e HHEE T A K F A
RAT7n ) Xv7 (B Z)
(BR7e4 A b—Z S EE 100 mg)
~HHAHR R Lo fE~

YRk 2 9% 1 1 H (4F8 34F 8 HIUET)
JRAETTEA



ER/N

A o

XL DT
AHNOFFE, ERET
i IR A

FaE% 122U T
BHXG L 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P7
P9
P10



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FPESMDPEAB I NDHF T, 2o OEEMLZ BICLERBEITRMET 5 2 L EREO
AR & 7o TR Y RIFMBGER & SO FAT #2016 (R 28 A2 6 A 2 HEERE)
ICBWThH, EHERLEOH A ORBEHEEZXS Z LS TWn5,

BFORERE ST, KBRS 2T 0 7 7 A VBB FOESK L & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET A ERNH0EMT 5 E TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEEBL U= BE 72 kb &2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B < F
THIENEETHD,

L7eRoT, KA RT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O e 2 HEET 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, AMEANR AR
BRI s . — M A B ARERIR N 2 & OB N B AR iR 52 O i ) o
b EERC LT,

WGl I DRI - A M —F S ERHE 100mg (— 4% AT e U X~vT (Eis
THREHL %))

R LR DREIDR © R SUTEREME D YR % ) il

MEERDREROCHE  @% ., RAICIE, a7 nl XA~7 (EaEfz) LT 1
[8] 200 mg % 3 3@ [A]fHIME 13 1 (5] 400 mg 2 6 [HfEFE T 30 53 fH
DT T RIEFET 5,

3% R 58 ¥ & MSD Rt




2. KRHNIOFHE. 1ERET

XA M —H BIEEHE 100mg (—f4 : XA 7 r ) X7 GBIEFHZ) BUT TR
Fl EvvH,) X, PD-1 (programmed cell death-1) &% dD VU %> K Td 5 PD-L1 & T PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 & H& 13 T FAQ e BEARRSAE 2> & 8 2 72 1203 AR SR 3 2 3 A s 28 il £
AA »F T, PD-1 (&, fEFEZREBICEWDCEER T MildoMia£mic BB L, 3%
& i % B o AR LB TR R 7o 0B RS il 35, 7B, PD-1 (XU H o REfE
ATHZ LKV IURZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFFMEIZIB T 2B DTN TH LN, Z<ONRAMIBTIE T Miao@ s 2z
HIFEWENCFHB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED D A DEGIRI T4 & PD-L1 FEBLOFEEAMEN S, PD-1 & PD-L1 OFfREKILEE
DGR BN T HEERREZHE ) Z LR ENTEY | Hime N ATEROFER &
LTHIfFSh T 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oij U T2 ROFEREREST S Z Llck v, 5
W INBRBE Th D RS SOOI AE . T U o SERATEM L S8, HUEE S 2 FEE L
T 52 & THIEG IR ZFET D,

ARFN DR IR 2 He < BE DS RISIC £ 5 BHEA S ® b, BEUIIE I
DR B D, AAOBGHROBGHIIE, BEOBIEE IO, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Afl & L Col
U7 RIS 21T\, BB DS RS X 2 BIER 28 5b 88T IE, B R AL
LI OB S O RILE 51T 5 LB DD,



3. FEIR RS
R T HEEEYE D IR % U o B O IR ERIFIZ AT 21T o 72 e B R R EBR O
D% - i A

(2]

E] B2 [R5 T AHRAER (KEYNOTE-087 #ER)

BRI ERYEO B LA % o U o oSERE 210 B, AARAN 10 Bz ETe) OLLT
D 3OO aR— hEIRIZ, AAI200 mg 3 BEME CLTF TQ3W) £wvo, ) #E5OD
HINE R R EVER BT S vz,

- BEEMBMRBHITRIC, 7L YR v~ XRRF AL HIEEEZ T HE

FH (aFR—h1)

- HEE BB HEIERIS THY . hoT LY <=T XRF UL DIEKE

2B (mR—12)

- BEEMEMEBAEEI 7RIS, 7L YRy ~T RRFF UL DIRR (—RIEHFEX

ITRARILFERIEDO—BRE LTOT LY F~T RRF AL DGR ITE £ 72

V) EEZITTWRWEE (ak— k3)

728, EHGEHN TR ABEIT AR SN HAIC, REETT 2 R AR b
%@%%%Kfﬁbfné%ﬁfﬂ;&EuM@ GEHI CRBETRRD LD E T
Kﬂ@&ﬁ%%ﬁTélkﬂﬂ%kéhkoi%ﬂﬁ@ﬁ?%éﬁﬁé(&ﬂTWG
criteria (2007) (ZH:D < FUHEIC L 588285 (CR) XUETE %) (PR) OFIE) |
1 OLBYThoTo, oB, FANIRE INZEERSDEIL. WThoak— b%
20% CdH o7,

#1 ALMERGEE (KEYNOTE-087 3 5%)

aR— k1 IR — K2 aR— 3
(6931) (81451) (60f31))
76840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9275 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bil%K -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
A ANRE 3 (43) 2 (2.5) 0
Fh= (CR+PR) (%) 72.5 65.4 66.7
(95%(EHE X [H#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze 2]
[EFRIC[FZE M AEFER (KEYNOTE-087 #fiR)
AEFRITHBRAM T 202/210 1] (96.2%) 127 v, EIVEHIX 144/210 1 (68.6%)
IZFD BTz, BRI 5% EORWERIZER 20 L EBY THH- 7=,

#2 FHERDN 5%LL EORNWEA (KEYNOTE-087 ikbR) (LM S4EM)

ZEBIRSy¥E (SOC: System Organ Class) @fggﬁﬁ/}i{

JEAFE (PT: Preferred Term) " 21 Oj{;:'lJ

(MedDRA/J ver.20.1) % Grade Grado 32 Grade 5
RIEH 144 (68.6) 23 (11.0) 0
Mgk KOV >R fmsE

B HR BRI 11 (5.2) 5 (2.4) 0
P53 PR

B B A REAR T i 26 (12.4) 1 (0.5) 0
B MRS

T 15 (7.1) 2 (1.0) 0
L 12 (5.7) 0 0
—i% - BEFEER X OB SENORRE

I 57 19 (9.0) 1 (0.5) 0
FEER 22 (10.5) 1 (0.5) 0
PR R IR E

GHYE 13 (6.2) 0 0
MR ER. MOERES K ONERmPEE

B 12 (5.7) 1 (0.5) 0
FEIE 8 X OV T fbE =

95 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 #] (1.4%)., FPRpEsE
(7 v« NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HUIKIEEME
1329 B (13.8%) | fh 7% « RS ALEIE 13 2 61 (1.0%) | infusion reaction 1% 17 f51] (8.1%) .
SEIFERIZ2H] (1.0%) KODFHRIZ 1A (0.5%) THRO LN, £, BEOKE
bR (R RERGIRARAEMERE, ZIALEE, FARRIESE) . FIRHEREREE, RIBHREEREE, 1
RUPEIRIG ., BAgRerEE (RAEMEMBRE) . R, HEMEIIE, MK - Bk, &
P M I IR PSR BN . VA IMAE R I & R ZEEREEIERR O B ALy » T, REIVEF B
W EFRS (RAMREMRET L ET) 250EIBRETT,



[FHik - HE]

ARNOREREYERETT L EZFIH LIV I 2 — 3 12k, AH 200 mg %
Q3W, 400 mg % 6 MMk (LLF TQeW) & 95, ) XiF 10 mgkg ((KH) % 2 M
fkm (LT TQ2W1 &9, ) TG LZBOARR O MG HIRESHRG S, O
Fe. AAI 400 mg & Q6W TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG g (LA
T [Cavgss) V9. ) 1E. AHI200mg 2 Q3W THEH L7ZFED Cavgss & LT 5 & T
Ehi- (F#) . 7. K#H1400mg % Q6W TG L =B DOARA| O E HIREEIC BT 5
EE FIREE (LLF TCmaxss) &V 96 ) 1F. AAI200mg 2 Q3W THeH L72BRD Craxss
g L CEEZ R T E TSN OO, BARNEFIZE WD TERENFHER ST
HHE - HETH 544 10 mgkg (RHE) %2 Q2W THEH LTZERD Chaxss & G U TIK
EERT TSN (TR) . I, EERAHEEBEZ XRITAHK 400 mg 2 Q6W
TG L=/ B (KEYNOTE-555 iBR) K 0 15 5= FRMEICE S < EiyHhhe
WIA=2T VI ab—ra AT THILTCEYEIRE T A—2 LHEILTE (FR) .,
Iz T, BEOFEEIZIT 5 EERABREGGE IS D & | AFI DR & & A XL e
& OB Z R DREE ST T VDS S v, AK] 200 mg 2 Q3W XiE 400 mg &
Q6W THL L7ZBROgEE & & Ao TR et L OB Y W ORGSR, E
SEORE - HEOM THME R OZ MM e 22 BT v &Pl &Sz,

K3 AFOEKYERENT A -4

B - P Cinax Cavg Chnin Comax,ss Cavg.ss Cnin,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
200 mg Q3W! (582?;97) (27i?§81) (17;?;83) (91%3524) (49;??L0) (302??L4)
400 mg QOW' (125??24) (32i5§§7) (10L?fb$) (14é??49) (SOi?glﬁ) (192?309)
4%§§%E§N (B;é?SaM NA 05:?;0 NA NA NA
10 mg/kg QW' <21§?§23> (14§??45) (11;}?21) (423?333) (2727282> (19;?200>

F:n=2,993, 100D I = L—3r3 N XY FH SN2 EEO FIE (2.5%5,97.5%4) « Coax @ FIEIHE
H# OB MIEFIRE. Cag : PIEIR55%OFEMIEFRE, Cun: PIEIERGH% (A 702 ) OFiRiE
HIREE . Crnaxss © EFCIRIBIZR T 2 B MG PRI, Cavgss 1 EHIRIEIZIS T 2 FHIIMTEFIRFE . Crminss : EHIRAEIZ
BT B FeARum i i

I 56 FIORMELME (95%(ETHIXH)

§ 41 FIOREEME  (95%(ETHIX[H)

NA : %72 L




4. FEglZ oUW T

KRS & LTl AR (2FIRE) AT ON TS Z b, YHE &
UNZHETE Digk CHOIMERNH H, T D LT, AF OGN @b 7 85 2320 - FF
E L, AKANOBEGIZE Y EERRERZRE LIEBRICHINT 5 Z LB E R, UIT
DO~BDT R T &G ThXIZBWTHEAT I XETH 5,

O MEXIZDOWT

O-1 TRED (1) ~ (5) OWTNNITHEY T HHRTHDH Z L,

(1) JEAETEBRENEET 203 A OB LS RBTSE (B E IS A2 OEHE L SR B
HUIE S AR B EEHL R, HUE DS ARSI BT 7 &)

(2) FrEMERER L

(3) HBEM RN ENFEET D20 ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) FRALFEIEE 28 L, S RALFREMNER 1 USSR 2B 2 Ofigx 5L UE
AR DR 21T > TV D Hiiex

(5) PUEMER AL BN Of % SR D a2 1T - T 5 fitiak

M-2 HHMR D F U R EO R K OBIE 38 B O S 2 43 72 Fnek & 1%
Bra R oERT (FEOWTIIIIEYS T DIER) 2. YZ2FEROARRNZE T 5 1BED
EEHEL L RESINLTWND Z L,

#*

o [EENEFFEUSZ 2 FOYHINHE ZE T L721&RIZ 5 FLLEDO D ATREDERIHE %2
ITHoTWBHZ L, 96, 2L EIX, BAZEMEEZ £ & LUEERIER S ONHE 2
IToTWBHZ &,

o [EEMFFESE 2 FOUMMHEZE T L72&IC 4 FFLL ELOBREREZ A L T D
Z L, 9B, 3FELL T, EMmAREMENELE O 2 A SEY L 2 B TR IR R S OAHE
EIToTWBH T &,

@ BENOEFMFHREEHOMAEHIZONT
R S BRICIE S 2 BMEA DAL E S, BRSO 6 OfF 3D 7@?&3 M- 22
EVESERER T IO E B QRS T D I iett, AFFERNEE LG EOWmE
EHB. ENESLNIATONDEHINE->TVWD &,




@ FIEH~DORHRIZ2ONWT
-1 fsR ARSIz B3 5 Eif

VMR R RS D B A BIVE SR AE LT-BRIC, 24 BRRIZZIRIEHIO T, iR X
TEEE R (23T, FEEL L2 BIENCS U CABRE L O CT O FIVER O BRI
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWNWD Z &,

©@-2 EFNEEHICL DHEEESHCICET 5 EH:

I ARSI HE D D B 22 Gk e O e 2 A T A IR EAE DEER T =42 Y v 7
EHEOIERDOAT V== T EITOERE & HREZ LA TE 5 F— AERIKH 2V
iESNTWAZ L, 2B, BiEHEICHOWT, RAERE EZDOFRBEICHSITAmENT
WhHZ L,

@-3 BIEHDOZWrCx T LT

RIWER (FEMEMEBIZINZ ., KX - Mk - BEO N, BUERZX - A2 - 1T
FEREREE - IF2% - LMEREA 2, SRR S RS RIEMER RS . NowkEE (T
MERPRREFEE . HURI RIS, RITREREREDE) . | BUBERIA. 58 D IRK. il 7k - Bk
TIRMEAE . BEA, B OGRS (WEMERZBIERAE, FRERBEIRE R, 2 AL
BE, B RJEIESE) . infusionreaction, MM - BMEEsc, HSEAN M E, MRRES (7 -
AN U—IEERESE) | D2, B 7R Mk FEE (S M i VR M SR B . ¥ MR I
IREFERES . MERRRIERIESE) . MERERIEMRE, ) 13 LT, Mkt X3
JEFSEA DR 2 A3 5 AN & s U (RIWEH OO IR L CHRER OS2 5%
TONAEMICHDH L) | EHIZHEURENTE LGN ESTND Z L,



5. BEXG LR DEE
[H2EICBE ¥ % F]
O B FE MR ARG SUIR A O TR T EHR O iR o % U v
/W@%%LkWT¢$WWﬁb%%F§ﬂTW5O

©@ TREICEEY T 2 BB AT D2AF OFRE KL OHERITIEIZ SV TR, KA OA R
MESLSNTELY, AAOHRLGHR LRG0,
o AEFERIERIGRO B,
o MOPUENERELA & OB,

(ZatEicBd % Fm])

O TRUCHEY T AEREFIZOVWTIEAFOEBRENEZ L SN TWDHZ Enn, BEE1T
bipnz by
o KA LSBUE DB D & 2 B3

@ IREETOFHmIZ I\ T TR uﬁféﬂ‘é BEIZONTIL, AFOEGITHER S 20

D, AOIRERPFUR A 2 NGEITIRY | HEICAFIZEHT 22 L 2BETE D,

o [HEMEMZEEDOEDF X iﬂ%ﬁ@%é%%

o i EE AR A CHRE R 258 2 B K ONE B M o F B it 2¢ <0l e M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

o BHORERBOAD, UXEMERZE L IXHEFREMED B @R B OB O
b5 BE

o EEBME GEMSMIBMEELET) ObbHEE

o FEBOBYSUIB A AT LB

e ECOG Performance Status 3-4 "V

GED  ECOG @ Performance Status (PS)

Score | EF

0 | &<MERIEFEH TS5, Bl &lE U HEAERPHRZ AT D,

PRREIZI LUEBNTHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

BTRIEECHSDOH DRI O Z L 13T N THEELEDERIZTE W, HHD 50%LL EiZ~<y FACiE I,

[BHNTZEHSOHEDEY DZE LNTERY, HFOD 50%LL EE2Xy ROz 1,

AW

ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+ T4,




6. BHICEEL CHHETREHHE

O  IRASCEREITINZ ., BEIRE S D IRAT 2 BB 1T 3D E ARHI O Rtk & OVl 1E i
DT OIZ B HAE I L TS5 2 &,

@ JHREBIARICENL D BE T F OFRICE MR OERMEE oA L, FEE2 S
ThoETHZ L,

@ FEREWERHO~RT AL MIZDOWNT

MEMEMERRZ D 50D 2 EDRHHDT, KO GIZHT=-> Tk, WIHE
W (G0, PRURIREE, Wmkas) ORER & O X MRiRds o i, Bz +
AT H T &, Flo. BEITS U THES CT, Mg~ —F —F O 2 FEhi+
5k,

infusion reaction 23 & 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT D & &b, SRR EIE T 2 £ CHRE DR L 08l
THI &,

FURIRSEERE R . PR E K ORIBREREENH O DONDLZ N HDH D
T, ARHOFH-BALGET L O G-I IE SN wrssieRR & (TSH, l#Hf
T3, if#8f T4, ACTH, I =vF > —VEDRIE) ZEMET 5 &,

BIERF 2%, A4, ITRERERESE ., TR, {LHERERNH L DNLZ 0N H D
DT, AHNOEG-FAMERTR O 5 W P IEM I iTseER A (AST, ALT,
y-GTP, Al-P, B U L E U HOHE) ZEMTHZ &,

SEIEE (MR L T BHEAER ZET) FOEERIREERS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
O BTG EITIE, HWONICERKEEE 22T 5 L0 BEZRETL 2 L,
AHNOBEGIZ LY | WEOGRIERINIERT 5 &5 2 bILA Rk A B E
DHOLOLNDZ ERDHDH, BEDPBROONTLEICIE, BB LEFRIIS U
BEPHE 70 ik & ARk & RO Rl & s U ClE bl 22 8RR W 247\ ot
FOSZ & D BWER N B 25551213, AFIORIESUI IR, K OREIE B R
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OEREIZEDEIE
HOYGENFRD B2 WIGEIZIE, RIS B AR VE LSO & 1 Fl o e hn
LEET DL,

B TR, BORRI L5 AfRE L T LEERDZ BT 22 B3 H 5729,
AFNOFGHETRIZGEWEHOFRBU A ITEET D 2 &,

1 AR R (BIE 1 BUBEIR I 2 5 e) DNd bbiv, BERFMES 7 v F—T &
IZELHZERHLOT, Aig, Bl EHFOIEROFEELMEEO R+
SEETDHZ &, 1 EPEREA OGS IR EERIEL, AR 8l
H O 5O R LEZI1TH Z &,

@ AA|OERRERICIBNT, BEHANG 12 1 Z & ITHMEORHE 217> Tz Z
& EBBEI ARG ITEBICEGRRE THROMER LTI Z &,

10



