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HEEA (X) RERRE

HERREATES (F)
EREEAREER &) &

METFRENEHEEREES (B)
“HEREEREER () &

e

RAEFBERRBERRE
( & B 5 B )

fu PD-1 TR BRI R D B FEREET A R 1V OREICH S BEFRIZOWNT

1 PD-1 S EMERER (47— RN RFEEE] KO I¥A4 A —F JERRE] 1220
Tm\#ﬁwv7(ﬁr%ﬁ@x)%ﬁ&U~A7ujxv7(ﬁﬁ%ﬁ@z)iﬁ®%ﬁ
BERHEET A F7 42 GENORRMEROBELEAE) 1220 T (BIF: Pk 2042 A 14
AfHTERAIESR 0214 55 1 ERAFBEER - £EHERERLEETHRERBM 0L
By, REEREET A RIA UBRREINZE ZATTN, IS YiERIR ORBRIE
AEOBEZEERZTEROLBY LT50T, BEETORKREREEE, FEHMESICHL
TRAMEZRBEVWLET, 2B, 2F L LTREBMZHRMALET,

Flll.lll

1 A7V —FRR[REFHIE 20mg & O 100mg

(1) ABFNZHOWTIX, BBEFERMEET A FZ A4 2V, AR OELSMICET 5%
BB+ 2EETLETOH., AYAORE LB ZTIT AT /I BEFITXLT
ERTHE LB BIERANRER LRI UKLERMNINE L 5 Z L RFARER—EOEH %
BT EFREECERTIL > FAaBEETSZ L,



(2) RIGEIBRTRE B R AN
O AR L ARIEUBRAREREERAEOREICA V2B, IROETE 2 2 E MBI A
MEBOMEMIC R T L &,
1) WICIBIT 2R D 5> b, S T340 (IEHREET] o HERESAF] £T
D5 HLEETAHHOEEHE)
T BEAGBRENIEET 50 ARFREENL RS (EhER IR AR EEENL S
JRPE, HUER S A S RCE L SRR, HUE S AR R L)
A FEEREERPT
U FGERIREENSIEET BB ARFEERMR (BNARREEIEERMR, SAR
R NPT, DS A R EHEE R &)
T ASRIEFEIEEARE L, AARCERIEMNE | USSR ERIENE 2 Ok
EAECRDEHEIT> TV A HER
F  FEMERERN S EEME MR EEIR I BEEZIT> TV 2 R

2) WIZBITAEMOBEHED H b, ARFNEHTIHRBEOBRLEE L L TEREBEATWY

AENZETHILO (IEEEET ) T (EEEEA ) &E#H)

7 EMRFERER 2 FEOMBMPHEE KT L72%IC 5 FELL LD ATRERD BREH
BEIT>TWNWAEZ L, 95, 2FU X, BAEYREEZ L LEZBREBEESED
BHE# 1T o TWA T L,

A4 EMGRFIER 2EOMMPHELKT LRI 5 EU Lo FEEMEED)
DEEERRBRERLTNDZ &,

@ 1 (1) bbb, ROBEICBONTIEIRENRDOLNEZLD LTS,

7 R 29 2 A 13 BLRNCBEICARBI OB E2Z T TV A BFIC O VWL, B
EENIZABB OB ENAEL 2B FE TOMITRENR D ONLEZ DL TEH, 2D
BE. 1 (2) QOEHIIFREL L, 2REMBAMEOHEMC, #EFTHIE
(M EREE) L8 ROYUZBFIMD TAMAZEE L2448 B 2T
R

A SERK 294 2 A 13 B UAATIZ AR OfE F 5808 & 2 R REREBIZ VT AR
FeMDTHERETAIHLERE CBEIC LT, Bk 294 4 A 30 BE TORIX
BEBBENED LN, £, EFEREMCARBIORENTE L 25 F TORITH
ERBEOHONDILDET D, ZOBA. 1 (2) OOTHFIIFREL L, ZEMBBIA
MEOHEMIC, YRRBRERBECTCOFEREZRRH2E ((FHREFEE) LTH)
ROSZBE IO TARBAAL RS L -FEAREZRHETHZ &,

(3) UIRRTEE/RMELT - FBFE DI/ R e
O AEA 2 YIFRAREZRET - BHROIE/INBRIFEORRICAV 25611, ROFIEE
DR BRI O EMICREM T 5 2 &,



1) WICBITRMRDO > B, 48 T560 (IHREMET] o HEHRESHST) £T
D 9 BHE% %ié%w%ﬁﬁ)

7 EEFBRKESEET 2P ARFEEILSRRES GREFIRSA D REENLS
TRlbE, MRS A BEOEENL AR, MR AR Y

A FEMEERRT

v EGERRMENSEET SN ABRERRNR (BSAREREERERR. BAR
BT IR, A EEEHEERRE R ) _
T ARFEREELZRE L ASRHEERENE 1 IS FRIEME 2 Ok
BEYEI R B EHEIT > TV B e

Z NEEEERLGERMEOEREREIKRIEHET > W5k

2) WICHBITHEMOENRD 55, AREANET 2IHROELEE L LTERESHLTY

LENEET L0 (TEMEGT ] Xid TEMEM] LiLH)

7 EESIFIRER 2 FOMPPHEZ KT LRI 5 FLL_ED 2 AR O BRRAF
EZToTWEZ L, 56, 2FULE, PAEYRIEZE L LIZBRERFO
THEZATR>TWnH T &,

A ERRFFRSE 2FOVMMEZ KT LIzRIC4FULOBREREZE LT
Wa5Z e, 96, 3FELLEIR Hﬂifﬁéﬂ)bx/\zﬁ%%{ﬁ%aifﬂ%z%ka%fﬁ%wﬁﬁf‘ﬁﬂ%
ZIATH>TWH T &,

3)Kiﬂ%#ﬁii&f*%f%of\m&a%ﬁ%ﬁﬁ%ﬁ%t@%t&%ﬁé
EE, PD-L1 BIRELFER LR EOEEEA B RUORERE (BHEK), PD-11
%ﬁ## YRMmMOBAIT., AR ERETHZ L L LIZHEA,

@ 1 (1) Zrhbbd, ROBHELCBWVWTREERRBDLNDI LD LTS,

7 OERL294 2 A 13 BLRNCBRICARAB OB EE2Z T TV A BEICOWVTIE ES
P ARBNOBRENRABE L RE3ETOMIIRENRBDLNLDI LD ETE, 20D
HE. 1 (3) OOTHITEL L, DRBBAMEOHEMIC. kEPTHLE
(e EHRE] LEH) RUNUZBFIZONO TARMALEE LFA B 2i#+
Sptaa i

A L2942 A 13 B UARTICARRF O AEEN H 5 RERERERE IRV T, AR
FeMbTHRETIMNENE L ZBEIZH LTI, B 29F 4 A 30 B ToORIX
BEFEREDO oI, £o, EFEFMICARAOBRE N FTEL f;éif‘@rﬁ&i?&
B 358 wgné%@kﬁéo_w%A\l(3)@@@$1T£kb 2RI A
HEOREM I, p%@Eﬁ%%f@ﬁmimﬁ%éaUﬁ%%m%&k%ﬁ)
ROSZBE N TARYAZRE LZFERBEERHT A &,



2 FA h—4 BHEFRE 20mg X UF 100mg

(1) ABHNZSOWTIE, BBEHAHET A 5 A eV, AR NR2MEICET 51F
BO+HERTDETOM, KEFNOREEZ R ZT 52 EAHFINDBEFICRHLT
EATDL LI BIERARRER LEEICKLERIGE & 52 ENFRER—EDESEE
T EREETERT AL +AEETL L,

(2) RGBT EMLRAME
ABEZARIGOIRTRER BEREEOBRRICAV 2B 413 ROEELZ ZREBIA M
EOWEM FREHT B &,
1) WICBITAHEHRDOH> B, EETHH0 (HEREET) o [HREAHA] TTO
IBEYT DL O EE)
7 BAETBRENIEET DB ALEFESBIAREES ERER RS A SREERL AR
Be. HUEH A EEBILARET, MRS ARRRR R E)
A FEEMEREIRRT
v EHERRMESEET S PARREERRE (PARREEEERRE. BADERE
B HF. DARREEERRR D)
T ARIFERIEELRE L, ASREFREME 1 UL ERIENE 2 OlEs% 2
EIZHRDBHEIT> TV 5 HEER
F MEHEERLSERMEOHBREEICRIBHEIT> TV 2R

2) WZBITHEMOEMRD S b, ARAICET IBREOBLEE L L TREIN TS

EVRZETLL0 (EMBEEHT ] XL NEREM] L)

7 EMRFRSR 2FEOMBE LK T LRI 5 FLUEDORAIBROERKIHE
EToTWS L, 95, 2L, BARYEREL E L LZBRIEREFEOWHE
ZITRoT0HT L,

A EMRFFRERE 2 FOMMBHEL KT LRIC 5 FLU LD R EEEEEZRO
RARBRREAL TSI &,

(3) PD-L1 BB D UIBRTEE/2EAT - B3 D IE/ BB At
ARBH % PD-L1 (B DO UIBRTREREST - BROIE/NBATATE OIERIZHAV 2356813,
ROBIEZ LRBMAMEZSOMEMICRERT DI Z &,
1) WCBT2HERDOS B, %ET5b0 (HBREGT] »b THREGL] £T0
LY TS b DETH)
7 BAEFBRENEET DB AREEBISRES GEEMRSABEREEIL SR
B, sk ARREREILRIRIE, HIRS ABEREER L)
A BEEMRERT
v HERRMENEET 2B ADKRESRRE (B ARFKESEIEERR. BADRKE
B, BARRCEEN R L)
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2) RIZB/IT HERMOBHED S b, ARFNEHTHHEROBREEL LTREINLTVD
ENEETLHL0 ((EMEHT] Xk TEMER) LR

7 EMBRFRER 2E0MMPHEL R T LIcRIC 5 LU EOR AR OBRKRTHE

E{ToTWAHZ L, 5b, 2HEURIT, PARYREL XL LZBRRIEEZOHE
%Zﬁ:fcﬁo'fl/‘%):ko

A EERFFRER 2FOIRMEEZK T LERIC4FULOBRERZAL T

52k, 9B, 3ELEIT. MmO R ARYERE LY S MR IR EOBERIHE 21T
S2TWAHIZ &,

3) PD-LI B2 MR L I-REDOEREA B RBRERFR (BHRE)
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BEAEFBEER - AEHARERLFEETHERER
( & B & B )

=AN=T (BEFAERZ) BARVCRLT ) X7 (BoFE%Rz) #
BHoORBEFEREET A FT 4> GE/NRERCEERAE) 251 T

REMHEE L EOEAFH 2016 (ER284E6 A 2 BHEBRE) I©B
WT EFMEEROFERAORBEHEZRZ Z LBV AENEILES
O EFNERRZ2BEICKLERBEICRET - 0DICKREFERAHEEST A K
FSAVEERKRTAZEELE LR,

S, =<7 (BieFARZ) RA (REL A7V —FRREHE
20mg B OE 100mg) RO AT Y X+w7 (BizFHEkz) 8K (BRE4L
XA M —F AEH#HE 20mg X ORE 100mg) 122\ T, FE/ MRS ITE
HREEICN L TCERTIEOHEETELZINGL BG40 LB BREEFE
AHETA NTA L ELTERYVEEDELZDOT, ZOFEBITY - - T,
EHTARFTALA VROV TEESINS LY  BEENOEEREEBROER T
LZEMERBBENLET,
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(R4 : 7P — AN REEE 20 mg, F7 P —RIAWHBE 100 mg)
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1. IXL®HIC

EFKSORE BERMEOBROTZHITIE, B XESICESWZBERERRRD
LD, oI, IEFEOHRZEEMOESIT LY | FURERR 2 ¥ OEF 2 HRERE
FEELPAFBINIPT, INOLOEEMLZEICKLERBHEICRMEET 5 2 L B3BRED
REL 2o THEY BREMBOEE L BWEDOEARTTH 2016 (FRL 28 % 6 A 2 ARZHERT)
WEWTH, BEFMERNEOFROREILHEELRLZ L ENTNA,

FRERMTERRIL, EBERSEEM T 7 s A AVPBECERL AL MR
RBEIERNDDB, ZOD, AOMRORZEMICET I HERNTOEET S TOM.
UEZERROBELMIZITI I EBHFINIBEICH LTERTS L L bic, BlIE
HANBBE LB LERINE & D2 LN AR —EDOBH 27+ EREES ©fF 5
THRLENEETHB,

L7eRoT, BRIA FIA4 U TiE, BARBEESINETICELNL TV A EFER -
BHERIRMICESE | UTOEEGMORBZEREZHET 2880 b NEREHE, E2
FROBESFELZ T,

RB, KHTA BT A 0%, MIATBIE AERKMEFBHERSEE, ABHFEABAR
MARERYS, —BAEEA B RBRERNFIES ., FFEFEFNEENEA B AMBEER
—AEEEAN B ARRERIRRFSOB Db LERR LTz,

KR EI2BDERER AT V—RRRFE 20 mg, 7P — R AT 100 mg (—HR4L -
=ARN<T7 (GEEFE#RZ))

AR ERDPEXIHR  CIBRTRERIETT « FEH O I/ NIRRT

HRERDRERVHE  BE., RARE=R V<7 GBIzF#HEHEZ) 2 LT, 1 B 3mgkg
(RE) % 2 BREIMRCRBERHET S,

B R R ¥ E NFERRTERKSH




2. FRIOKEH, ERBF

F 7V =R FWEE 20 mg/100 mg (—fR4 : =R ~7 (BTl Z), BT X
B ewvH,) ix, MFERTERKESHE AT Ly s 24 GRT VA - = A ¥ —
X Ay A7 (BMS) #) BB L7zt b PD-1 (Programmed cell death-1) {Zxt4 5 & b
T 1gGa £/ 7 a—FAHETHD,

PD-1 i, &AL L7z 8Bk (T ke, BB R O F 2 7% 5 —T fMle) ROVE
BERAMARIC BT 5 CD28 7 7 2V — (T MRROIEHEAL % /MBI IE & BTk 5 4
FHE) BT OZRAERTH S, PD-1 ITHURIESMIBICHEILT S PD-1 U > (PD-LI
KOYPD-L2) EfEE L. VY BRIZHFINES 7 A BREE L TV o BROE{LIRE %
RAIHAEI LT3, PD-1 U H Y NIRRT LMC B N O~ 72 EREARRRIC IR
LTy, BHEAMEE UL ZEEEMBIZISIT 2 PD-L1 OFBHLMEBROEF
HiR & ORI A DORBEBFRN H D Z L S TV 5 (Cancer 2010; 116: 1757-66)
T B RAERE CIXRMRE THRSEETSA X —T zcn v H < (IFNy)
IZX > T PD-L1 OXKBENFHEIN, & LIEEHERBICRIT S PD-L1 ORI LIFHED
AFHBE ORIICECHEBEER LD EDHELH S (Sci Transl Med 2012: 28:
127ra37), & 51T, PD-L1 Z i@l RE SN AMIRIE, PURKEMN CDS Bt T Ml
OB EEMEZ RIS S ¥ 528, JLPD-L1 K TPD-1 & PD-L1 & DA EZHET S L
F OBUEEEMERBIET S Z ERRENTVAS  ZEDZ Eh6 PD-1/PD-1 U H v K
B BAAMRRATUREF R TR, O BE 2 BT 2WFO—2 L LTEXD
nTW5, |

ARNT, AR OR R 6 PD-1 Offifasiall (PD-1 V U2 FFEGHEER) IZHEE L.
PD-1 £ PD-1 Y W FEDOREREZHET I LI D BAFURFRNS T MIROEE
LR O ARBRRIC 5 5 HIRRE EVEVE R B5R T 2 = & TR e BB R 2 R4 2
LRI N TN\ B,

INHOMANG | ARIXEMERE ST 28 RIBRERICRVES b L #ifF S,
F/RRRBRE AR L LIERERRY ER L, Ao, TR OISR S
ni-,

AEN ORI E DS BEOHRERGIC L 2BWERSE R H b bh, BEEXIIFETIC
EDLREN DD, AROERGHFRORERITIT, BEOBELZ +IITTH, EELR
D HNTBEITIT, BHR L FRITS Cr-FMA2m% & BB RO ERT L@ L TF
BERRE 1TV, BEORBRIN X 2BWERAARDN 256121, BIBRES/L
ELVRIOREEDBEUZAB LTI LERH D,



3. ERERALER
UIRRTRE 21T - R OFE/NMBRRIE (RELERBEVER T LERE) ORAZRIZETEN
EITo T ERBBRRFEBROMEZ R, ‘

[H%hi]

(R kR )
OENSE DT8R (ONO-4538-05 FAER)
75 FFRAE SO EERIERZE T 5 URARZIB #/ IV X IIEROR T LEE
B3& (ECOG Performance Status 0 LUV 1) 35 Fll& xR, A& 3 mg/kg % 2 BEIHERT
RFFHFEL, TEMEEB THEEHE (RECIST F1 RIA ¥ L1 KIZESS PR
BT LD CR XIT PR) 1T 25.7% (95%EHEXM : 14.2~42.1%) Thotz, BB, F
ANZERE L2 BRIEIX 9.0% Th -7z,

QuEsFEMARRER (CA209017 3RBR) (N Engl J Med 2015; 373: 123-35)

75 F T RE R SO EERERE A T 2 URAREZIIB B/ IVAIXIIBROR Y L&
B# (ECOG Performance Status 0 U 1) 272 B (AFIBE 135 61, FeF &/ E 137
) ERBRIC, FEZIEAERRE LTERA 3 mgkg % 2 BRI CARMEEE L,
FEFME R TH 5 2EFRR (PRE[95%EEXRE]) 13, AFI#E < 9.23[7.33~13.27]
AR, FEZXEABET 601 [513~733] WATHY, FAIX FEZ T LK
FHEEMICEBRIER ER LT (N — FH0.59 [96.85%Z #E X R : 0.43~0.81], p=0.0002

(@5 log-rank B E]),

h s S
0.9 \

o
®
. |
.

Fod
G
A

Probability of Survival
©o = o
w £ wn

(=]
N
&
|

o
o

0.0 :

T T T
0 3 6 9 12 15 18 21 24
Overall Survival (Months)

Number of Subjects at Risk
Nivolumab 3 mg/kg

135 113 86 69 52 31 15 7 0
Docetaxel
137 103 68 45 30 4 7 2 0

" Nivolumab 3 mg/kg (events : 86/135), median and 95% CI : 9.23 (7.33, 13.27)
Docelaxel (events : 113/137), median and 95% CI : 6,01 (5.13, 7 33)

0S O HFHIfENT O Kaplan-Meier B (BIEZL SN EM)

4



(FER - _E BT
OEMNE THERE (ONO-4538-06 ABR)
75 FFRE RS CERIER 2B/ T 28R MERTIB #I/ IV it B OB T L
JEAE (ECOG Performance Status 0 & TN 1) 76 Fl& iz, AH| 3 mg/kg % 2 BREIFME
TRFFE L, FEFMER THh5E5®E (RECIST 1 K71 1.1 fRICESL P
SHEIZL D CR XL PR) 1% 19.7% (95%(EHEXRE : 12.3~30.0%) THotz, B,
FHANCRE L7 BHMEIZ 9.0% ThH o 7=,

QuEAEMIERER (CA209057 3 Bk) (N Engl J Med 2015; 373: 1627-39)

77 F A E S FRIER 2R T 2 URREER B B/ IVEISUIHEROIERFE LR
FERE (ECOG Performance Status 0 2TV 1) 582 6] (AHFIBE 292 Bl N & % & /E 290
Bl) ZRBIT, NEZXFEAZRRE UTAS 3 mgke % 2 BREIBMRECARBERE L,
FEFMEIRE Th 2 EEFHE (FRE [95%EHEXREI) X, AFIBET 12.19 [9.66~
14981 B H. KEZXEABT 936 [8.05~10.68] WA THY, AFIFEFZENL
X LR FEICE B RER 2R LTz (O — FH 0.73[95.92% S48 X 8 :0.59~0.89]
p=0.0015 [J&%! log-rank #RZE]) .

1.04~

o
@

o
~

[
3

Probability of Survival
o
[l

0.4 ‘N""\H
= . M_\':'}_“_
0.3 " ;
S W
=
oof ey L.
T S Si—
0.1
0.0
L] ¥ U ] T T [ T T
0 3 6 [¢] 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mgikg
292 232 194 169 146 123 62 32 9 0
Docetaxel
290 244 194 150 ENA| 88 34 10 5 0

= Nivolumab 3 mg/kg (events : 190/292), median and 95% CI : 12.19 (9.66, 14.98)
' Docetaxel (events : 223/290), median and 95% CI : 9.36 (8.05, 10.68)

OS D F EfENT O Kaplan-Meiergh#p (EMESXL S hi-£H)



(EEH)
PD-L1ZEIRIRIRE DA ik L OV e

ESEIAERAER (CA2090173ABR K% U'CA20905738R) [THAANONT-BED S B, B
BARREIT I\ TPD-L1 2 %3 U2 EEMAN & 2E|A (LU T IPD-LIRIRE] L1 ),)
T AERBPBONI—HMOBEDT —ZITESE, PD-LIEBRKFNERERIHEN
EToTBMEROZEEORBRIIUTOLEY Tho Tz,

BiIMEIZEE L T3, RELEETII. PD-LIORRRIZL 6T, NeFXEAREL ik
L CAKIFE TOSHIEE T AHEMBPR D bz,
FERE ERE I PD-LIEBRBM%EBOBREIC R XA L IZEREORKET

o7 (FHD,

7B, RELEE, ERFELEREL LT, PD-LIOERKRICL LT, KFloZEH T 1

77 A VIR TH o7z,

=]

.v'r,.r:. >

Probability of Survival
e e = & 8 5
i o R o ks
£
o
g
o
.'-—J
»

i

o
-

=]

T T T T T
0 3 6 9 12 15 1e 21 24 27
Oveall Survival {Months)

Number of Subjects at Risk
Nivolumab 3 mgtkg

108 82 70 B0 4B 39 26 1? 4 i
Docelaxel
101 a7 69 53 38 30 13 5 2 f

Nivolumab 3 ma/kg {events : 77/108), median and 95% Cl: 10 41 (7.29, 14 26)
Docelaxel (events : 75/101), median and 95% CI: 10 09 (7 36, 11,93}
Hazard Ralto INivolumab 3 mg/kg over Docetaxel) and 95% Cl : 0.90 (D.66. 1.24)

N TR
e
#

|
r

Probability of Survival

»
F
i f
==

= F
5| 3

o

o4
=

0 3 6 9 12 15 18 21 24 27
Overall Survival (Monihs)
Number of Subjects at Risk
Nivolumab 3 mgfkg

123 98 86 77 bE] 65 27 13 5 a
Docetaxel
123 102 BO 61 a4 36 13 4 3 i

Nivolumab 3 mg/kg (events : 68/123), median and 95% CI : 17 15 (12.09, 20.63)
Docelaxel (events : 93/123), median and 95% CI : 9.00 (710, 10 55)
Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% Cl : 0,59 (0 43, 0.82)

CA209057 BB PD-L1 35 RY) T 0S OHWMEHT D Kaplan-Meier B
(£R : PD-L1<1%DBEME. AR : PD-L121% 0 BEKEH)



[Z£tt]

(R LR
OENFE T/ERE (ONO-4538-057-5%)
IR H5%LA EORIER
Grade 4 Grade Grade 3-4 Grade 5
BI(EFEE FE  REEE | BR  RBREE | BR RBREg
(MedDRA 1= X % SOC-PT 4r4) B (%) Ed (%) FH (%)
RBFE 35 35 35
ELS 24 ( 68.6) 2 ( 57 0 (0.0)
R L IR 2 SRS 30! (57
H i 2 { 57
P53 IREE S AR (<3
aaﬁa&ﬁﬁﬁﬁﬂiﬁ N . 2 ( 57
B i Y5 (143)
TH 2 {57
Bl 3 ( 86)
—R- 2 EEERIVRSTAIORE 11 (31.4)
ek 5 (14.3)
RIYHERE 2 ( 57)
B 5 (14.3)
S IER 2 ( 5M
WBEIE 2) ( 57
Fa Bk e 8 (229) 2 ( 57
7;m7¥/@7\/1~7/z717—“éi§73u 2 ( 57
MHZVTF o RARF—E M 2 ( 57
V2 EREIR D 3 ( 86) 2 ( 57
RMBLUHERE 7 (20.0)
&7 VT mEE 2 ( 57)
RERBIE 5 (14.3)
RSB I USRS 2 { 37
SR 2 ( 57)
RS 3 ( 86)
FAUMEER =2 — i — ) | ( 57)
eSS Rk LURIER S 5 (14.3)
Mt 7 2 ( 57
BEMEEC T S 10 (286) :
BRI 2 ( 5.7
HBE 2 ( 57)
b3 $ (14.3)
Bk RSP S 2 ( 57

EM» bBE SN HEER41L, MedDRAver 17.1JZ VTR A 1.
GradetXCTCAE (Common Terminology Criteria for Adverse Events) v4 B Z&BEERICOGHRIZ# L 5,

7k, BIEMEMER 2 F (5.7%) . KIBK - EEOTH 2 4] (5.7%) . WRESE (¥
Sy NU—fEERES) 34 (8.6%) . FFMSREREEIZ 2 41 (5.7%) . Eﬁﬁﬂﬁwﬁban
36 (8.6%) . BIBHHMEEREE 14 (2.9%) . BHEES (RMEMEEBERLS) 1216
(2.9%) KT infusion reaction 1Z 2 ffi] (5.7%) TR LIz, . EEOHEEE (K
JERRIRAE R, SHEE., BREES) | TERAKEES. 1 BBRW, R, &E
PRI IiE, Md - %ﬁﬂ%ﬁ 5L BERRVLIHRITTED bz o7z,



@S EMFEFRER (CA209017388R) (N Engl J Med 2015; 373: 123-35)

RHER S%LL EOBHER
Grade 4 Grade Grade 3-4 Grade 5
AERTER FE = RBEXR W BERR i REEe
(MedDRA {Z £ 3 SOC-PT 474) H¥ (%) H¥ (%) HE (%)
E kA 131 131 131
£E 76 (58.0) 9 ( 6.9 0 (0.0)
R 24 (18.3) 1 { 08)
TH 10 ( 76)
Bi 12 ( 9.2)
— A EEERICR BB ORIE 41 (31.3) 1 ( 0.8)
9 SIHE 13 ( 99
s 21 (16.0) I ( 0.8)
R rUERmE 18 - (137 1 ( 08)
BAREGE 14 (10.7) i ( 08)
AR LU S FAN 17 (13.0)
i findi 7 ( 5.3)

B O #ME SN EEFERAL, MedDRAver 17 U AWV TRAE 2 /.
GradelZICTCAE (Common Terminology Criteria for Adverse Events) v4iZZEL 3,

7, MEMERER6H (4.6%) . KIBK - EEOTH 11 4] (8.4%) . WEEE (¥
F v NU—EBRHE) 13 61 (9.9%) . AFMREREEIL 4 61 (3.1%) . FRIBEREES
X5 B (3.8%) . EWREEE (REEMEEBAS) 12446 3.1%) . BEHENE I
% (0.8%) . K Winfusion reaction X 14 (0.8%) THHLNZ, Tz, EEDFEERE
F (REHEIRERR. SBaM. BRERS) . TEARKEES, BITHERESE, 1
BUWEIRIR, BESR, BUAE - flIER, S EIIBEREVLHRITFRD Shihotz,

GER ¥ B )
OENE DR (ONO-4538-06345k)
FERBPS%E EORHER
Grade 4 Grade Grade 3-4 Grade 5
RBIERTR RE  RIER B REAR FEH EEE
(MedDRA {Z X 3 SOC-PT 4345) H¥ (%) HH (%) H (%)
M 76 76 ) 76
2=k 64 (842) 16 (21.1) 0 (0.0
P IREE 9i (11,8
RURMRBRREISTRE 5 B 7 ( 92)
Wighew = oo o 26 (343) 3 ( 26)
B 5 ( 6.6)
TH 4 ( 53)
B 8 (10.5)
npgk 4 ( 53)
15 , 4 ( 53)
—N L HEE B LUR ST ORE 29 (383 | ( 13)
S 9 (11.8) | ( 13)
BRRk 11 (14.5)
e ) 11 (14.5)
BRAmE | 18 - (239). 3 ( 39
NS S e g 6 (79 2 ( 26)
SR LU ERRE 17 (22.49) 3 ( 39
B NY Al fE 4 ( 53) p) ( 26)
RARIR 11 (14.5) 1 ( 13)
TR EE 10 (132) 1 ( 13)
EBMEDE 4 ( 53) 1 ( 13)
FENE SR, MR L ORI 12 (15.8) 4 ( 53)




PR MR 4 ( 53) 2 ( 26)

BEWBLOR THRRES 26 (342) 1 ('13)
5P 6 ( 79 [ ( 1.3)
5 11 (14.5)
iR INTR N 4 ( 53)

B LG SN AEFRAIL, MedDRA ver 17 OJéﬂibTﬁﬁﬁi?’:.

GradelXCTCAE (Common Terminology Criteria for Adverse Events) v4 AZARFEFRICOGHRIZHEL 5., )
ek, WMEMMEBAR (5.3%) . KIBK - BEEOTHSH (6.6%) . #REEE (X7
Vo NU—EBREES) 1061 (13.2%) | ATERREIEEIISH] (6.6%) . FRAREEREREE T
1061 (13.2%) . BIBHEREF 16 (13%) . BlERE (REEREMERE 13401
(5.3%) K Uinfusion reactionid3f (3.9%) T bhiz, T, BEEOKEESE (K
FRSIRARIE R, ZTUALHE, JRBIES) | TEEBEREE. RRERRE, BER, i
AESE., MR - BEIRR. 5 &S BRBROLHRITRD bhidio7z,

QWA EMAERER (CA209057 38) (N Engl ] Med 2015; 373: 1627-39)

RHERMR 5% LOBIER
Grade 4 Grade Grade 3-4 Grade 5
BIfERER FH OREE | BE  EEE | BE  BHEE
(MedDRA IZ X % SOC-PT 4y48) B (%) B (%) EH (%)
MNEBEEE 287 287 287
e 199 (69.3) 30 (10.5) 0 (0.0)
P 24 ( 84)
FURIAEERR(E TE 19 ( 66)
BEE 74 (25.8) 4 ( 14)
TH 22 (17 2 ( 07
B 34 (11.8) 2 ( 07
g 15 ( 52)
—f EFEERICRE AL ORIE 90 (314) 4 ( 14)
S FIIE 29 (10.1) 1 ( 0.3)
ikt 46 (16.0) 3 ( 10)
REBL UK EEE 43 (15.0) 2 ( 0.7)
RRRIE 30 (10.5)
HERZBLUH A EBEE 36 (125) 3 ( 1.0
3 16 ( 5.6)
BB LU T RS 60 (20.9) 3 ( 1.0
EDFESE 24 ( 84)
RB 7] ( 94) 1 ( 03)

EHiD HME SN FEERAIL, MedDRAver 17.1IE AWV THRDEX .
GradeldCTCAE (Common Terminology Criteria for Adverse Events) v4IZHEU 5,

¥, HIEMEMER 106 3.5%) . KIBK - EEOTH 224 (7.7%) . #EREE (¥
F v RU—EBEREE) 26 B (9.1%) | FFHEREREEIX 15 61 (5.2%) . FIRERBERERES
12761 (9.4%) . BHEEEE (RMEMEEBRE) 1276 (24%) . MKk - R
1 %1 (0.3%) R U infusion reaction I% 8 1 (2.8%) TRW Lz, T/, EEOKERE
= (REHERAERRE, 2. \REEYS) . TEAEEES, BIEEHERES. 1
BUMERRYA, Bk, BEEMHEE, 5 IERECLHRIIBO Dhiehrol,



4, HERRIZHOWT

ABSEME L UTHERARERE (20FFE) BEEonTWwaZ endb, YERAELEY
WCEMTE MR THILENRD S, FO LT, AFNORENEU2BELZZH - BT
L. ABIOBEIZL Y BEERBMERAZREA LRI T A2 Z L RBERZD, UTO
DO~QD T _NTEMIZTHRICBWTERT IR TH S,

D mRRIzHOWT

@1 FRED 1) ~ 8 OWVTNNITEYTHMR THHIL,

() BEEFBRENEET 2B ADEREEILARES EOER IR A S REERL SR,
IO AR HERL AR, IS ARl R ) (CERR 28 E 10 A 1 BREA
427 M%)

Q) KEHEEmby (ER 2849 A 1 BEE A : 84 MR

(3) HLERRAMBENIEET 50 ABREERE (DARRKEERERP. BSARRERE
W BT, M ARREEREERE R &)

4) ARMCFFIEZLHRE L, ARIEREME 1 U AL FEEMNE 2 Oz B
WCHRDEEEZT> TWAiER CE 2747 A 1 BRR © 2538 ask

(5) PIEMEBAO G EEMEORREEICR D BHEIT> T A is% (FERE 27 £ 7
A 1 BREA ;1284 HiFR)

@-2 b DR R ORI E A FEBLURF O SR 45 72 5l & B 2 FF O ER (TR O
WTNAIEESE T HEM) 23, YE2EBORFNICETIRROELE L L TEREBSN
TWbHZ e,

F

o  [ERNEFFEUSE 2EOWIAMHE T L2115 FEL EDON AIBRDBEENHE 21T
STWAZE, 5, 2FEHU LR, PAEYEELZ T L LZBERBEEZONHE 21T
TRoTWAZ &,

o  [EENGIFRE% 2ECHMMIMEELKRT LEBIC4ELU LOBRRREZE L TWAZ
Lo 9, 3FELLEX. MEONAERYREZ SR IIRFOBKIME 21T > ¢
WAhzZ L,

@ BENOERMFREHROARIZONT ‘
EELERERUETIEEENEB SN, BENCELLOBEHRED, H80i - 4
PEEIFAEROERR NEMEICHST 2 BFRIBUHE AEFENBE LB EOREE
B, ENESHITONDEHRE-THEZ L,

10




@ BHER~DXRITONWT

@-1 FERAHIC T 5B
BIEMEMEBASEOERZBIEANRTE LRI, 24 RFRZRERIOT, SR Xx
BRIV T, R LZEWERICE U CAREEE O CT ZE0RIWERAOENICHE
PREOKERNY BRICESH, BEHIIGATREZERSESTWE I L,

@2 ERUEHIC L IAEESNICETIES

NABRICED 2 EMM R MME RSB T AEREFENERERAE=2Y v 7%
EDIERDORAY YV —= FE2ITVEIRE L EHREZILHE TE 55— L ERMEHIDER
ENTWBZ L&, 228, BiEEHIcHOVWT, PAREF L ZORKIZFHFICAMIATY
HT &,

@-3 BHER ORISR ICE LT

BIVER (MEMREBICMZ., BEHERE, LFHK, iRk, BEFRAEE, KBX.
HEOTH, | BFERK. ITHRESE, PRIBEEES, PREE, BEFE (Bre -
RMEMEMBRAZET) . BIBES. MR, EEOKEES. #IRMEERE, infusion
reaction, FaRE MM/ MRIBAMERBER (ITP) BE OGRS, IR REME., DIBESE (L
EARE « HRAR - LEERSMUES) . IEmER M) o3 L T, YR TIEREER
HEOBMMEZH T 5 ERM & EE L BIERAOZEOHRNCE L TRERVOXXEL T
bNEEBITHDZ L), EBICEYRAEN TE 2EHNE>TNSE T &,

11



5. REWNRLRDBE

(2]

O TRIEEYTAIABFIZOWVWTIIAADOBRENBE L ENTWAEZ NS, #E5E2T

DRI &,
o ARIDOBIR LiRBUE DBEERDO H 5 BE

@ WBRAOFMIZIS VT TRICEE T 2BF IOV TUL, AR OF SR I

2. MOVEFRIRE D 2VIBEIZIRY | EEICAREZFERT I L 2EEBTE S,

o MEMMEBROEH I EO» 2 BF

o MEMEGHRE CHERE LR 5 BE K OVE B O KU BRI o R Gt ik
BOMICRIERER A LN D BE

o HEREEBOED, IBENLE L IEREED B CRERBOBETRED
»HLHRBRE

*  ECOG Performance Status 3-4 P R

[H%tE]

O TROBHEIZBWTAROAEMERRIES LTV,

o TIFTRAEUCFRIEEELE T 2 0RAREZIB I/ VA XIIHEROR

LR A
o TIFFRAEZECERIEEL AT 8RR ZIB H/AVHXITER DI
R LR R E

728, R EZE CEGFRMIZFE R X ITALK@ A B FBEREIZB VT,
JRAl & UTEGFRF 1 ¥ 3 v ) —PHEAIIALKF v F 3 % F—EHER D
BERBEERTHHRE,

@ TRICHEET D RBE T 2AFNOHRE R OHERFIEIZ OV T, RFIOF 2R

ML ShTELT. FARORERRLRLRW,
o ALFERERBEOBE,

o IRRMBMLERE,

o RUOTUEMAERER & OHFH,

®D  ECOG ™ Performance Status (PS)

Score

T

0

EMERSEBHTE S, BMALRELBEAENHIRAR TX 2,

AERRIZE LUVEBNIHIR S h 223, BITHEET, BIEESCE - TOEEIIT S 2 LN TE 5,
Bl BWERE, BHBIEX

BITRIRE TR OHDE D O Z L i3 TAFEFE N EEIZTE R, AR D 50%LL Eid~y FATB T,

RONZASOEORIY DI L LATERY, BHROS50%LL EENy FEF TR,

BlwiN

E£<WT RV, BHEOFOREY OZ L2 TXRY, B2y FOBF R,

12




@ MEBETA 74 (AARMETSMRm) 1238 T, ECOG Performance Status 0~1
@D =75 8 2L . X% ECOG Performance Status 2 " @ BE Tk, 8 3 HAHE
# (KX FENVE) OBEFIBRE/HERINTRY, 77 F A AHERE
BEWEDERINAEWFr—2R1 5, ZOBRE. 75 FFRAOBIEEN 2 &b
B 3 HARFUBHI R COWBKEL G T BB BN T, AROREZZETE D,

@ AFNTFESNEMAARBRICBNT, RELRBEVERELEBOVWTIOAEICK
WTh REes FEARICH L TEEEARILEN TV, 2721, #RELRED
BE TiX, PD-LIERREIZLVAEDEOBEANBRLR DL Z ERTRINDIHERIEL
NTWBHZ ENnD, ERFELERBOBEICBOTIIPD-LIRRE LR L7z L TR
KO EFRIEOHB L35 Z EBREE LY,
® PD-LIFHEERNI%EMTH 2 Z &R INT-IERE ERBERBE BV T,

FAL F¥F A ZEORFUNOREEBERORE 2 &L+ 5, &

o A7 nl)RvT (BEFHEMZ) Ooar =% 2W¥E (JRF%4 : PD-L1IHC
22C3 pharmDx & =] ) |2 X Y PD-LIFHELZ MR LR E LREBORBET
HoT, AAIOZME (JR554 : PD-L1IHC 28-8 pharmDx [#'=) ) iZ L5
BREPERSELREA I, U TOXBMEZ2SE AR ORESOFEERIFTE 5,

CHEkEE)
+  Andreas H Scheell et al. : Mod Pathol. 2016; 29: 1165-72
Fred R. Hirsch et al. : J Thorac. Oncol. 2016; 10.1016/j.jtho.2016.11.2228
Marianne J. Ratcliffe et al. : Poster presented at the American Association for
Cancer Research (AACR) Annual Meeting 2016; New Orleans, LA, USA; April
16-20, 2016

D g2 L MOREBREEH OREICOWVWT, 2R, HERSICHY TS 2 Lo, BELREE 2
ZEMERORBROBINNSH 5%, ESESE FREY LU Sh-AE GIRSR) oW TIXEORY
T2y,

13



6. BEIZRLTHEETREEHR

O BAXEFICMZ ., BERTEEE PRS2 ERHEEITE-D & ARF 0 Rt R U IEE
RAOEDILERIERE+SICEE L CLERATIZ L,

@ REBAICEN DL, BE XX ZORKRICEDER OEREEZ+oHA L., B
THhoEETHI L,

@ FRFELBFEIZIBNTIE, PD-L1 BRE LR L7 ETAROREAIE 2 W5
T ENEFE LA, PD-LI BIRENFER TE2WVBAIZ., AFOEROBES &~ 1E
IzHr Lz ETRET AL,

@ ERBUERAO<-XT AL MIDWNT

MEERREND SONDZ EBHHDOT, AFIOWEIZH - > Tid, BHRE
W (PP, ik, RBEE) ORERUIN X REOEmSE. BlEc2+5
WZATS5 2 &, /e, BBEIZSCTHE CT, WiF~—V—50RELE KT 5
SNE

AH O EIIEE O infusion reaction (2 2. TERARRC T2 DO TX A4
BxEAT> T2 ECRRIAT 5 Z &, £7-.2 B B LD ARAZI 5FFZ infusion reaction
BHLLNDEZLbHDEDT, RAREFROARELT HIZ AL X AP A
CYERET 2%, BEOKRKBE FSICBIET S &, 725, infusion reaction %
BEELIZHEI0E, ETOMERERNERICEIERT 5 £ TREZ +OBE
TBHZ L,

FIRIRMREREER H bbb Z L3 H 5 D T, AF| OB 5 BRMAEIR V5 81/
I ERANIC IR R RE R A (TSH., WEHE T3, W8k T4 S0RE) 2 £+ 5
ze,

AR OFEIZ LY BEORERKIGICERT 5 LEZ N2 R KRBORRER
BHbbNDZLBHd, AEPRDONHBAITE., BELAEBRIZG L
BFAR) 72 ik & ARBR 2 RO ERD &8 U CRYIZERIZE 21TV, BEDRE
PO X ARHWER RGN 2 FE I, KFIOEREIIPIE, ROBIBRE R
NECROBRGEEZERTLHZ L, 2B, BIBREFLVE L OBRSIZIVEWE
RDHENRD HNRVBEITIE, BIERERVE LSO REIHIF DB
HERT 5,

BERTH, LOAB» OH D RBB L T LRIERRERTIZENH D0,
AR OBEERTHRIZHEVERORRIC+HICEET 5.

1 BUBEIRIA (BIE 1 BRI 2 51e) B bbh, HERFBEES TV R—3 X
WELZLAHDHOT, O, Bl BEHFEOEROREBESMBEED EHIC+
SEBRTZZ &, 1 BBERAERGEDNHGCIEELZPIEL, 4R H
ROREZEDEL LNBEITIZ &,

® AROBEKRRBRICEBWT, REBRB»S 9@B. FRUEIL, HEBRWBS 1 4FR
X3 EERERT I ICASHOFTmEZIT > T2 & 2B E I ARHREFITER
FICEBRRE CRHROMERZITY 2 &,

14



(FE2) Rl
RE. EERE, BKLERELE 25B81ER O EEE

< REIXEAVDBERERDIBE>
BEREMMBOH 5 BE
BRELZGHFL W2 8E
RBEH URBRERE DD S BE

fit: PR BEHN I BBOE DBEER O H B BE
TR TR L C W B AR D B 5 BE

< FEFXEANDEERS L RDBE>
BERIHIOH D BE
VPR SIS RRMERE D & 2 B
FEEDH 5 BE

BEEDH D BHE

BEOHLBE

EIRT D FREM O H D BE

< FEFXEVOERZBIER>

FHEmH

vVav IR TFT74T7F 00—

HE, FFr4e, FseEE

aEERE

IR MR, FhHRAEE

DARE

BREEOENEEE®EE (DIC)

BEZL, BRHn, BiEXBR. KIBE

A VDX

DML (R I8 fE FRE

MRS

B G RSIRARAE (A (Stevens - Johnson SEMERE) . HEMERFEESLAE (Lyell fEERY), LA
L URF—T KM, 2IE - KRS

DFRZE, FIRMARERE

RYYE

FIRIR BNV E L REE5IERRE (SIADH)
HEREZANREORRR, MER, FAHHRES, WEORABEEOFRMEMESEE, Radiation
Recall Hi%:

15



B 2

EERARETA T4
=Rrer GEREFHERZ)
R4 : A7V —R AR 20 mg, 37V —REREEE 100 mg)
~BHEEAE~

R 2 942 A
RETBE



B &K

AN o

LB

AEN DR, 1ERKF

F PR AR

AT DO T

RERIG LD BE
BRECE L TEETNXFIE

P2
P3
P4
P10
P12
P13



1. IZL®IT

EEHOBFME - REMEOHRERO- DT, B XEFICESWEEERERRRD
bd, S5, IMEORZEEMOESRICL Y, FIEERNZ & ORI FRERRE
FEELVPAGREINAIP T, INOOEEMNZEICKERBEICRMET 52 L NWED
L 2o TR BREMBGEER L EOEARTE 2016 CEK 28 6 A 2 ABERE)
ERWTYH, EFMERMSOFERORBILEEZRZZ L SN TW5,

FRERAMFERGD T, RBEACEZEM T 7 7 A VBBEFEOERR AL IR
MBIERHD, ZOH, AIMROLEMICET ABERN+SERT 2T TOR.
VEERMOBRE LB ZITDZ PRI N2BEICH L TERTS L EHIT BIHE
ANER LB SLERS SR L 52 ENA R —EDOEM 2§ ERERE oA
THZENEETH S,

L7eoT, KHA KT A4 Tl BERSINETILELN TV AEFEERFR -
BENRMICESE UTOBERBZOR@ERFERAZHET 28RN bNERER, B2
FROBESEEELTT,

BRI, ARTA KT A 03, MITBUE AN EES EREHRRAEE, A8tk ABRAR
BRREEYS, —HEEAN BARBRARIES R OAREREAN B AR ER FZ2 0%
Db LFERK LT,

XL RDERS TR REEE 20 mg, A7V —R AT 100 mg (—iR4% ¢
=HRN<T7 (RIzTHEEEZ))

SBERAPREIHDTE : RIGEIBR AR B R ANE

NBLRARMERVAE « <{LFBRIERBRORIGYIRARE2ENBEAERE DBRE >
BE. BARRE=FL~T (BmFH#z) & LT, 1 B 3mgkg
(RHE) % 2 AR TRIFEHFET S,
<ALFRIEBRIRR ORIGUIBRA e B R aERE OB E >
BE, RAICR=ANV<T (BEFE#RZ) & LT, 1 [E 3mgkg
(FE) %z 2 BARIBMRIE 1 E 2me/kg ((KE) % 3 AR TR

WEET 5,
B AR R ¥ E DNBELTEKASE




2. AAIOWE. 1ERKRF
7R REHE 20 mg ROV 100 mg (— %4 =A< GRiETH#Z) . LITF,
(ARF) 1, NEERIEMRRSH L AF Ly 7 2 ATV R —X R
7 A7 (BMS) ) 23BAF L7zt b PD-1 (Programmed cell death-1) {Zx49 %5 & R 1gG4
E)7a—FNVRETH B,

PD-1 i3, &ML Y /38K (T #lfE, BHIRE YT F 27 0% 5 —THkk) ROE
BERMARIC RS 2 CD28 7 7 XV — (T MR OIEMAL 2 #IBIHIZ IE & Al HIlE4 2 5
FH#) BT IZEMETH D, PD-1 ITHURERMRICREB T 5 PD-1 U > K (PD-LI
FOVPD-L2) EFEA L, U U SBRICIEMES A BELTY 2 BROTEM(LIRIE R
AIZFREI L T3, PD-1 U N NIRRT B b Ok~ 22 iEFERIC R
LTkY, BMEBAERED LR L ZEEERMICIITS PD-L1 ORI L ik OESF
HE & ORICADOHBERES 2 = EBR|/E I TVWB (Cancer 2010; 116: 1757-66) ,
7o BMEAEBE CIESEE T HRSEET ALV F—T za < (IFN-y)
IZL > T PD-L1 OFEABFE I, B LZEBHEBRICT) 5 PDL1 OB L ik o
AGFHRE OMICECHBER®EDH S & OHELH S (Sci Transl Med 2012: 28:
127ra37), & 51T, PD-L1 Z58fHIFEH IS0 AR, FURSEMN CD8 B T ke
DR EEEEZ IS S, JLPD-L1 HLiETPD-1 £ PD-L1 L O#EEERET S &
ZOMREEEMENBIET D Z ENRENTWS, S0 0D PD-1/PD-1 U J 2 FE
BT, S AR HURERA: T IR b OS2 EMT AFD—o L LTE LD
ncTwna

AFNL EERBMOER) S PD-1 OMIfas 8IS (PD-1 V) F v FREAHEEK) 1A L.
PD-1 L PD-1 VAV NEDRFEEAET S Z LITL Y BATURKRNZ T MROEME
LR OD AR5 D MIREEEE R R T 5 2 & TR RBEESR 2R T2
LRI N TV A,

ARIDOVERBFICES BEORERIGIZ L 5BERER S bbb, EEUIFETIC
EDLMEENDH D, FAROEREFRURERICIZ, BEOBEZ 2T, BEDBR
H b NI H TR, FB LIZBRIIE U BMB 2 mi & BB & J R &g LT
Y72 EBIZ R 21TV IBE DORBERIGIZ X 5 BWER R S DI 2 56113, BIBRERV
ELVRIOREF OB RIEZITO LERD D,



3. EREREER
RVGEIBR R RE /R B B AE O ARFIC M 21T > - E R BERRBRO BB Y TS,

[BahikE]
OENFE LA (ONO-4538-02 ABR)
FANANT Y (LT, IDTICYH 12 & 2bHRIER 2 AT 2 RIGEIRA e IR/ IVEI X
W EER OB B AMERE (ECOG Performance Status 0 2 O 1) 35 #1] 2 56 R 12, AK 2 mg/kg
7 3 ARERCREHE L, FEFMER THAEHE (RECIST 1 KT 4 11
FRIZEES S RIREEIZE D CR i PR) 11X 22.9% (90%(EHERR : 13.4~36.2%) Th
ST, B, FANCERE LZFIEL 12.5% Th - T,

QEMFE IHEFER (ONO-4538-08 #ER)
fLFERIERBROBIGURAELZNY/VHXIEROEHBEAERSE (ECOG
Performance Status 0 2 T} 1) 24 il & %812, AH| 3 mg/kg % 2 BERNRE CRBEFELR,
FEFMEBEE THDHE%h%E (RECIST HA FT4 2 1.1 BRICES FRHEIZL S CR
XX PR) 1% 29.2% (90%fEHEIXM : 16.7~45.9%) ThoTz, 2B, FANIIREL-R
X 6.0%TdH o7,

OMEHEMAERER (CA209066 RER)

vraf = UV ARIEY ¢ VABREGTFEDSRE2 2 Bl (BLTF. [BRAF)) V600 ZBEDAR
VMEERIERTBRORIGERAREZIH/IVHXIBROEMHEAERAE (ECOG
Performance Status 0 20V 1) 418 il (RF|#E 210 #l, DTIC & 208 ) #%I&iz, DTIC
xR E U TAH 3 mg/kg % 2 HEIFMR TRIEFE L L 2 0FER VR 2R
Liz, XEHMEEE TH L2 2AFHHE (PRI [95%EEXM]) X, AFIBILNE [NE
~NE] % A, DTIC #T 10.84 [9.33~12.09] ZH TH Y. AFiX DTIC \=xt LS
FICHBRERZ R LTz (O — FEb 0.42 [99.79%E XM : 0.25~0.73]. p<0.0001 [/&
B log-rank ¥R 7E])



0.0 ™o A BHIR
L S "N O HHWIS B
0.8 Sy, e,
R
0.7 - oy, Atettdrts
0.6- g
17 0.5- i
0.4- L e
f T
0.3+ &
0.2 oo
0.1
0'0“: L T T I
0 3 6 9 12 15 18
at riskE S1FHM (R)
AXIB 210 185 150 106 45 8 0
HHNISS LB 208 177 123 82 22 3 0

0S @ Kaplan-Meier it

@UESM B IIFEFRER (CA209037 R) 7

A ) b7 (B FHMRZ) ik BRAF RER 2 & T LFRIEE 2 79 B RIGEIERT
AR/ VE X IFEROEMBAEBE (ECOG Performance Status 0 T8 1) 405 ) (A<
KB 272 B, 1B RiE (DTIC XIZAAVR TS TF o 27 ) X 0tH) 8 133
F) ZxBIT, (LFEEEZRHRE L TAR 3 mgke %2 2 ABBR CTREFHIELZLED
BHER NESEERET Lz, TEFHER TH BB (RECIST HA K71 1.1
RRIZEES < RREIEICE S CR U PR) 13, AFIBEE SN2 BEAID 120 AR
BEME Sh, AFIFET31.7% (95%EEXM : 23.5~40.8%) Thote, 723, FAlC
FHROMEITRE L TV Aholz, b O —20OXEFMER Th 2 24EFHH (PR
B [95%EMEXM]) T2V T 182 FlDA R b FEL) IS CTHRIBIT 21T - 1o ER.
AFIBEIT 15.47 [12.39~NE] H A, {LFRIERET 13.67 [11.50~NE] ¥ A TH D . FH|
I EEREIC S LR ENICE R RERE 2R S ahvo iz (AN — R 093 [95%EHRK
M : 0.68~1.26]. p=0.6299 [J&%! log-rank ¥E]),

[Z2tE])
OENE D1E:E (ON0-4538-02 FABR)
BAEBERITLH (100%) IZRBD b, AR E ORRBBNEE TE RWVWEEFRIL 3035
Bl (85.7%) WD LT, RBEN SUUELDCBIERIITROLEBY ThHolz,



FHEEN 5% EORIER

BREE s B (%)
EXE 35 15
(MedDRA/J ver.16.0) 2 Grade Grade 3 LA
2RHER 30 (85.7) 9 (25.7)
PISiliE
PR R R I TR 5 (143) 0
HBfE
TH 4 (114) 1 (29
B 2 (37 1 (2.9
RP% 2057 0
—R - EREER L UREBIORE
wHE 5 (14.3) 0
e 2 (37 0
FIh 3 (8.6) 0
e RS -
i e 2 (57 2 (57)
Kbk
ALT #8Hn 4 (11.4) 1 (2.9)
AST #50 5 (14.3) 2 (5.7
W77 I B 2 (57 0
1A CK #gim - 5 (14.3) 3 (8.6)
mF 7 v7F=#mn 2 (57) 0
T Ko sEsEm 2 (5.7 0
s LDH #&5 5 (14.3) 1 (2.9)
m* TSH A 3 (86) 0
A TSH H#m 7 (20.0) 0
CRP #3/0 5 (143) 1 (29
HFEREREUE M 4 (11.4) 0
y-GTP 30 4 (11.4) 4 (11.4)
RP 7 ¥o B 2 (5.7 0
~NESu U 3 (8.6) 1 29
NGRS 20 7 5 (14.3) 1 (29
P EREO 2 (57) 1 (9)
BRAMEET 2 (57 0
N2 o8 2 (57 1 (29)
IR EREGHR D 2 (57 1 (2.9)
F i BRI 6 (17.1) 0
JERE T3 N 2 (5.7 0
W T3 W 8 (229) 0
EME T4 WA 6 (17.1) 0
EME T4 HEN 2 (57 0
U U= FEFEM 3 (8.6) 0
s ALP #8870 5 (14.3) 1 (29
R BRI 3 (8.6) 0
ke~ — b —Hgm 2 (57) 0
Bz M 2 (57 0
Y—Tr s T A BN 4 (11.4) 0
I+ CK B 2 (57) 0
g A e
FHEME 2 (57 {0
MRS
HREES 2.(57) 0
FE= 2 —wF— 2.(57) 0
B ds £ UM TR
S 6 (17.1) 0
% 5 FEE 1 (314 0
R 2 (57 0
HREBRER 2 (57 0
FETRVER & 2 (5.7 0
BWeRED 4 (11.4) 0




ek, PEMMER 16 2.9%) . KR - BEEOTH 1 6] 2.9%) . WiRESE 4
B (11.4%) . FTHERERESE S 1 (14.3%) . BHEEEREE 2 61 (5.7%) . FURIBHEREREE 8
Bl (22.9%) . BIREE 160 (2.9%) . BEEORMESE 1 6] (2.9%) KOS E S IRE |
Bl (2.9%) T bivfe, F£7o, FERABEAEFESE., infusion reaction, 1 BUFEIRIK. LR,
BIEMEEIE. BN - BEREAR. LAFAE, FRR. FFR. BREUHRMRAE K UMt iin/ MR
DHESREER IR b o T,

@EWNE N1E7Bk (ONO-4538-08 FAER)

HEFRIL 2224 Al (91.7%) IZBHHH., BEBREL ORBRBERNTETCERVAES
13 1824 B (75.0%) TR D Tz, FRFEN S%U LOBIWERBIITRO LB TH-
7,

FEELR 5%LA_EDOBIER

BENKSE g (%)

BEAX5E 24 1l

(MedDRA/J ver.18.0) 4 Grade Grade 3 LAk

£RIER 18 (75.0) 2 (8.3)
A5y KRS

FLR RIS RE IR TIE 6 (25.0) 0
BIBHEE

B 2 (83) 0
— & - 2HEER X CRESEMOKE

iy 4 (167 0
ERERREE

HERD 2 (83) 0
KRB I URERS

B AR 2 (83) 0
FEE AR, METE L RS

RBERE 2 (8.3) 0
BB XU THRES

B3 5 (20.8) }

% IR S (20.8) 0

Bk BB S 2 (8.3) 0

. KIBR - EEOTH 2 6 (83%) . FFHEREREE 1 ] (4.2%) . TEMAHRERE
E 14 (4.2%) RORRREEREE 7 6] (29.2%) TROD LN, T2, BIEMERER,
MRRFEE (¥ 7 v - SU—EGERS) | BREREE (RETHEMEBRS) | BIBESE.
infusion reaction, | BUHERS., BHEOKEREE (REMLEIREGER. SR, BXE
BE) | BEK. BEREMEE, MR - BEER, SEER. LFR. HR. TR, BRI
AR RMARAE K OV i@ M i/ MRIBA SR BER IERB D B e o 7z,

QSN EIAERER (CA209066 RBR)

HEELIIAIRE 192/206 B (93.2%), DTIC B 194/205 ] (94.6%) (Z3RH L, 1BR
L ORRBEAFENEE TERWVAEEFZILAIKRE 153/206 # (74.3%) ., DTIC B 155/205
Bl (75.6%) IZF@H LTz, WTNNOBETRIER 5% U LOBMERIXTRO LBV
ThHoT,



WP OB TRERD 5% EORIER

- % (%)
%%E'EUZ( ki A IR DTIC #

%ﬁfDRA/J ver.17.0) 20661 205

4 Grade Grade 3 L4k £ Grade Grade 3 8l b

2RIEA 153 (74.3) 24 (11.7) 155 (75.6) 36 (17.6)
MR KR i

BRI E 0 0 23 (11.2) 9 (44)

I/ R FE 0 0 21 (10.2) 10 (4.9)
RS

fEHH 22 (10.7) 0 25 (12.2) 0

TH 33 (16.0) 2 (1.0) 32 (15.6) 1 (05)

=i 34 (16.5) 0 85 (415) 0

gt 13 (6.3) 1 (0.5) 43 (21.0) 1 (0.5)
—f - 2HEER X OREHRAIOWRE

B SIRE 21 (10.2) 0 25 (12.2) 1 (0.5)

EH 41 (19.9) 0 30 (14.6) 2 (1.0

B 15 (7.3) 0 10 (4.9) 1 (0.5)
KRB L UREEE

BHRIE 11 (5.3) 0 19 (9.3) 0
HERERE X USRS

A 12 (5.8) 0 3 (1.5) 0
HREREE

R 9 (44) 0 14 (6.8) 0
BWNE XU TillEs

ALBE 13 (6.3) 0 4 (2.0 0

FeARBBME R 3 (1.5) 0 11 (54) 0

% D EEAE 35 (17.0) 1 (0.5) 11 (5.4) 0

%% 31 (15.0) 1 (05) 6 (2.9) 0

SEMEA 22 (10.7) 0 1 (0.5) 0

8. z:ﬁu%‘ ZRWTHEMMER 36 (1.5%) . KBk - BEEO TH 6 il (2.9%) .
WREE (X7« NU—EEHSE) 28 41 (13.6%) . FFHEREREE 761 3.4%) . Bk
ﬁhﬁE%MﬁJ (1.9%) . TRAHEEREE 4 B (1.9%) . FRIREERERES 13 B (6.3%) .
infusion reaction 15 1 (7.3%) . 1 ZUHER 1 41 (0.5%) . E@&%Bﬁ 340 (1.5%)
BOEEIBEE 1B (05%) THRH LN, iz, BIBES. KA, EEHEE. M
K- BEER, LIRR. B, FFL. B RMARIE & UM% mmffm/)@,mr (EE )
LIV o T,

@S EMARRABR (CA209037 ABR) 2
BEBRIIARIEH 265268 B (98.9%) . (LFHIERE 98/102 4] (96.1%) ITBDHHIL, 18
BRIK - DR RBBBEETERWAEFERIIARER 199268 #] (74.3%), (LFRER
85/102 B (83.3%) IZBD biz, WINNORETHREERN 5% LOBMERIZITRD
EBYTHoT,

WTh OB THBENR 5% EOBIVER

= Bl (%)
BEAIKI R e

AR 268 5l 102 #

(MedDRA/J ver. 17.1)
£ Grade Grade 3 AL £ Grade Grade 3 LAk

2BI1ER 199 (74.3) 33 (12.3) 85 (83.3) 35 (34.3)
m#EHE LY o _REE

£in 18 (67) 3 (11 24 (23.5) 5 (49)



¥ (%)

Bl R 4

| - AL ket e

(MedDRA/ ver.17.1) __ 26844 ___ 107

“ Grade Gradde 3 120 = Grade Grade 3 A E

F i Bl fiE 1 (04) 0 # (7.8 2 (20

HFPERBDTE 0 0 20 (19.6) 16 (157

/NI TE 1 (04) 1 (04) 12 (11.8) 6 (59)
PSR

FR R R T RE 18 (6.7) 0 0 0
B REE

B 11 4.1 0 15 (14.7) 1 (1.0)

T 42 (15.7) 1 (0.4) 16 (15.7) 2 20

B 33 (12.3) 0 39 (38.2) 2 (2.0)

Ng 12 (4.5 1 (04) 21 (20.6) 3 (29
—i - EEMEER X UGB OWRE

i 71 9E 14 (52) 0 7 (69 0

&t 82 (30.6) 3 (1.1) 41 (402) 4 (39)
#E. PEBITRESIHE

EAHED K 4 (15) 1 (04) 9 (88) 0
FRER AT

ALT $/0 14 (52) 3 (1.1) 1 (1.0) 0

AST 58/ 15 (5.6) 2 (0.7 2 (2.0) 0

FHPEREES 0 0 7 (6.9) 3 (29

i/ MEB A 1 (0.4) 0 8 (7.8) 3 (2.9

[ i BRER A 3 (1) 0 8 (7.8) 2 (2.0)
R¥B LXORBREE

RARBIER 18 (6.7) 0 17 (167) 0
HERRPIOESABES

BB 15 (5.6) 0 13 (12.7) 1 (1.0)

i1t 11 4.1 0 8 (7.8) 0
AR R IRE

KitE= a2 —mF— 1 (0.4) 0 10 (9.8) 1 (1.0)

SRR 3 (11) 0 10 (9.8) 0
FER AR, s X UREE

D GEL 13 (4.9) 0 8 (7.8) 0
Bl X O TGRS

JiEAE 2 (0.7 0 28 (275) 0

% 5 FEIE 51 (19.0) 0 2 (20) 0

Rz 34 (12.7) 1 (0.4) 5 (49) 0

R BB IR S 16 (6.0) 0 2 (20) 0

SEEBN 24 (9.0) 0 0 0

2P, ABIBECBWTHEEMMER 8 F (3.0%) . KIGK - EEOTH 44 (1.5%) .
MIRREE 33 41 (12.3%) . FFHSREREE 22 # (8.2%) . BHSREREE (RAMEMEMER %
8 5 4] (1.9%) . HIRIAEREREEE 23 1] (8.6%) . EIRFFEZE 1 %1 (0.4%) . infusion reaction
106 3.7%) . BEEOKREREE 16 (0.4%) . X286 (0.7%) RUELE I EKE 3 i

(1.1%) TH LN, T, TRAWREE, 1 Z0ERKE. EREGEIE, KL - 56
fEge, LB, Bhae. BFSe. BURURRUARAE & OV M /MR 1SR BER TR D bz
yiRToY

1) Robert C.etal. : N.Engl.J.Med., 372 :320, 2015 (CA209066 3\ER)
2) Weber J.S. et al. : Lancet Oncol., 16 : 375, 2015 (CA209037 #ABR)

{1



4. HEBRIZOWNT

ABEME L THEARERE (&AL ARELNTVD I LMD, YkHE L EY)
CEBTE MR THILENDHD, £O LT, KA OGS NEY) 2 BEEDE - 1FE
L. AFIOHREIC L0 EERBERA B LIEBRICXIET 2 Z L ABRERTZD, LT
O~@OF_TEMETHRICENTHERT 2 & ThH 5,

O mR#RicoOWT

D1 T (1) ~ 5) OVTFRNCEYTIHRTHS 2 L,

() BEAFBREIBET 20 ADERESILRRS GHER R A RESEL R,
Hids A A RS RE LR, IS AR ) (R 28 & 10 B 1 BREA
427 Kagk)

(2) S EMSRERRE (ERE 289 A 1 BRER : 84 sk

(3) FERRMENEET 2B ABREERPT (B ABREEIEERbE. SADRERE
W 71ke. DABIREEHEER R &)

4) AF(PFEZEZRE L. SR ERIEME 1| UL FFREME 2 OfEsR %
R EHEZT> TV AiEER (ER 2747 A 1 BEFA : 2538 Mgk

(5) MEBEMEBRASBEEMEORREEIR L BHEIT> TV AR (EK 27 4 7
B 1 BERR ;1284 fEa%

O-2 BHERGEOERER CRIERFEIRRE OS5 72 503 & BB 2 KO EAT
(FROWTNPICREYE T HEM) 25, S%BHEBORFNICET 2IREOEEE L LT

REIhTWnsZ L,

#

o [EMGRIFIER 2EOMMPHELLT L2 BRI S U LD AIRROBRIHE 217
S2TWHIE, 5b, 2RI, BAERMRELZ XL LIBRKRBEEOWELZT
RoTNBHZ E,

o [ERGRIFIUERR 2 EOYIIFHE LK T LRI S L0 R EEMIEESR ORK
BEBRERFELTWDZ L,

@ BEADOERMEREBROEHIZOVT

EEMERERICUFTOIEEENRE SN, REEENLOERB O, A2 - T4
MERAOFROTERVEMECGT 2 HRER. ATEFRVNRELHEORESE
B, ERERLTTORLEHBE-TND T L,

10




® BHWERO®ISITONWT

®-1 BIVERRBBEOX S EEIC B 2 Bl
FEEMERREOEERBMEANIA LZERIC, 24 FHRZREHR O T, YR XX
BEMERIZB W T, BRLUZBERIZIE U CABREERKE O CT £0RIWER ORI HE
RREOFRERENY APIZBE LI, BHICRSFTREREHIBE->TWE Z &,

@2 ERREFHICIIFEESMNICET 3 ESE

BABRICEL 2HEMNRAME OCBRE AT 2EREFEVRIERE=2) 7%
EDERDOAY UV —=0 T E2ITVEIRE & B EILE T 55— ARERKH HEH
EINTNWBZ L, 2B, BiEEGICONWT, RARBRE L EZOREICHZICEAMINLTY
5 ¢,

@-3 BIER OB RIZBE LT
BIfER (MEMMERBICMZ, EEGEAE, LHEK. HR. BUHRARE. KIBK.
BEEOTH., | BUERE, FFgERE, PRIMERES, wREE, ¥EE (Bre-
RAEMEEBRELET), BIBEE, MR, EEOKRBEE. BRMLERIE. infusion
reaction, MM/ MEIRDHESEEER (ITP), BEORERS., IR REME, LEES
(L EMED - 480K - DEMRISMUES) . WIEENSE) O5F LT, SRR UTaBE
EFMEOBEMMEEETHEMEEE L BIERAOREONICE L THERUVEY
FIIONIEBICHB L), ELICEYRAEN TE D EHBIESTWNHI L,

11



5.

BEXRLRBBHE

[Zatt]
O TREEZETIBEICOVWTEARORENERL SN TV I b, BREET

ro YA ARG
o ARENIDOESITHR LiBBIEDBEFROH 5 BE

@ WBEAIOFHMIZBW T TRRICEY T A BREICOVWTL., AROREITHE IR

2. MDIEFORIRE DR 2GR IZRY . BECAREZERAT L 2BETE 5,

s HEMMRBOSHXIIBEOHLIBE

o EEGHRE CHERE LR 5 BE R OTEENME O BN BRI o R G i 7%
LD RIEMB(LR LN D BE

« HEAEREBOEHF. IXEBMALRE L IXERMEO B 2AERBRDOBERED
bh5RE

»  ECOG Performance Status 3-4 &V DB H

[Hzntk]

@

LR REROLRVBEROEFERERDOH BEICBWVTAFOESIMENRE
‘—Cl/\éo
728, BRAFBGFERZH T HBHEITBV T, BRAFFEEAIC L 215K b Z& 4
Az,

TRICKY T 25 BEICHT 2RF 0B 5 R OMERFIEIZOWTIE, AFIOF MR
MLINTRLT, AROEEXR LR B,

o e FBLFRIE,

o fhOTEBMEERER & OO,

1) ECOG ¢ Performance Status (PS)

&

EMBERFEHTE D, FRAMLFALREEEIHRRITZS,

AR LW IEBNIHIFR S 523, BITRRET, BIEESE > TOEEIIITI Z LR TE B,
fl : BOWRE, BEBEE

HBITARE CH A DHEDED O Z LI T RCHELAEZITTE 2, BF O 50%8L Eiz~y Fo T
b1 R

PBRoNFBEROEOEYDOZ L LTV, BRO 0% EERy RKOBTFCRIT,

2L BNV, BODOEOEY D LT TERY, ZE2IIy FIABFRIT,

12



6. BEIZRL THETREER

O WAsrES I, BUERFEER SRS 2 BRI EED & RH O R R O EE
ADEDI b B EREHoIC BB L ChBERTAZ &,

@ BEBBICEL D, BREXIXZOREICEDER OEREE oA L, REEE
ThbRETHI L,

@ FEREUEADO<RXT AL MZ2WNT

MEHRRARD SN ZERHDEDOT, KROEREITHTZ > T, BRKE

W (PR REE, ik, REE) OMREOMIE X MREOEMESE, BEL+7

WATH5 2k, Fe, LBEISUTHRES CT, M~ — b —%S0khEL EWT D

Gwke

AH| O 5 IZEE O infusion reaction (2 2 CBAKFIZFSRROD T 51

& To 7= L TR 2 Z &, F£7-.2 B H LFEO A 5-B71Z infusion reaction

MhHHbILDIEbLHDHDT, KEEERROARFFRGHETRIT AL ZVTA

VERAET 2%, BEOWREBLY 4B 52 L, /2383, infusion reaction &

FKBLZBAIE, 2 TOEBERWERNZEEICEET 5 TREL B8

T52L&,

FARIBSEEREE N D bbb Z L3 H 20T, AFOH 55L& UK -5/

HILERIRIC FRIRSRERR A (TSH, 08 T3, R T4 SORE) 2RI 5

R :

AR OREICL Y BEORBSIZRRET 2 &5 2 b btkx RIERBSHE

BHSOLNDEIERHD, BESBDLNZBEEICE, BRLEZBRIIE U

BEPR R & R 2B OER &EEE U CGEYZ BB 2TV, REDRE

IS & 2RIERA R BON D HEITIE, RAOKRIEIF I, RUOBIBRE S

NEVRIOBREEZERETHZ L, 2B, BIBREANVEVOREIZLY BWE
AOBESRD LNRWVIFEITIT, B REA/VE VSO mEE 0B m

LEETDHZ &,

BEKRTH., AR OEVARR L ThHhoBIWERAREE T8 H D70,
AR OFEEHETRICHRERORBRICFDICERET S Z &,

1 BIGERA (BUE | IR/ 8T) B bbb, BRFEES P TV R—U X

KELZEBHHOT, AR, Bl EHEOEROFERLMEFED EFIZ+
SEBTHZ L, 1 BERFRSRDNZHAIIREEZPIEL, 122 ) 8
FORELEOBEIRLEEZITO Z L,

@ AFOBREKRBIZISNT, BB 3 » AN, ERUBE, 581G 1
FEWL 6 AR Z & ICAEPEOFHMEIT o T\ Z L 2B BT, KRR G PITEHN
ZRDROMERRZITI 2 &,

13



IR 3

REERHEET A FT A~

_Ra7ul) X</ (B Z)
(R4 : ¥4 PV —F REEE 20 mg, ¥4 FA—F KEHE 100 mg)
~ FE /I PR ~

YRR 2 942 A
B A FBE



B&

G (oIS B2 =2l =

B

AR ORE, ERES

ER R AR

MEFRIZ DWW T
BREXR LR DBE
BEICREL TEBETNEHR

P2
P3
P4
P9
P11
P13



1. XL®IZ

EEHOBFNMNE ZEMOHEROT-HITIE, BT TEZICESWIZBELRERNRD
bhb, &5, IEEORHERMOERIZ LY, AEEREN 2 & ORI 72 58 VA
FEERLPEBINLDIHT, INLOERMLZEICLERBEICHRMET 5 2 L BS-BD
BB 2o TRV BREMECEE L WEOREAFH 2016 CER 28 45 6 A 2 BEERE)
WRWTH, BEFNERREOFRAORBEIMEELRE I L L3 T3,

FRERABFERRIL, BRRERASEZEE T 7 7 A VEBETFEOEER AL MNCE
RBZERDD, D, AR NEREMICET 2 ERN+0EET 5 £ TORM,
UHEERLOBELBRIZIT AL NHHFEINIBHFITH L TERAT S & &b, BIE
ARFEBR LB NEeREE & 5 2 L R —EOBEM 2 M- 3 EREE < A
THZLENEETH D,

L7zhoT, BHA FFA - TiX, AREERLINETIRELN TV AEFIKER -
AZEHRMICESE | UToEERMOE @ 2ER2HET B0 b NEREMH,, B2
FROEESHEE =T,

B, RKTA KT A 0k, MSITBOE NEEMEREHRASHE, A8HtEEABAR
RS, —AEEEA B RBRABES, HEFEFEENEA B AREZEE R
—EAEENEAN BARERBFROB IO b EERR LT,

RREIRDEREST A FA—F KFHE20mg, ¥4 hL—F RIGFHE 100 mg (—
B4 a7l X<v7 (BiFERz))

RELERDMEING : PD-L1 B OUIBRABREAREST - TR O I/

RBLGRDRMERCHE : @FE., KA, a7l A< (BEFERZ) LTI
[5] 200mg % 3 BREIEIRR T 30 2RI CRFEHFET 5,

& R B ¥ FH  MSD %Rtk




2. AAO®KE, ERBF

FA P—FRHEHE 20 mg RUN100mg (—i%4% : XATa ) AvT (BT
Z), BUF TARAll &v9,) X, PD-1 (programmed cell death-1) & FDY H o R TH
% PD-L1 KU'PD-L2 & D#EE#BEHERET 2. € MbIgGd &/ 7 a—FAHEKETH 5,

PD-1 #RB& 1T T HUARAIEEERRAEIE D Dk 5 7o I S AFIRR AR 4 5 7o oz il
AA »F T, PD-1 13, BERDREBICBOTEES T MBoMREEICKEAL, ACRA
BRIG B O RBHEIGTRR 2SR R 2642, 37bh, PD-1 XV H U FERE
BT LI EVHREZERRICL DV VP faER2 B ICHET 228K ThH 5, PD-LI
DEFEMBEMICBITIRBIIO TN THIN. S OBRAMR TR TABOB X 2z 5
EERPICHB L T D, PAMIBICEITS PD-L1 OBFEIRIT. SIS, BERE.
Fr#mRasE. DREUE, FE/MlaibEe & Ok ZRATFERBRRTTH Y, ROEFR
L OB HE STV S,

BEONRADBKRIIT% & PD-L1 I OMEEM )5, PD-1 & PD-L1 OREKIIIEE O
SEREIC B W TEERRRNZNS Z L BATRRENTEY . Fio2BABEDOERNE L
THIRFFEh T35,

AFNX, PD-1 & PD-L1 RO'PD-L2 OMlj) H o FOREZHET S Z L2k, B
B NRFEP OIS ROMBE S T V o R AEML &8  FUEERE 2 BiE (k3
5L THIBEDRERET D,

AEIOERBFICESBEORERINIC L SEIERSERH bbb, BE I
ELEEERH 5, AFOBEFROERESHZIZIE, BEOBEL 21TV, EENE
DONTHEITIE, BB L -FRIOS CEMRNR MM e BRREFOEM & EHE L i
G2 EBIBET 21TV SBEORERINC X 5 BRSNS EDN 5 HE I, BIBRER
FEROREEOFEURLBEEZITIMLERD S,



3. ERERARR
PD-L1 B DO UIFRABEZRELT - B O IE/NRAR R O AR EM 21T o F= £ BAR
BROBEE T,

[F2hik]

OERERFMIERE (KEYNOTE-024 35%)
{LFERRIERE D 72\ EGFR M= T RI2ME, ALK @A =F iR U PD-L1 Btk (PD-L1
EFRWLUEEBMRSEDSEE (LT ITPS) £\ 5,) 250%) "DEIBRREREST -
BHROFE/NRIMERE G058, BAAN 40 FIZET) RIS, AF| 200 mg 3 B
BRI G DRE MR VEZEMR, 77 F A S EERLSRE (LUT Isoc) &
W) AL LTRSS, 2B, BT CREBETIRD bnREIC, &K
BETEZRTERPED DR WEOBRKMIZEE L TWVWSBE T, REIUKEOE#
Tl THRBEITHRD GV D ETARBORE 2T 5 2 L BFHE L Shviz, FEHE
H BT EREAEIR (LUF [PFS) & 5,) . BIRFHEE BIX24A 7R (LT Tos)
LW 5,) a3, AFNIT T FFEAEE L LERE L B LT, PFS, K008 (H
W) 2R RICER L,

¥y R=F B L U TRIERFEAR S TV 3 PD-LI THC 22C3 pharmDx [ 4 =2] #AWVWTH

Fanr,

¢

100 pe

90 - \ —— ARW0mMg QIW
80 - 7SFHRRTSCILEME
£ 70
60
3 50
i 40
%30 .
20 - R
10 A
0

0 3 6 9 12 15 18
at risk®{ RIAESFHAA]

FAI200mg Q3W 154 104 89 44 22 3 1
FIFrNRE3GIERE 151 99 70 18 9 1 0

BRI L B PFSOMEMATR O Kaplan-Meierth#? (PD-L1EBME (=50%) @ BEHRE)



100 =
90 - H‘“m\ﬂ
80 ' \-‘:H“'“"HH..‘
70 f\‘“‘““ .‘M—HHI—I—I—Q-E
£ 60 Mg,
ﬁ 50 R e e e &
30
20 | —— Zmr00mg Q3w
10 I5FFRAEICILPME
0 3 6 g 12 15 18 21
at risk¥% A
ZFFI200mg Q3W 154 136 121 82 39 11 2 0]
TSFIEARSUILEEE 151 123 106 64 34 7 1 0

OSD F MAENTBED Kaplan-Meier #i#R (PD-L1BBtE (=50%) D BE#E)

QEPELRZE O /MHRSR (KEYNOTE-010 35R)
75 FFBE A G T L ERIERT AT 5 PD-L1 Bt (TPS=1%) ? DY RE/ R ST
BREOFNBRMERE (11,0336, BARAINBIZET) 2XRIC, AH 2 mgkg 38
RiRIFRR 5 R O 10 mgkg 3 BERREREOFNER REEMR, NEZ FErKifnd
(BLF TDOC) &\ 9,) ZxtRE LTRE SN, 2B, BB CREBEITHED
SNTHEAIC, BRETZ TR TERBED b2 WEOBRKMIZEE L TV BE T,
RIE CARE D BRI CREEITHFED b5 E TAROREME L /i L Shit, TE
FEHIE B 1L OS R UNPFS & &, AAZDOC LB LT, 0S 2 ARICERE Lz,
*1 : EGFR B FERBMEN T ALK BEBETHBHECBRE TIX, 77 F F A S LFRIEIZL S
BREIZMZ, ThEh EGFR FEEERAXIT ALK FREERZA T2 MEMIEESIC X 5 1EE
Y ETIREMBAN NS,
*2 : PD-L1IHC 22C3 pharmDx 4 =] OFIEF v & AVWTHRE IR,



100
00 ——=— FM 2mg/kg QIW
80 3M10mg/kg QIW
70 — KeyFel
£ 60-
g I LT L L T T T
ﬁ'l40- Hmll l?mhlllill | 1
30
20- mird
10
0 ULLARESLLALRLA ALl S AR LhLAd bt T4 bl Lh bl bbbl (oL R L L LR LD BLbeb ] R S Bt Ll bl A R R AL BB L e L L L
0 5 10 15 20 25
at risk ¥ EFMEm R
## 2mg/kg Q3W 344 259 115 49 12 0
FH0mg/kg Q3W 346 255 124 56 6 0
R+ 343 212 79 33 1 0

OS DORFEARITIFD Kaplan-Meier Hi# (PD-L1 B (21%) DBEHRE)

[Z4=t)
(DE R E) S AR (KEYNOTE-024 )
BEERIIARFITE 148/154 B (96.1%) X SOC B 145/150 B (96.7%) 158D i,
BHELORRBRPBTETERWVWEFERIL, ThEh 113/154 #Fl (73.4%) RO
135/150 ] (90.0%) IZ@RD bNTz, WTFNNOBETREEN 5% LOBWERIT TR
LB ThoT,

WA OB TRERN 5%ULDORBWERA (Z2&MiT)Ss M)

SOC Bl (%)
PT A SOC #
(MedDRA ver.19.0) 154451 15041
4 Grade Grade 324 & 4 Grade Grade 324 E
ZRI{EM 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
Mg LY v REHE
=il 8 (5.2) 3 (1.9) 66 (44.0) 29 19.3)
B BRI E 1 (0.6) 0 8 (5.3) 2 (1.3)
R 1 (0.6) 0 34 2.7 20 (133)
T /NI iE 0 0 17 11.3) 8 (5.3)
PRSWEE
FRR B RETT YR E 11 7.1 0 0 0
R G B BB T RE 12 (7.8 0 | 0.7 0
BEBEE
L 6 (3.9) 0 17 (11.3) 0
TH 22 (14.3) 6 (3.9) 20 13.3) 2 (1.3)
B 15 0.7 0 65 43.3) 3 (2.0)
oM 4 (2.6) 0 18 (12.0) 2 (1.3)



WG - 2.6) | (0.6) 30 (20.0) 1 0.7)
—E - EHEERSX UJ&“@”‘MiO)H%ﬁE

T )E 5 (3.2) 1 (0.6) 11 (1.3) 2 (1.3)
iR 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
iy 1 (0.6) 0 9 (6.0) 0
LB 16 (10.4) 0 8 (5.3) 0
BRERIRE
FS5=vT I/ b 10 (6.5) 0 7 4.7 0
FUAT T —F
Hhn
T ARG EEET 8 (5.2) 2 (1.3) 5 (3.3) 0
I/ NFUARTx
5 —Pm
mHr L7F= 3 (1.9) 0 15 (10.0) 1 0.7)
Ehn
P ERERA 0 0 20 (13.3) 6 4.0)
M/NRERA 0 0 18 (12.0) 9 (6.0)
B EREaE i (0.6) 0 16 (10.7) 3 2.0
REE L UREEE
RARHIR 14 9.1) 0 39 (26.0) 4 2.7
e S/ Ni | 1 (0.6) 0 9 (6.0 0
JiE
HERRE LU A RS
B EE 13 (8.4) 0 4 Q.7 0
R REE
R 1 (0.6) 0 15 (10.0) 0
FtE= = — a3 2 (1.3) 0 9 (6.0 1 0.7)
F-—
ERaR. BB X UWtREE
Fiifgde 8 (5.2) 4 (2.6) 1 0.7) 1 0.7)
BEB X O THRBgES
fiEHE 0 0 12 8.0) 0
e 8 (5.2) 0 1 0.7 0
F O FERE 12 (7.8) 0 3 2.0) 0
b 11 7.n 1 {0.6) 3 (2.0) 0

ISR z:%lJﬂi‘ﬁFaﬁE'riﬂﬂ%‘%i 9 B (5.8%) . KBk - EEDOTHIE 8 Fl (52%) .
HRREE (X7 - SVERHS) 226 (1.3%) | FFEEREEIL 22 41 (14.3%) |
EFW(H&B%%EF% WX 21 B (13.6%) . FTRAHAEREEIX 16 (0.6%) . 1 BUFEREIX 1 6
(0.6%) . BHREREE (RMEMEEERSE) X164 (0.6%) . BEXRIX 16 (0.6%) .
fH9s « BERUFARMARAEIT 1 B (0.6%) TN infusion reaction (X 5 B (3.2%) TRH bil-,
iz, BEEOKREREE (REHEERERE. SR, BORES) | BIEHERESE,
EREMMIIE, M7 - BIRK, S8 BERRVLHRITFED bhiahoTlz,

QEFRIERSE I/MABFRER (KEYNOTE-010 58)

BHEERIT 2 mg/kg Q3W B 331/339 4 (97.6%) . 10 mg/kg Q3W &f 330/343 1l (96.2%)

T DOC &% 297/309 1 (96.1%) 12588 b, BB E ORRBRBBETERVWAEE

BRIL, T2 215339 Bl (63.4%) . 226/343 B (65.9%) BTN 251/309 i (81.2%)
WD BTz, WENLOBETHREAREN S%ULOBIERRITROLBY ThoT,



WO TRIE 5% EORWER (&M SRE)

SOC BIE (%)

PT 2 mg/kg Q3W B¥ 10 mg/kg Q3W B DOC ##

(MedDRA ver.18.0) 3394 3434 30941
4 Grade Grade 3Lk 4 Grade Grade3Plt & Grade Grade3LlE

ERIEH 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
MREB LY R EE

#ifn 10 29 3 (09 14 @) 1 (03 40 (129 5 (1.6

R ERIE A BE 1 (0.3) 0 1 (03) 0 44 (142) 38 (12.3)
P IR

FR DR E T E 25 (714) 0 23 (6.7) 0 1 (0.3) 0
B ipkEE

TH 24 (7.1) 2 (0.6) 22 (6.4) 0 56 (18.1) 7 (2.3

B 37 (109) 1 (03) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3

RISPAS 13 (3.8 0 7 (20 1 (03) 43 (13.9) 3 (1.0)

A 12 (3.5 0 13 (38 1 (03) 24 (78) 2 (0.6)
—fi% - EEEER X URSEAIORE

4% RE 20 (59 1 (03) 19 (55 2 (0.6) 35 (113) 6 (1.9

b3 46 (136) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6)

K EE 5 (1.5) 0 W) 0 21 (6.8) 0

B 10 29 1 (03 14 @1 0 17 (5 1 (03)
FRERARES

TR EREE 0 0 2 (0.6) 0 24 (7.8) 19 (6.1)

A ifn BRI 0 0 3 (0.9) 0 16 (52 10 (3.2)
R#He L kS :

BARIBE 46 (13.6) 3 (0.9) 33 (96 ! (0.3) 49 (159 3 (1.0)
BHEBRRE LU ARREE

REEhR 13 (3.8 0 19 (5.5 2 (0.6) 18 (5.8) 0

B AE 9 @7 0 10 2.9 0 29 (9.4) 0
WRERES

REER 4 (1.2 0 7 (2.0) 0 16 (5.2) 0

I = 2 —aF— 2 (0.6) 0 3 (0.9 0 28 (9.1) 1 (0.3)

SERETE 3 (0.9 0 3 (0.9) 0 17 (5.5) 0
BB XU THRES

BRESE 3 (0.9) 0 2 (0.6) 0 101 (32.7) 2 (0.6)

% D FEAE 25 (14) 0 32 (9.3) 0 5 (16 1 (03)

®Z 20 86) 1 (03). 44 (128) 1 (03) 14 (4.5) 0

723, 2 mg/kg Q3W B KR N 10 mg/kg Q3W BETEN T, MIEMMEERIX 156 (4.4%)
Bt 14 61 (4.1%) . KBk - EEOTHIZ S B (1.5%) RO26) (0.6%) . EEDHK
FEE (RERIEIRAEFRE, WA, EREES) 1314 (03%) RO 1 6 (0.3%) |
MRREEE (X7 - NU—ERES) 24 (06%) RO 36 (0.9%) . FFHEEEE
1% 23 51 (6.8%) TN 22 1] (6.4%) | BURBRHEREREER X 32 41 (9.4%) KTt 35 B (10.2%) |
TEAEEEEIZ 16 03%) BO146 (03%) . BIBEEEEZ 246 (0.6%) RO
B (0.3%) . 1 BUFERFIZ 16 (03%) BRO2H) (0.6%) . BHEEEE (RREEREME
BERE) 13468 (1.2%) BOV0 @), BERIT1H (03%) ROV B, fhsk - WSO Rz
FEIX 161 (0.3%) R0 fl. infusion reaction iX 2 1 (0.6%) K6 (1.7%) TR
bz, £, BEMEE, MK - EE. 5EIBRRVLHRITRD bizho
7



4. Mﬂi:ob\’(
WAL L THERABRERE (2FRE) BEEohT0A 2 Enb, YRR E
%mrgém&rﬁézgwﬁa FD LT, AR OENEY) 2 BE D - BT
L. AFIOES5Z ;Dﬁﬁﬁﬂwm%%ﬁbtw_ﬁmfé BB, LLTFD
O~@DT RTCEMAETHRICBOTHEAT X TH D,

@ mERITONT

@1 FiEo (1) ~ 5) ODWTNANTELTIMRTHD I &,

() BEAFBRENTEET 258 ABEEEN RS GBI IRS A REEEIL R,
I AS A RSB BEHL mURRE . MRS AU RBIRFRE /R &) (R 28 4 10 A 1 BIRFA :
427 Higk)

(2) HFEMAEmPE (ERK 28459 H 1 BRFA : 84 fEsR)

(3) HEFRAMFIIEET 2 PABEEERNE (BADRKEEIEERb. SADREE
BB, P ABROEEHEERPL R &)

4) ARACFRIEEZRE L. SREFREME 1 LIS S LFEREME 2 Offisk A
WCRDBHZIT> TSR (ERL 2747 A 1 BRFR @ 2538 HEsk)

(5) MEMEBRQFEEMEOMFEEIE L BHEEZITo TWAHHR (FK 27 £ 7
A 1 BRRR - 1284 HEER)

O-2 O FERER OCBIVER FEHRIE O RS +53 7 itk & BRBRA R OER (TR
WTINICRES T D EM) 23, YE2ERBOFAET28ROBAEE L LTRESH
TWaZ L,

e

«  ERMRFFEUSER 2EOMEFHME LR T L% 5 £ LR ARROBRRIHE 21T
S2TWBZ e, 5b, 2FURIZ, BARMRELEL LRREREEOWELZT
RoTWBHZ L,

¢ EEIGRFIRIGR 2EONYPTHEEZK T L2RICIFEULOBRRBREZAEL TS D
Lo Db, 3FL LT, WO DA RMEEE S LRI FOBRKRIHE LT > T
AT Yalp

@ BRADERGBHREEOEHIZOVT

ERLEREHRIEFTIHEELIRE S L, RESENLOBFREND, Ao - 2
MERZOFROTEK VEMFICTT 5 BREMR, AEFENRELBESOMEHE
B, FRESHITON D BRI E-TND T L,




® BIERA~DORIRIZOVWT

®-1 HERREHIZBET 2B R

WEMEMRBFOERRBIMERANRAE LZBRIC, 24 FEZRERIO T, SR L
EHEMER IV T, BH L -BWERICE U TABRSEE O CT 20 RIER ORI HE
RREOHERNY APIZBELN. BEHICRIGTRERZRERNES TWAHZ &,

@-2 EREFFICI>AFFSRMNGICHATIEYS
BABRIEDIEMNZ2ABEOCEREE T IEREEENEERT=2) v 7%
EOEEROAI YV —= T EITOVERE L BER L IE TE 5 F— L EREH 2V BH
ENTWDZ L, 28, BEAHIZOWVWT, BARE L ZOFKRICHDITAMINTWY
AT L,

®-3 BHEH ORI CxHRIZE L T

BUWER (REMEMERICML, KBK - EEOTH., HF#REES, BiHERES (REE
FEEBERE) . AoWES (TEAEERE. PRIBEERE. BIRMERES), 15
WERA. 5 & DR, Bk - EAURRMRIE, TR, EEOREEE (REHEIRIEMERE,
LA, FARMIES) . infusion reaction, MM - BIRZS, BEIEMEE, HREE (X
T v NU—RERREE) . DEIRS) TR LT, YRR X BEE R AR OB A
BT HERMEEE L (BUEROZKCHIGICE L THERVDXELZZ T O NARHEFITH
52Z%) . BELICHURABRTE 2 ERINESTNEZ L,

10



5. BRENRLERLBE

[Z24t]
O TRIZZSETIBEFICOVTEIAFORENERL SN TS Z b, REETT
bignZ &,

o ARSI HR LIABUEDOBERRO & 2 BE
o JHRNITIEHR L TWATRREMED H B BE

@ EEBOFMIZB W T TFRICEY T2 RAEFIC OV T, AR OB EITHE L RW

D3, MOIEFRIRER 2 WBEICRY , BEICAREERAT LI LEBERTE S,

o MEMMEBOAH B FOH 2 BE

o JERMIGRE CHIERE 2R ® 5 BE K OTEE)ME 0 U B ilist 28 R0 et fiti ¢
LD IRIEMENR S DD BE

o BCORBEERBOSH., ITBHMRE L IXFRED B 2REERRBROBETRED
»HBHRE

*  ECOG Performance Status 3-4 VDB H

(BahtE]
O TROBREICBWTARDOEDELKRIES LTV D,
o AbFERGER O, EGFR S FERERM, ALK @e&EFRMEER D PD-LI
BBtk (TPS=50%) DEIBRAEERMELT - RO I/ i EE
o TIFTRRAEZEOCERIEREEZF T 5 PD-L1 B (TPS21%) OUIFRTEER
T - BRO/NIRMESE (723, EGFR #EFERBYENIL ALK @ie
B FBMEOBRE TR, #NEH EGFR F1 ¥ ¥ —PHRERI L ALK F
ny U F—YREROERELFTHBE)
B, TPSIIRAT7 v ) X~v7 (BaFMirz) oo =4 2WE (kR4
PD-L1IHC 22C3 pharmDx [# =] ) ZHAWTRIET 2 Z &,

@ TRIZHLTDHBRECHT AR OREROCERFIEITHOWTIE, AR OFZHEH
WL ENTELT., ARORERFRL 2L,
o IRRHEMLERI,
o (LOTRBHEERH L OO,

D ECOG @ Performance Status (PS)

Score B

0 | £<{MEAREBHTES, BRMERLARAEEIHIRR2ITAD,

RERICE LVWEBNIHIIR S 2 25, BHITRIRET, BIEECE > TOERIITO Z 2B TE S,
Bl BVWRE, BBER

BITRRETEZOHFOREY OZ L 3T A TRBEMEEIXTE 2V, BHD 50%L Eid~y FATHI T,

IRoNTBSOHEOEYOZ L LnTERY, BRO50%LLEEZ Ny FO R FTRIT,

lwN

2BV, BOOEOEY O Li3EL TERY, BRIy FORFTRIT,

11




@ MEZENA FT74 2 (AARRBFESM) 128 T, ECOG Performance Status 0~1
@D =75 3% Pl B X% ECOG Performance Status 2 &V o BF 1L, & 3 HHE
Al (FEZFEANE) OBEJRENERINTRY, 775 REIOERHERE X
W= ER ShRWr—2085 5, (WEREREZATHIREERTIHE,. 7
ZFTREOFNEEN 2 < & b8 3 HRBEXBEA COBRRELF T 5REITB N
T, ARlORE2ZETE 5,

12



6. BEIZBRLUTHETREEIF

@ WRACEZON X, BERTEER DRI 2 BRI IS & A O R & O IERE
RAOEDIZnBE R ERYHOICBR L T LERT5 2 &,

TaRRIZ N D, BRE L E OFRICEIER Vet r2 Ham L, BEEH
ThbgGT5Z &,

ERBERO~F VAL MzonT

@

©)

BIEMEREBR S S bND Z BB D DT, ARNDORSICHT- - T, ¥EE
W ORI, MR, %) OfERR KR DM X SeE o Eii%, B84 1
FATH Z &, F7o, BEIS T THE CT, IF~—h —%FOREL2EET
5z,

infusion reaction 283 H o B Z &£ MR 5, infusion reaction 23580 HNTHEIT
X, BERABEITH & & HiC, EERBEIET 2 CREOREL HoICBE
TBHZ L,

FRBSEEEE S S o s Z L33 % 5 DT, AF O & 5 RiERTR O 53 E
HLERIEIC FORIRMAEIR A (TSH. Ul T3, U#HE T4 ZOBE) 2EMT5
<N

FASHEREE N S B D Z &35 5 DT, AR OB S HMGET R RSB P
ERRICTISBERRZE (AST. ALT, y-GTP, Al-P, BV LY %0RIE) % Eh
T5HZL,

S EIER IR EMMIEEREAXZED) SOEBRIREENRH bbb D
TENRBHBHOT, EHNOCIROBRFEOFELHRTHZ L, /2. ROEREN
BOOLNH/EITIT, BONCERBELZZ2 6L BE+HBETLIZ L,
AR OBREIZLY | BEORERINTERT 5 & & 2 b A FEc BB E
BhHobhdZEBH5, BRERRDoNEHAITE, BRLAEZBFRIS U2
HR) ek & RER A REOERD & U CEEIRERIR M 21TV REORE
RIS X 2 BWERA RS b 2B6100E, ARIORE TP I, RUBIBLRES
NEVRIOBREEZEZRTHZ L, 2B, BIBRREFNVEVOEEIZXIDEIE
R OBERRD DIVRVIEEIZIE, BB RERNVE PO SE IfI Al D8
HERTHI L,

BEKRTHR, AR OCEIARBBEL TOLRIERNRERTZZ RN L5720,
ARNOBERTHRIZHEWERORBIC+SICERT S Z &,

 BUBERRR (BUE 1 BIERm A ate) B obiv, BERFEES v 7T F—3 2
CEDZZLRHDOT, A, Bl BHEOERORBESCOMEED EFHIZ+
DEBTHI L, 1 BIERBERELONEAICIIREEFIEL, 1R VB
HoZE5EOHEYIRNEBEEZITO Z &,

AH|DORBIRRBRIZBNT, REFHBNG 9BE, ZNLBIL, BRERHE»S 1 FH
X3 EIREGET Z L ICHEMEOFHEEZ 1T > T\ e Z L 2552, KFIRSHITE

H

CEBRETHROMEREZITO 2 &,

13



Bl 4

EERRETA 74 v
_Ra7a ) X7 (BaFERZ)
(BRFB4L : ¥4 M —F HEBE 20 mg, ¥4 b —F EFEE 100 mg)

~EERAE~

¥R 2 9% 2 A
EEFBE



B&

SN B =

X L®IT

AR ORI, ERMF

B IR AR

FESZIZ DN T

BEGLE D BE
BECERELTEETREEHR

P2
P3
P4
P10
P12
P13



1. IZC®IT

ERMLOADNE - ZEMEORROT-DIZE, BMIXESICESWZBIERERARRD
bivd, 62, TFEORZERMOESRIZ LY, FUKEER ¥ OFHE 2 TR /ERR
FEEMDPEABINLDIFT, TNHOEELZEICHELRBEICRMEET 2 2 L ARED
MR L 2> TR BREMEGEE L SEOEATT# 2016 (L2846 A 2 BEZBIRE)
BWTYH, BEFNERREOFERAORBIHELZRSZ L LINTNA,

BT ERRL, RBERASEZEN T o 7 7 A VRBFEOEER LA O N ICE
RBZLEDBBD, 0D, AHNERCESMICET S ERN+OERET 2 TORM.
UREXMOBRELXBIZTZ LR HFSINIBECHLTHERAT S L b, BIE
RAMRFEBR LB NERTRE & 52 BN TR —E DB T ERsE o6
THZENEETHD,

L7eio T, DA FTA4 TR, ARBEMSINETIRELN TV EERES -
AERRMICESE UTOERLORERFERAZHETIBANOLERER, 2
FROEEREEE2TT,

B, ATA RT3, MSITBIEANERRERBARRAHE, ABREREARK
RIRIER Y2 —MRAEEEAN B ABRARES R OARBHEREAN B AR ERZE0W%
Db EERR LT,

HRERDERN : A b—F REFE 20 mg, FA ML—F EREFFE 100 mg (—
s - XA n) X=T (BsFEMz))

HARLRDPEIHR : IRIGUIBR TR BN EAE

RRLRAMERCAE - @%., AR, a7 e) <7 (BEFEHRZ) L LT 1

' Bl 2mg/kg (RE) % 3 HEEIMERET 30 ST CRBEFHFET S,

R ¥ F  MSDHERESH




2. AHIOKE. VERBF

FA M—F HHEEE 20 mg XN 100 mg (4« XaTv ) AvT (GHisFHE#%R
Z). BLF TAHl &vv5,) ik, PD-1 (programmed cell death-1) & ZD YV H 2 FTH
% PD-L1 L APD-L2 & DR #EBERET 5.8 MbigGs £/ 7 v —F A TH S,

PD-1 RBR 1T T MASAE B AREEE 2> b Wk 5 72 01208 AR SR 3 5 3272 So i il 1)
AA v F T, PD-11E, EEREBICEVLCEER T MlloMkREICHER L., BCR
RS & B AL EDRR R E RIS EZHEIET 5, T2bb, PD-1 XY FER
BTBHZ LIV HRZRRCE DV ST MRERAICHIET 22 A/EKTH D, PD-LI
DEFBICB T 2HBUITOTHTH B, EL ONRAMBBTIE T HIROBE 2D
IEEBRICHI LTS, RAMIICEIT S PD-L1 ORI, Bk, M.
FFHERaE . SREUE. FE/ MR E Ok 2 RBRATTFRARARRFTH D, BRWAEFRL
DOEEMERHE XN TW5,

D DB A DERERNT% & PD-L1 ZIEOAABMEA S PD-1 & PD-L1 ORRKIIIEBE O
HERERICRBWTEEAREIZES Z L RBENTREY , File2BRARROIERN & L
TR S T3,

AHNE, PD-1 & PD-L1 ROUPD-L2 OV H v FOFAZMBETHZ Lk . BE
MUNREE D OB RAHIAEENT V SR EEML &8 R RE 2 BRI
5L THIEERZEET D,

AFIDOVEFRBEFIZZES BEORERGIC L 2RWERENH & bh, BEEXIIFELTIC
EATREMNH 5, FHOBRERRUCEREGHICIT., BFOBEL 52TV, EEDBHE
B HNTEEAITIE, R UZFRIC U B & R 2RO ERD & @R L OF
BRI 21TV, BEORERIGIC L ZRIFER R ELN2BEICIE, BIBRESV
EVRIOBRESOEE 2NBEITOLEND D,



3. BRRERAE
RIBUIRA R BMEGEOAERICMZ T - ERBERERROBEE L =T,

[FaiE]
OEMNE 1b #H7AE (KEYNOTE-041 A ER)
IEFREEO RN B ) a7 BaFllRz) UUT eV a<s7) &0n5,)
EERERV2 LU AETOLERIERE A T RGBT EERAERE 42 4
(RTS8 37 ) 28T, ARAI 2 mgke 3 BRIMME LT TQ3w) & 5,)
BKEOADMER OEEMEDRRE S, 28, BEFTM CREBET RO b - BE1.
REBETEZ R TERIBD bNZ2VWEDBRMIZERE L T 5 BE T, REILIEOHE
BFHE CTRBETHIRD OGN DT TARAOE S 2T 5 Z L NARE L S iz, TEFT
fIE B T 5 ELW[RECIST A FT A > L1 RRIZE S RhlEIz L 252258 (CR)
SUEERyESD (PR)] 1. 24% (95%EHEKXR : 12~41) Tho7=,

QuEFE N ERAE (KEYNOTE-002 35%)

AE) LTI R DBERBEEZATHRIGUIRTAELZEMRAESRSE 2RI, &AF 2
mg/kg Q3W 5 K TN 10 mg/kg Q3W T EDHIMER NREMMN, (LFEE (X ARy
Y. TEYRIN, IVRTTF XV EFEAUIINKRTTF o+ ) 2%
T, BUF TICC B &vH,) tRE L TR &N, 2. BRI CEBEST
DRBD LN H/EIC RBET 2R TERIFED bR VWEDOBKMICEELTWSA
F T RELEO BB TRAEETHRD b D TAROBEE LR T2 2 & 5
AR L Sz, FEFMBEB IXESETHE (0S) ROERMEAFHE (PFS) & &h,
AENILFREE L LB LT, PFS 2ABIZER LT,

100
90 | ——— 39 2mp/kg QIW
80 i ——— FM10mg/kg QIW
70
& 60 -
# 50 .
# 40 7
30
20 -
10
0 L} Ll I | inhiabbaldatdy Lnbllbolbd) M Lbul il sl L | il T T BT
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk3¥ SR )
FM 2mg/kg Q3W 180 131 95 70 61 11 0
F#10mg/kg Q3W 181 138 99 79 67 12 0
Es oA 179 115 80 60 48 9 0

0OS @ Kaplan-Meier Hi%#
4



——— 3% 2mg/kg Q3W
——— IM10mgrkg QIW
s (AP

o

at risk#
Z# 2 mg/kg Q3W
ZH10mg/kg Q3W
{L2R0E

180
181
179

153
158
128

74
82
43

6 8 10 12
SR ETM(A)

53 26 9 4 2
55 39 15 5
22 15 4 2

PFS @ Kaplan-Meier gh#i

QMBS FEMARAER (KEYNOTE-006 3R0i#%)

ALY AT ICLBIERBOLRWIIIA L) A=T2EERN 1 LA ETORE
AR 2 A T 2 IRIGUIR AR 2 B R AEBE 2RI, AF 10 mgkg Q3W &5 K WX
10 mg/kg 2 BREIEFE (LLF QW) &5 ,) BEOFEMEROZEMEN, 1 v°Y A~
TEXMRE LR SN, 2B, BGFTM TRERETSRY bhBaic, FREBET
ZRTIERDRD bR WEORBERMICEE LTV 5 BE Tk, KREILIEOEEFEE T
REBEITHRO NI FETHRADOKRE LT 5 Z L B3FBE Shiz, TEFMEHEAB X
2AFHE (LT T0S] £vW9,) RUMERBEAFR (LLF TPFS) £WH,) & &Eh,
AHENIA Y AT LHB LT, OS R'PFS 2 A RICER L



at risk# EFMmLA

AH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEVLRT 278 242 212 188 169 157 117 51 17 O

OS @ Kaplan-Meier Bh#

100
90 = — — FM10mg/kg QW
] — (PULTS
& 70
# 60 -

] Hie
20 te
10 -
0 T T T A Aaamamae
0 2 4 6 8 10 12 14
at riskay UEEETEM (A)
FH10mg/kg Q2w 279 231 147 o8 49 7 2 0
FH10mg/kg Q3W 277 235 133 95 53 7 1 1
AEVLTT 278 186 88 42 18 2 0 0

PFS @ Kaplan-Meier Bh#g



[Z2it]
OEMNE bR (KEYNOTE-041 3BR)

BEERIL, 41/42 4] (97.6%) ITBRD B, IBRE L ORRBRREETERVEE
BFRIL, 34/42 61 (81.0%) I biviz, FHEEN %L EORWERIXTRNO LBV T
Hotz,

# FEARNB 5% EOBHER (REEMETHRME)

B (%)
SO(I;’T 2 mglkg Q3WHE
(MedDRA ver.18.0) 42451
EGrades ~ Gradesd BLE

£BER 34 (81.0) 8 (19.0)
P

FR MR AR IS T E 4 (9.5) 0 0.0)
H Bl '

TH 3 (1.1 0 0.0)
— R ERIRE S S U ORE

ek 5 . (119 0 (0.0)
ap e

TARGEVBT I ) T UAT7 =T 3 (7.1) 0 (0.0)

FERERBOEM 3 ¢A)) 0 (0.0)
Bl ds XUV TRERR IS

% 5 R 6 (14.3) 0 0.0

BREBIRE S 6 (14.3) 0 0.0)

SHEAH 3 (1.1) 0 (0.0)

7k, BEMEEE 1B 24%) . KBK BEEOTHI 241 (4.8%) . FFiEREE 3
B (7.1%) . TEREREREE 2§ (4.8%) . FIRIMERRESE 6 41 (14.3%) . infusion reaction
161 (24%) ROEE 5L 1] 24%) TROLNZ, o, BEE (70 - A
V—ERREE) | BHEEEE (RMEHEEBA%) | BIREE. 1| IERA. BEEO
RIEEE (RERRIREGRE, S, ERXERS) | BR. HR - BEHRATE,
EEENIE, B - FEAR CLHEIIRD bhRhoT,

@A FE THHRE (KEYNOTE-002 3R)

FHEESII.2 mgkg Q3W B 172/178 4 (96.6%) . 10 mg/kg Q3W B¥ 178/179 £ (99.4%)
BOVICC 8 167171 B (97.7%) (@D b, BREL ORBRBEB/NTE TCERVWER
FHRIT, TNEN 121/178 1 (68.0%) | 133/179 B (74.3%) KT* 138/171 B (80.7%)
RD BN, WTNhOBTRIEN S%ULORBIERZITED LB ThHholz,



£ VTN OBTREABY 5% LOBIER (ZEtBra8sH)

SOC Bl (%)

PT 2 mgfke QIWE 10 mg/kg Q3IWHE ICCHF

(MedDRA ver 18.0) 178 = 17964 _ il I
£ Grades Girades 301 E £Grades Grades 3BLE  Z-Grades Grades 324 E

£RIER 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (263)
MR Z Y v RRREE

E=Jind 5 28 1 0.6) 7 (39 0 0.0) 35 (205) 9 (5.3)

A i BRI AE 0 00 0 (0.0) 0 00y 0 (0.0) 14 (82 6 (3.5)

PRI E 1 06) 0 (0.0) 1 (0.6) 0 (0.0) 14 (82) 6 (3.5)

/NI E 2 (ty o (0,0) 1 0.6) 1 (0.6) 16 (54) 4 2.3)
M5 IR

R AR RER T 9 1) 0 (0.0) 13 (73 0 (0.0) 0 00 0 0.0)
BREE

&5 5 28 0 (0.0) 9 (50) o0 (0.0) 14 82 0 0.0)

TR 15 (84) 0 (0.0 19 (106) 2 (1.1 14 (82 3 (1.8)

B 8 45 0 (0.0) 16 (89) 1 06) 56 (327) 4 (2.3)

gt 2 an oo (0.6) 100 (56) 1 06) 26 (152) 4 (2.3)

—i - EFEES L UERSEMORE

$EE 6 34 1 (0.6) 8 (45 1 0.6) 10 (58) | (0.6)

ikt 40 (225 2 a1 52 N 1 (06) 62 (363) 8 4.7)

FEER 6 34 0 (0.0) 11 @61 0 0.0) 8§ @47 1 (0.6)
FRER IR

1 /MR EE 0 00 o 0.0) 1 (0.6) 0 (0.0) 13 (76) 5 2.9
KRB X VEREE

RABIE 8 45 0 (0.0) 17 (95 2 (1.1) 26 (152) 0 0.0)
GEBRR LU HERRES

RAENR 13 (713 1 0.6) 12 ©7n 1 (0.6) 9 (53 | (0.6)

e 9 1) 2 (11 7 (39 0 (0.0) 10 (G8) | (0.6)
EREE

A==z —r N F— 2 11 o (0.0) 0 00) 0 (0.0) 14 (82 2 (1.2)

IR 1 06) 0 (0.0 2 a1 o (0.0) 11 (64 0 (0.0)
BEMR LUK TGRS

R ERE 5 28 0 (0.0 1 (06 0 00) 35 (205 1 (0.6)

i) 13 9 (51) 0 (0.0) 9 (500 o (0.0) 2 (12 0 0.0

% O FERE 37  (208) O (0.0) 42 (235 0 (0.0) 6 35 0 (0,0)

B3 21 (118 0 (0.0 18 (101) o0 (0.0) 8 (@7 o (0.0)

Bk BB 2 5 (2.8) 1 (0.6) 10 (5.6) 1 (0.6) 0 00 0 (0.0

M R 10 (56) 0 (0.0) 9 (50) 0 (0.0 2 (12 0 (0.0)

72¥8.2 mg/kg Q3W B & 110 mg/kg Q3W BEIZ W TENE 4, B MEMZE A 14 (0.6%
B4 B (22%) . KIBK - BEEOTH 1 H (0.6%) RUV6H (3.4%) , WifkEE (¥
F e NV —ERRES) 2 61 (1.1%) R T0 B FFMREREE 13 61 (7.3%) KUY 1S 61 (8.4%) |
EHEERRE (RMEREMERELAZ) 16 (0.6%) RO1H (06%) . TEEEEERE |
B (0.6%) KU3 B (1.7%) . FIRAREEEEREE 14 61 (7.9%) KU 15 # (8.4%) | infusion
reaction 2 f (1.1%) KU (1.7%) . EEOCKERESE (RERERERE, BT
B, BREES) 14 (0.6%) KBO16] (0.6%) . FBEd 16 (0.6%) KOO0 H., BEAER
AR 0 PIRT 1 F (0.6%) . BXsk - BEREZK 0 BN 1 ) (0.6%) . FTRZHE H B
KOPEDC2H (1.1%) TRD LN, £, BIBEE, | BBERKE. 5 - B0
IFNE R VLA RITFR D bz o T,

)



QA MAEFRER (KEYNOTE-006 5-5R)
BHEFESIT. 10 mg/kg Q3W B 264/277 511 (95.3%) . 10 mg/kg Q2W F£275/278 4] (98.9%)
T OV IPT B 239/256 5] (93.4%) 1ZRH b, IBBREK L ORBRBBENPTETCERVWEESF
£iX. FNER 202277 B (72.9%) . 221278 B (79.5%) KO 187/256 fil (73.0%) I
B oNT, WTNPORETEIRAEN 5% L EORIERIITRO LB ThoT,
£ ODPhHORCTRIRN 5% LOBWER (RSMEMITRRME)

BIER_(%)
SO(]j;T 10 mg/kg Q3WEE 10 mg/kg Q2WHE PR
(MedDRA ver.18.0) el 2774 278451 2564
“Grades  Grades 384 E FGirades Grades3kL I f=Grades Grades 3211
ERITEM 202 (729) 28 (101) 221 (795) 37  (13.3) 187 (73.0) 51 (19.9)
PSR E
B B RE TLEE 7 (25) 0 (00) 17 (61) 0  (0.0) 6 (23 1 (0.4)
FR BRI RE AR T HE 21 (76) 0 (00) 25 (90) I (0.4) 2 (08 0 (0.0)
B BREE
K7 5 (18) 0 (0.0 10 (36) 0 (00) 15 (59 0 (0.0)
PN 8 29 5 (18) 4 (14) 4 (1.4) 19 (74) 16  (63)
TH 40 (144) 3 (11) 47 (169 7 (25 58 (227) 8 3.1)
mla]-7: 11 40 0 00 20 (72) O 0.0) 1 04) 0 0.0)
B 31 (112) 1 04 28 (101 0 (00 22 (86 1 (0.4)
gt 5 (1.8) 0 0.0) 10 (36) 1 (0.4) 14 (55) O (0.0)
—#% - EHEER L UCRELMORE
EIE 31 (J12) 0 0.0) 32 (115 1 0.4) 16 (63) 2 0.8)
HH 53 (191 1 (04) 58 (209 0 (00 39 (152) 3 (12)
FRERIRE
FTANRGELBT I/ VT A7 7 —BEMm 6 (2.2) 1 0.4) 14 (500 © (0.0) 6 23 2 (0.8)
KB L UFRES
BARIE 18 65 0 0.0) 17 @©1) 0 00 20 (718 O 0.0
FERRE L UESHRES
e 32 (116) 1 04 26 (G4 0 (00 13 (1) 2 (0.8)
A . 6 22) 0 0.0) 19 (68 1 04) 5 20 1 0.4)
R B LU T Al
% 5 EEAE 39 (41 0 00) 40 (144 0 (00) 65 (254) 1 0.4)
;2”3 ‘ 37 (134 0 00) 41 (@147 0 0.0) 37 (145) 2 (0.8)
BREMEAB 31 (112) 0 (00) 25 (90) 0 (00 4 (16 0 0.0)

725,10 mg/kg Q3W BER UV 10 mg/kg QQW BRI R W TN T, BIE MR B 4 41 (1.4%)
ROV 4 (04%) . KB - BEOTH 10 4] (3.6%) K13 6] (4.7%) . #iREE
(X7 v« NU—EEHE) 24 (07%) R0 FI. FFRREREE 14 61 (5.1%) XU 23
B (8.3%) . BHREREE (RMEMEMEXRE) 26 (07%) RU1 6] (04%) . TE
FHREREE 16 (0.4%) ROV (0.4%) . FURERMERERESE 28 4] (10.1%) KU 33 #
(11.9%) . BIBKEE 14] (04%) KRO2H (0.7%) . infusion reaction 7 5 (2.5%) &
V54 (1.8%) . 1 BLHERA 1 61 (0.4%) ROV0F, EECKEEE (FREMEIRER
B STALBE, SRR 0 BIR N1 1 (0.4%) | SR 161 (0.4%) ROV 4 (0.4%) |
e « BREUTERMAEAE 1 ) (0.4%) KTt 0 B, Bdde - RS 0 BTN 1 B (0.4%) . I
ICEE SRS 3 F (1.1%) K1 6 (04%) TRODBNZ, £/, EEGENER
CDBRITRD 2o T,



4, FERRIZOWT

ABEM L L THARBERE (2FRE) SAEEoh TWaEZ &b, YLRAELEY
WWEBTEIRTHILERDD, £O LT, AHIOBENEY2BE L - 8E
L, ABIOHBEIC LV EEREMERAZ R LZBICHET 2 Z E B0 ERZD, LD
DO~QDFTRTEHETHRICBWTHERATERETH B,

@ mRIZONT .

®-1 T%@(UﬁvG)mwfnﬂzﬁﬁfémmfaé’e

(1) BEAEFBRENEET 20ABFEENL RIS ERER RS A DEEEIL IR,
&ﬁmh 2R HL AR, MU AR &) (R 284 10 A 1 BERR ¢
427 FEER)

(2) ¥ EHEERPE (CERL284 9 A 1 ARFA : 84 MiaR)

(3) FERFBRMERIBET HNADFELERE (0 ADREERTERbL. SAZREE
WAwmbe. M ABIREEEER R L)

4) ARAEFERIEZELZRE L. SSRICFEFIEMR 1| IS RILFFRIENE 2 OfEsk g
AR DB AT > TV DR (CERE 27487 A 1 BRFR @ 2538 figk)

(5) PLEMEERILG ERMB OMREEIRIBMHEZITo TV AR (B 27 4 7
A 1 BREA ;1284 fEE%

D2 EHEEECFERERORBIERRBBREEOXIGIC 522 mk s BREFOERM
(FROWTNIICEY T DIER) 2, HEDEBOAZNCET 2EROBAEL LT

BEXhTWaZ &,

*

o [ERMGREFEER 2 FOVHIHMEE KT L721&IZ 5 £ EORAIBEDFERWHE %
ToTWBZ e, 5b, 2 FU RIT, DAEKYEELZ XL LU-BRKEEZONHE
BT TNnA I &,

o [EEGRIFEEE 2 EOMMHEL KT LRI s £ Lo R EESEERR O
FEEBREZALTWA I L,

@ BENOERMFREHOMEHIZOVNT

ERLERERIEFTIECEPEE SN, BWESCENLOBFRED, AR - L
HEEZNFROEER NEMEFICHTT 5 EHRIZE, AEERRRE LZGEOREE
., ERELNITONEEHIBESTWE Z L,
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® BUER~DOMRITONT

®-1 BHERSRER O I B3 5 B

FEMMEREOEBLEWERANTAE LRI, 24 BRRRAERIO T, Mkt
EEMRIZRWNT, R LZBEWERICRE U TAREERE O CT Z0RIfER OEERIC LB
RREOKENEBFIIBELN, ELICISAREZRERIE S TNEZ L,

@-2 ERREEEIC L ZFEFERANICICHT 5 EH

BABERICED 2 BN RMME VKL AT 5 EREEELRMERE=2) v 7 %
BOEERORZ V== 7 2ITVWEIRE L IFR LA TE 2 F — o ERMEH B
ENTWDZ L, 28, BHEERICONT, RABE LEOFRICHFICAmM ST
5Tk,

@-3 BIFER ORNT-OXISIZBE LT

BITER (MIEMMERICIN A, KIBK - EEO TH. ITHERE. BHERES (REE
FEMERALS) | NOWEE (TRAMERE, PRESERSE BIBSERS) | 1
BBERIR. S & SMER, Bk - HBHMARE, Bk, EEORBESE (FREFEIRE#
B, SALBE. FRMEIBE) | infusionreaction, A7 - BEMEZR., BIEAFIEIGE, thERkE
E(FFV - AUEERSE) | LHRE) TR LT, SR SUIEBERISRI O F
FtEEZ AT 2ER L EE L EIEROZECHMCE L THRERVIEEZZITbN D%
HizhbsrZ L) | EBICHIDZLEN TE 2EHINE-TNEZ L,
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5. BEXNRLRDBE

(4]

D TRIEZYTIBFIZOVWTRARDERENERLEENTWEZ L, BEEIT

bpunz b,
o ARIOBSTE LIBBUEDBEERED H D BRE
o FHBRNXIIIRL TCWARIEEM O H A BHE

@ BEIOFTMHICTE T TRICHEYTIEFITOVTE, ARORESEFHEI N2V

D, MOIEFRIRER 2 VIFETRY | BEICAFZER T2 LE2BETE D,

o MEMEMEBOAHIIBEDOH S5 BE

o AEEGRE CEERZRYD D AE K UVE B O H #2201k Gt it &
LD RIEMER A LN D BE

s HOAREEREBOAM, ITBMMRE L IIEREMO B AAREREBOEERD
bH5AE

¢ ECOG Performance Status 3-4 &0 @

[ %h1E]

O FREROZ2NVBERWMEFRERO H 5 BE BV TARORDEIN TSN

TwWa,
72¥. BRAF B FERP BT HBEITBVTIL, BRAFFEAIC L AEFELERE
‘;‘5:&0

TRIZEYTEAKORE R OMERFIEIC OV T, AR OFEESHESLENTE
BF, AFNOBERRL 2BV,

o IFBEIBIMELFERIE,

o fhoFEMEES & 0GR,

@D ECOG @ Performance Status (PS)

Score

£

2R EBTE 2, BRMLALBFEEIHIRZATZS.

RERICE LWEEIHEIB SN D 28, BATRRET, BIEERE > TOFRIIITI Z 2B TE 5,
Bl BORE, EBEX

HATRARECE L OHOREY O Z LIXT N THEEIEAERIXTE 2V, BHO 50%LA Eid~y Nt
TEITY.

BRoN-BHOECEID DI L LNTERY, BRO 0% EZ Ny FIMGFTRIT,

BTV, BOOFOEY DI LIZEL TERY, BRIy FIKFTRIT,

12




6. BEIZBRL THETREHIEF

O BACEFITMZ BOEPTHEE BHRAT 2 BRI 5D & B 0 Rt K OB IEfE
RO DI NBERERE B L Ch RT3 L,

@ TRIRBRIAIZEN D, BB XIIZ OFKRICADMER OfERM A 43R L. REEZS
ThoEETHZE,

@ FREWERO=RI AL MZHONT

MEMEMERRH bbh2Z ENHHDT, KRR EIZHT- - T, FIHE
W (B, PERAEE, W) OMEBE OIS X SRE oS, BEs 1+
AT H Tk, F. BEIDG U THE CT, ME~— b —S%0ORE4L2EHY
Tk,

infusion reaction 23&% LI 5 T & 3% 5, infusion reaction 358D LN TZBAIT
X, WERABAEITS & L b, FERAEET S £ TREOKREL +OICBE
THZEL,

FARBBHEBEREE R H bbb Z L 23 2 0T, AH O 5 BRIAET R O -5 1R
IERIRIC AR IR RERR S (TSH. W58 T3, 1EHE T4 S0BIE) ZEHT 5
sl

FAEEEEER S DD Z LR H 20T, AR OSBRI S E P
EHRICATHAERE (AST, ALT, v-GTP, Al-P, BV VY EOHIE) %M
TBHE,

HSESER (WERENIEEFHEREED) SORERREERHSDNS
TERBHLZDOT, EHNCROBREOFREHERTIZ L, £/-. BOEREN
ROLNEHEITIE, BXNCEREEZ 22T B85 2ETS &,
AFRNOBREIZLY  BEOREIGITRR TS L E 2 DN S REALRKE
BHbbdleNbs, AENBOONEGAICE, BRLEZBRIISUE
BARY 22 ek & BB FE O ERT LB L CRUIZERIZM 21T\, BE DR
R X 2BWERN LA HEITE, AFOKREZP Ik, RUBRIBRE R
NEVROBRESZEEBT AL, BB, BIBRERLVELOEIZ X 0 EIE
RADOYERBD bNRWEEITE, BIBRERNVE LV USNORZEMHEIE OB
bEBTHZ L,

BERTER, J0AM» O8I ARBB L COrLRMERARRE T L B8H A0,
AR OREMTRIZHBERORBRICSICEBTHZ &,

1 BpERA (BUE 1| BRRZ &) Bhobbh. BRAELS b7 F—v X
CEDZENHDOT, A, Bl BHECEROEBRLMMBEMD EFIZ+
FEBTHZ L, | BBERARRGELNZEAIITRELPIEL, 102D 8
OB E5EEOEE LMBEITH Z &,

@ AFOBEARRIZENT, BEREMD 3 r AURN, FRLRIL, RERELS 1
FEMIT 6 BRI L IZTEMEOFMEIT - TV Z & 23E T, AFIRS FIIEHM
B ROMERBEITI Z L,
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