEEBRNCREB L TN D, BAMIRIZKIT S PD-L1 OFBRBIHIL, SHISE. RS,
PRGNS, SPELEE. FNERIES O~ RBA TFHRR El%r&) D ARWEFRE
DOHEBEHERHE I N TS,
BROBADBERATH% L PD-LI %ﬁ@*ﬁﬁar&m& PD-1 & PD-L1 DR ITIEE D
_ﬁ&;&‘@:&kkmri%&&*ﬂ%#ﬂ 5Z ENTFRENTRY, %ﬁum BROB L L
THRIhTW3, .
&N, PD-1 & PD-L1 RUPD-L2 DR Y H Y FOBAEREETIZLICL Y, BE
BN DIEBHS RIS T U o SR B ML & ¥ UBHRE & BEE LT
5L THEREDREFEET D, | -

| AAOEIBFICES GBEDRBERSI & 5BIER%SR S bbh, BEX LI
EZTEMES DD, FHOREFROBRERICIE. BEOBRETHITTV. RENR
B LA, FR U F SR U EPIR0 AR & KB % 1D EAR & i L Ol
GRERIBHTETV ., BEORBERISIC & 5 BHERREDN B HEITI. ﬂ%&ﬁ?w
EVROBREEOENNEBETT O LERD B,



3. BRERRRER : '
ISR AR B R QI ORBRACTHE 2 17 o 7 ERERRBROSE 27T,

[BH5hE]

OEME 1b HRER (KEYNOTE—041 RER)

CAEEREEOR NI YY) AwT (EEFEABZ) CAF A v ) Av?] End,)
CEEERV2 LYAVECOBRERY AT A RIGIRTELELBEERE 42 6]
(HPHRRATRIS 37 61) EXEIT, AH2 mgke 3EMBR GUTF [Q3W) £13,)

B 5 OEHEROELESRE Sk, 2B, EETM CREETHRD b BRI

BT & R HERATRD bRV EDEEIRINICEE L T 5 BF Tk, /klE!ulS%’w)

MG CRBETIRD 6N B E TEADOR S 2R T 5 2 L WTREL Shic, BT

- EEE Th DEHFE[RECIST HA K74 > L1RICES < FIHEIC L 5582%F% (CR)

XiXER4rER (PR)] X, 24% (9S%EEXM : 12~41) Thol, B, $aur=’"7£
L7-BMEIL 10% Thote, .

. OWSNBIMRER (KEYNOTE-002 RRE)

A BV AT L DIEREEFE T HBIGURTEE f:ﬁﬁﬁéﬂﬁaﬁ%ﬁ%ﬂh ZA=# 2
mg/kg Q3W 5 R TF 10 mg/kg Q3W 125 DEZMER RESHN, [LBIREE (FANAY
UL TEYUI R AINRTITF RV EXEAREBINKTZF o+ Y F %
., BT TICC Bl EWH,) BxRE L TR AT, 2B, EEFEM CRABET
NS LRI BAIT KBETEZ R TERSED bARWEDEKRIICEEL TS A
T REILIEOEGE CRBETARD b TREORE 2T 5 Z LA
WL S, TEFEER ZLEEYRE (0S) ROEHEREARHR (PFS) & &h,
AR EFEEL KB LT, PFS 2 FBICER LT,
#1 AMERE (KEYNOTE-002 RRER)

AA| 2 mg/kg A# 10 mg/kg le=-375
Q3W Q3W
(180 1) (181 f1) (179 B)
0S | #uE [A] 13.4 14.7 _ 11.0
- (95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
NP — FH? 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
p " 0.1173 0.0106
PFS” | thiufg [A] 29 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) . (2.5,2.8)
A — R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
p " <0.0001 <0.0001

CL:{E#EKX.*1: RECIST WA FI A > 1.1 RICES BHEENERCEEEMEIZ X 5 3Mh.

*2 : BB Cox HLfil N — RETNIZ L D{LFERIE & DHER,

4

*3.BRIn ST BE
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@i/ E MR (KEYNOTE-006 38k)
A Y AT IR L BBEEORNIIA EY A= THEER 1 LA U ETOE

BIEE AT RGBT B B AERE L RIC, FH 10 mg/kg Q3W 5K ¥

10 mg/kg 2 BREAME (AT TQ2W) 21 9,) BEDHEPHRCESMER, 1 L) b~

TERBE UTHRHM SN, 2B, BRI CREETHIRD b EE

ERTIERDBED DN RVEDRRRINCEE LTV 5 BE Tid. REILEOBES <

(. RBET

RBETHRObND ETHAAOREEMI T D Z LA FREL S, ERFMEE T
LAFHH CLT Fos] & ),) RUEEEARFIR (CIT TPFS) &V )H,) & &h,

FHNIA CY he T LHB LT, OS RUNPFS 2 ARICER LTz,

2 APMEREE (KEYNOTE-006 5R)

AA) 10 mg/kg AHl 10 mg/kg A L=T
Q3w QW :
_ (277 1) (279 i) (278 #l) -
oS™ | sl [A] - ° NE NE NE
' (95%CI) (NE, NE) (NE, NE) (13, NE)
CAY— 2 . 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) -
pE" 0.00358 0.00052 o
PFS™ | g [A] 4.1 5.5 2.8
L (95%C1) (2.9, 6.9)  (34,69) (2.8,2.9)
NP — R 2 0.58 0.58
(95%CI) (0.47, 0.72) (0.46, 0.72) —
PE" <0.00001 <0.00001

CI: ¥, NE: #ERA, *1: PRBFTROT—F 120153 A3 By 47, *2: 8
B Cox HBINF— FEFMZLBA Y AT L DB, *3: B u ST 7 RIE, *4: RECIST |
HA BS54 11 BRI S < ST U EHRRHE R OMEBEPIEIC & 5570, *5 : FRRD
F—% (20149 A3 By bA7T) ‘



at risk® ErFEmA]

ZRM10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
AM10mg/kg QW 277 266 251 238 215 202 158 71 18 O
AYULTT 278 242 212 188 169 157 117 51 17 0O

- OS @ Kaplan-Meier iR

at risk$%’

AM0mg/kg QW 279 231 147 98 49 7 2
FMOmg/kgQ3W 277 235 133 95 53 7 1 1
2 0

- MEULTT - 278 186 88 42 18

PFS ® Kaplan-Meier #h#



[Z 2]
OENE 1 b3R8 (KEYNOTE-041 3X58)
HEERIL 41/42 ] (97.6%) 1ZBD b, TERE L OEREBRELE &’T% RWEE
EHIT, 34/42 61 (81.0%) IR LN, %ﬁﬂ«é—m 5% LOBIERIRTRDOLEBY T
Hot,

#£3 %ﬁ$ﬁ5%utwﬂ¢m(f£ﬁﬁﬁﬁﬁﬁﬁ)

Bl (%)
BBERIASEE (SOC: System Organ Class)
#Z#55 (PT: Preferred Term) . : ) 2 mg/li:gz gjﬂ”ﬁ
(MedDRA ver.18.0) ) i
» Do S £Grades Grades3 LLE
- 2ERIER 34 81 8 (19.0)

BER : a 5 (119) 0 (0.0)

TARGR BT I VTV RTx2T 3 7.1) 0 0.0)
HFEREREEM : . 3 @7n 0 (0.0)
% I » _ 6 (14.3) 0 0.0)
BREBRE B P 6 (14.3) 0 0.0)
BEEAH 3@ 0 (0.0)

. MEMEREE 1 6] (24%) . KBB% - BEO TR 2] (4.8%) . FRigAERE 3
B (7.19%) . FRAHAEREE 2 51 (4.8%) . FRIUSIEREE 6 41 (14. 39%) . infusion reaction
161 (24%) ROEESER 18] (24%) TROOLIh, Eo, HEEE (FF72 -4
VIEGREE) | BEREREE (RMEMEETAS) | BIREE R, BEO
KBRS (FURHEILERR, S, ERRES) | MR B - REHRARE.
BRI, MY - BB, D%, RAHEIL/MRIRAEREER., WiEE D R O
FHBIIRD bhnoT,

@¥gSME I ARER (KEYNOTE-002 SA8) | '

HEEHIT.2 mgkg Q3W B 172/178 41(96.6%) . 10 mg/kg Q3W Ef 178/179 il (99.4%)
B OVICC & 167171 il (97.7%) WCRD b, FRE L OREBHENPEETERVWEE
BRI, TN 121178 B (68.0%) . 133/179 B (74.3%) K TX 138/171 B (80.7%)
K%b%htowfnmwﬁv%ﬁ%ﬁ5%&L®@¢%HT%@&BU?&0KO



F4 WThHOBTRIARYE 5% LOBHER (REMERITHRER)

2B BIR5¥8 (SOC: System Organ Class) T as OWE m ﬁﬁ (z;;)Wﬁ CCE
& (PT P mgixg . - mg/xg ’ ‘
o, eforred Tem) TR T sh 17161
_ IR 2Grades Grades 324 | “2Grades Grades 3L | £ Grades Grades 324 E
T ] 133 ‘ (0.7 45 (26.3)

B i BRI E
B P ERRAME
/MR IE

©00) 0 (00 0 (00 14 (82 2 (12)
(06 - 0 (00) 2 (1) 0 (©0 11 (64 0 (00

TR = = — N F—
SERRH

N
—
—
—_
~
<

BEE 5 (28 0 (0.0) 1 ©6) 0 0.0) 35 (205) 1 0.6)
a2 : 9 G o0 (0.0 9 (500 0. . (00 2 (12 o 0.0y
& D HEE o 37 (208 0 (00) 42 (235 0 0.0) 6 (335 0 0.0)
®RZ : 21 (118 o© 0.0) 18 (101) o 0.0 8§ (@7n o 0.0)
BREBRES 5 (28 1 06y 10 (56) 1 (0.6) 0 (0 o 0.0)
BEEERE 10 (56) 0 0.0) 9 (50 0 (0.0) 2 (12 o (0.0)

7233.2 mg/kg Q3W BE R UF 10 mg/kg Q3W BEIZIS\UN T2 2, R MR 2R 1 41 (0.6%)
BU4B] (22%) . KBB% - BEOTH 161 (0.6%) RU6HI (34%) . wigEE (¥
T e N EGRHE) 2 61 (1.1%) RO 0 6 AFIEEREE 13 611 (7.3%) R UM 15 £ (8.4%) .
BRREE (RETREEERS) 14] (0.6%) RO H (06%) . FEAMIEREE 1
B (0.6%) B3 BI (1.7%) . FIRIRHSAEREE 14 61 (7.9%) RN 15 ] (8.4%) . infusion
reaction 2 ffil (1.1%) RU3 6l (1.7%) . EEDOKEEE (REHERERERE. £
B, EXEES) 161 (0.6%) BU16] (0.6%) . BEXR 16 (0.6%) R0 F. EEMH
HSE O BIKRV 1 B (0.6%) . Azt - BEIER O FIKR TN 1 B (0.6%) . WNTHE H B
ROFIRT 261 (11%) TROONE, Flo, BIBES. | BERKR. HR - BUHR
FRSE. DR, SEtEfL/ MR MESRBER, AR Mk UFRFERBEIIRD Do
o '



@S EMAERER (KEYNOTE-006 ER)

HEELIL. 10 mg/kg Q3W £ 264/277 51 (95.3%) . 10 mg/kg Q2W £ 275/278 il (98.9%)
ROV IPI B 239256 fil (93.4%) IC@RH o, IFREL ODREERPETETERVWEESE
BT, ENTH 202277 B (72.9%) . 221/278 B (79.5%) K T*187/256 Hil (73.0%) 1=
BdLNE, WTRPOR TREEN 5% EOBHERIZITRDO LB THoTz,

£S5 WTNPORTRERRYE S%UEORIEA (RSMAITNRRE)

' (%)
SERIRSHE (SOC: System Organ Class) :
55 (PT: Prefexre)t; "l?erm) e IOmgzll% ?3W§-¥ 10mgél’(,§§]2W3¥ 2115316351 '
(MedDRA ver.18.0) . - £Grades - Grades 3L\ E 2Grades . Grades3PL E 2Grades  Grades 384 E
£BER - 202 (729) © 28 (10.1) 221 (79.5) 37 (133) 187 (73.0) 51 (199

RIS T

Bl

' : . 0

jcﬂ%ﬁé ' 8 29 5
Tl . .40 (144) 3
AP o 11 (40 ©

1

0

BHORE A 18 (65 0 (00 17 (61) 0 (00 -20 (18 0 (00
PR T TUmome 104 % 0H 0 00 13 Gh 2 08
TP L 6.@) 0 (00 19 68 1 04 S 0 1 (04

0 00 65 054 1 o4
Ji:223 37 (134) 0 (00) 41 (147 0 (0.0) 37 (145 2  (0.8)
SHEEOH 31, (112 o ©0) 25 (9.0) 0 (0.0) 4 (16) 0 0.0)

% 5 R 35 a41n o 0.0) 40 (14.4)

728,10 mg/kg Q3W R U 10 mg/kg Q2W BHIZ IS\ T T MEHENHER 8 4 671 (1.4%)
BO1 Bl (04%) . KiB%k - BEOTH 10§ (3.6%) RO 13 fl (47%) . #HEEE
(FF v - NU—EREEE) 261 (07%) RU0BI FFgEEEE 1461 (5.1%) KU 23
B (8.3%) . BHEEREE (RMEEEEREXE) 24 (0. 7%) EO14 (04%) . T
EHSEEREE 1 1 (0.4%) ROV 1B (0.4%) . FRARHEEERES 28 4 (10.1%) K T*33 4
(11.9%) . BIEEE 14| (0.4%) KRO2 6 (0.7%) . infusion reaction 7 il (2.5%) K&
s B (1.8%) . 1 BUERRIE 1 61 (0.4%) ROF0 B, BEDREEE (B R REIRE 7
B ZSAIBE, BRBEES) 0 IR B (0.4%) . R 161 (0.4%) ROV F (0.4%) .
gk - BEBURRARAE 1 61 (0.4%) KUN0 B, AN - BEREZK 0 BIROM 1 B (0.4%) . 3
NZHSESER 3 F (1.1%) K1 #Fl (04%) TRO LN, £, BEHEE.
OFge. SeftEi/ MRIBAMERBER ., Bl R iRk CRFRFITRD ohRhol,
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4. HRRIZOWT |

AR LCTERARERE (AT SEELR TS Z b, MNERELEY
CERTE BHRTHEUNENRD B, 20 LT, FAOBREMEDRBEL DY - G
L. AFIO#REIC L BEEREEAERE L BICHET 5 2 E RBRERD, BUTO
O~@D TN TR THBIZBOTHEAT & TH2, :

D WRIZOWT

@1 TE@(D*vG)omﬁnmkyéﬁéﬁ RCHBHI L,

(1) BAERBKENMEETARAD SRR S (FERR2 AR %@%Mﬁrh\
| HESARRESILARR, MRS A BRI Y) (TR29F4A 1 AR :
434 HizRk) : ’ ,

Q) KERReRbE (FEC294F 6 A 1 AR : 85 HERR)

() FHERRMESEET SRADRELERT (BADIESEISERb. SA Do
BAIRBE. AR R L)

(@) SFACEREE R RE L, AP RRME | XTSRRI 2 O
ICRDBHEIT> TV AR (ER 2847 A 1 BERA : 2540 Higk)

(5) PIEMEEFEALSEEMEOMHBREEICRIBHET> TWVWAHER (T 28 £ 7
A1 BB : 1290 BERR) ' ‘

®-2 ﬁ&%@ﬁ@miﬁ%&w@ﬁ%%ﬁﬁ@ﬂmm+ﬂtﬂ%kﬁﬁ%ﬁoﬁﬁ
(Tiow?n#tvé#6E%)m UERHAOFRNCET I HRROREE L LT
BEEIhTWAZ L, ‘ =
K

o EMRFREE 2 FEOFMPHEEZRT L2RBIC 5 U LORBRABROBEERIMES
fToTWBZE, 55, 2$uti #A%%ﬁ%%i&btﬁ%@%%®ﬁ%
PITR-oTWAZ &,

o ERIGRIFEY %ZEGE@HV%%TLtﬁkSEU£®&EEﬁEE 30l
 RREBEHELTNBI L,

@ BADERREREBOEHIZOVT
ERBBRERICEET 5 BEEIRE SN, MECEDLOWABD . i - 22
HESREIROTBR UEMGI T S AR, AEBRIRE LB EORER
B, EDELNITITON A EHINE - T \5 k.
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® ﬂ#ﬁA@ﬁkaWT
®-1 BHERRER OMISHEIC T 5Bl | | ,
RIEMEMRBEDEEREHER S RAE LB, 24 BEDRAEH O T, YiER T
EEERIT BT, BE LUEWERICE U TABRSER U CT £0BHER DB KE
&ﬁﬁﬁﬁ%béﬁ#k%%h BB ICHIS TR I S T B T L

@a&ﬁmgﬁkiéﬁ%$ﬁﬁmhw?6§#
BABRICEDIEMN 2B R CEEZ AT IEREETEVRBERAE=F V7%
BORERDOAY ) —=V 7 RTVERE L FRE G T 5 F— 2AEREH S ER
ENTNBZ &, BB, %F%ﬁkomf B A BRE L ZOFEICHSIT B ST
5Tk,

®sﬂ¢ﬁ®%ﬁ%ﬁmkﬁbr

BER (MHE! fiﬂfﬁ&‘%kﬂﬂx KB - BEOTH, ﬂﬂ%ﬁul‘ﬁg EWEEE (RAE
FEEBRE) . NHoWEE (TRERERES. FIRBEEESE. E'l%%ﬁbﬁﬁ ) L1
‘ﬂﬁﬁr\$83ﬁﬁ\%ﬁ ﬁﬁ%@%r\%ﬁ BEORBESE (REHEIRIER
B, ZIAEE. |RIEES) | infusion reaction, A - ML, Eﬂ'ﬁﬁf;@%ﬁﬁ\ PR
E (FT7 v NU—ERES) . D528, st/ MR PESREERS, AR m, &
FEREBE) IO LT, YHERULERERSEOEMMLZE T HEMEELE L (BIF
Ao %@ﬁﬁk%bf%gﬁUi%%ﬁﬁBhéx# CHB L) . BEHITERL
%753'(‘3 5%%’]733%0“(1/\5 L '
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5. BEANRERBHE
(%2t BT 5]

)

FRICEST DB ONTIFFOREBPRRL SNTNE 2L 2D, HEEAT
DRV L, | |
o FAIDORIIK LBBIEDBEERED H % BE

©  ERSUIERL TV SRR H B BE

YAﬁﬁu@#fﬁk SV FRICE ST 5 BEIZOVTIL, Ziﬁﬂﬂ)i&’—‘}li?ﬁﬁé%’b&b‘ _
B, MHOBRFBRED RVEEICRY . HEICAREERTZZL %%@T% Z) '
s FIEEMEBOEEX i&%ﬁwﬁ)é BE - |
s MHEGRE CHENREZRD 5 HBERCIEEY iﬂ)ﬁﬁ%‘fﬁﬂfﬁﬂﬁﬁ%@% PERS
 BORCREREERL NG BE -
+ HEARERBOAHE. Xi@ﬁ%&ﬁb<ﬁﬁ%ﬁ@ﬁaﬁﬁﬁ$®ﬁﬁ@@
HHBE : : '
o BELEE(ENSMIESEELS ) DHEBRE
*  ECOG Performance Status 3-4 & 0> g%

[ &5 B3 5 5E)

)

m%ﬁm@@&m$%&om%ﬁmﬁ@&5aﬁ CBNTAROE IR RSN

SR

72%. BRAF BZFEREHT 2 RFICEVTiL, BRAF AEAIC L 5158 bEE
Tazl, ' .

TRICHKYS T 4K OB 5 R GBI FEIZ OV T, ﬁ%ﬂ@ﬁfﬁf&?ﬁﬁﬁiéhf.‘b

CBP. BFIOBERE L SR,

o EEmEBERE,
o OB L OB,

@) ECOG  Performance Status (PS)

Score

_EB

ELMEREHTE S, RFALFALBFEEBHRZITX 5,

mw%wﬁbw%ﬁuﬁménéﬁ\ﬁﬁﬂﬁf\%ﬁ%@mor®¢¥ﬁﬁ5:eﬂf%5;
(EVRE, FHEE

5nTmTE\®§®ED® T RCHBEAENEEIITE R, BHRD 50%LL EiX<y FHh
TRIT, '

BRoN=BHOEOEIY DI & LATERY, BHO 0% L2y RABFTBITT,

LBV, BROFOREIN DI Li13e TERY, BRIy FIBEFGRIT,
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6. HEIZEL THETREHH _

O WXEZICm, %ﬁmkﬁﬁbﬁﬁTééﬂ%;goéxﬂmﬁﬁﬁuﬁmﬁ
A0k z%&ﬁﬁ%+ﬂkﬁﬁbfb6ﬁﬁ75 L,

® Pﬁ%#k%i% %%Rﬁ%@%ﬁuﬁﬂﬁﬁufﬁﬁ%+ﬂmﬁb RE%*E

 ThbBETBZL, .

® FARBEFAO<IIRAY MZoNT

MERMHE RS H bDIS = & 155 50T, AROREIHIe>TE, ME
% (BETh. FRREEE. WS ORBRUME X RREOKNS. Bar+

'“Fﬁigkqit\MEKEDT%%(H\m%v—ﬁf%®&§%%m¢

AT ¢, _

infusion reaction 3% 6D Z L B3 H ZD infusion reaction 2338 b’b LNTEEIT
M. ﬁ@ﬁﬂ%%ﬁ5&k%u\Tﬁ#@@TéiT%ﬁ@ﬁf%+A B
THZ L,

.$h%%$?£#%6bné E XD DT, FH DO EFRLART R 5 H

FIXEHNIC ﬁk%ﬁ?ﬁé(ﬂm\ﬁ%T&ﬁ%mu%®Mi)%imié
\—k

 FEEREER L DA ERH B DT, $ﬁ@&5%ﬁﬁ&w&5%ﬁ¢ﬁ_

EHEIC I RERE (AST, ALT, y-GTP, AP, VY AV EVEDRIE) % EiE
TBZE, - - |
BYOER IRARNIYEEEAZEST) SOEERBEERD DR
gaﬁbéor'm%mmmoﬂﬁwﬁﬂ%mﬁfa*a ¥70. ROBEN
Rd LB AITIE. EOPCERBELS2T5 L5 BELEET S L,
ﬁﬂw&ﬁkib @F@ﬁﬁﬁrktﬁfék%zanéﬁa&%%¢r%
BhbbhbZLibs, BESBDONELBAICIE. RELEERIELE
%W%@ﬂ%kﬁ%&ﬁo:%aﬁ%Lr@@tﬁ%@%%ﬁw BEDSREE
FrSic & B BIHER SR bh 2 BAI10IE. AMOKREIFIE, ROBIBRER
LELVHIDOREZLELZET AL, BB, BIBRERLVELOBEICLVEIE
ROKENRD bIRVEAITIL. BIBEE ST U OGS MR OB
bERTHI L,
BERTH. BOERMD SBH ARE L CHLEHERARET S - k#%étb\
ARNOBEER TR bEER ORI+ EET B L,
| BRI (SR 1 BUERIR R a ) 2% b, BRFES TV R—U R
KESHC LABHBZOT. OB, B, BHEOMERORERLMEEED LI+
SEETAIL, | BERASRDNBAIITEEZHIEL, AR L
HOBELEDBENRMEEITO Z L,

@ FACERRBICHVT, BEMEADD 3 7 BN, ThBEIL, RS |
RIS 6 R T & TSI R 1T > TV e 2 & BT, AR S PIERN
HRORBET S T k.,
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