B HAHEET A RT A
Ravnl) <7 (BELFHEBRZ)
(R4 : ¥4 MV—F EFE§HEL00 mg)
~ R HERERR AR AUBRERE U N iE~

SFN546 A
A Fr @

B 1
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1. ZL®ic
2. ARENOKE. 1ERER

3. [FRARREAE

4., FEEXIZOUWNT

5. BHxXGERLEHE

6. HHICEL THETNEFIH
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1. IXL®ic

EHEGLOBFIE - BEEOFHERO =D, U SCESITESW -l E R AR RD S5
Do IS, IEFEORFEM ORI LV | FUREIL L2 & OEF0 70 Frsi Ve r = 3K 5
WAGREINDH T, 2D DERNZEIZMNE R BEIIRMET 5 2 L BARBOMEE 72> TH
0. BFRTBOER L OO A TT$12016 (CFRE284E6 H 2 H BEEE) I2BWT H., HHmEK
EOMEH ORECHEEEZ XS = & & EhTn b,

BHE BT EER L, EKEERL SN T 0 7 7 A VISBEEDESK L L B SN % 2
EMBHDH, T, BIIMEROLEMICET A ERD ST 2 F TOM, YKEKLO
BEZMSZT D NPT SN DBEICH L THEMAT S &L bic, BIERANH LRI
MBIkt & D LN AREe — EOEM A TR THER T A ENEETH D,

L7eRo T, RIA RTA T, BARBEBELZNE TIH LTV S EFETH) - 7%
W RIS & LU O EIR G O il 72 2 T 28l D B e 20k 3 2 5 RO
BEREEERT,

¥, RATA RTA 0%, SATBOENEIE SRR O, AR ENEA B ARERR
JE 2, — AR B AREERNEHE S K O fFEEE N B ARG S O 10 1 & VERR L
77

KGR DEIEN - A MA— X AREHEL0 Mg (—#k4  RAT e Y X7 (&
%))

J5ERDMETNR « T S TEE G M O R AR R A Bl U > N

MG LRAMEROAE « B, BRAICIX, RA7r U Xv7 (HEar#fz) LT 1
[F1200 mg % 33 1 e X 131151400 mg % 638 i s 3053 fE 237 T
RIEEET 2,

& 78 ¥k # - MSDIRA £




2. AEIDORK, {ERBF

FA b—F ETEEREIOMg (—%4 AT ) X~ T (i) . T TRE &
V9, ) 1, PD-1 (programmed cell death-1) &% DU 4> R CTHHPD-LILUPD-L2 L DfES %
EHELET S, & MEigGeTt /) 7 o —F AHURTH 5.

PD-1#% 3% 13 THE N 50 22 B LA 7> S AL 2 72 D12 28 AV 23 FI 4 % 3 72 S 5 il 4B &
v FC, PD-LIE, EFZREICEWOEHERTHEOMEEZmIZREL L, B OREcEE
T AR TR 72 0 SR T 5, T7205, PD-LIXV H U REFAETHZ LK
DIURSZARRIC L D 7 T V@ AICHIE T 22 /IKTH S, PD-LIOIEFMKRIZBIT 5
BHITDOTNTH LN, 2L OBAHIETIITHROME 22 21FLEBRICEHR LTV D,
DS ARIZ 351 APD-L1D m s B, BMAwEs, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | RWAEFE L OMBEMERHE S TWD,

FEELD 3 v DERIRA) T 1% & PD-LIREBLOFARENED & . PD-1 & PD-L1D#R I VL NEIG; D ez B
BECIBWCHEEARFE 2 Z LAVRIBESNTREY , it ARBOER & LTRSS
T3,

AANX, PD-1E£PD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK/ RS
T O REIG R IS BT U VS ERATR (L S8, PO % 2 e (L35 2 & CTHiE
R A FIET D,

KA DOVERBE I HA B DREFISIC X DEWERMENH o, HEXIIETIZED
AREMED & Do AR DG T /R O 5ZIZIE, BE OB Z o241, REDPHEO LN
BrenlZid, JEBL L 72 RITIS U7 B 720 sk & RBR 2 [ AM &8s U Ciilabl e il 22 W 4
TV, BEORESISC X DEWEMA SO 2581213, BT ERE R VE CFORGE DT
G2 AVE 21T 5 MRS D



3. ERIRBGE
B ST VR M 0 JRE MERERR ]I B AT U o /B D A GREF IR &2 17 o 72 B 72 IR
REBRORBAEE T,

(B %hit]
OEWNE 1 i (KEYNOTE-A337E#)
FEFE ST EETE M O S MERERE SR BAIIL U o BEAREED (TH]) Z %512, AHI200 mg
JEEMME (LUK TQ3W) L9, ) BHEDOAIER OLZEMENKRET Sz,
TEIAGEE T MR [LETIWG criteria (2007) (21 < ey E1C X % 5222850
(CR) XIE#m23%h (PR) OEIG] 1X, 1D LBV Thote,

1) (1) BFELSMEBEEICHERENRD b BE, (i) BFREnHHMRBAER%E0
HLUPNIZCRAE L < IBIPRAF LR o T2 B, 303 (i) B Z0E Ml AR SRk T
bHo%E. U EORTRRE 252, B L UREL ORI Lo B

#1 B3RS (KEYNOTE-A33:ER)

7451

742785 (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) iE (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HH X ) (9.9, 81.6)




QA AR (KEYNOTE-17073K5%)
B ST TR ME O RS VERERR ] R R Bl A U o S BEEE D (B3f1]) Zxtgic, AAl
200 mg Q3WH 5- DA 0 Je V22 2 MEA R S Tz,
FEFAMEE Th 5% [WETIWG criteria (2007) (255 < i @10 K 2 55427850
(CR) XIEimn%Ezh (PR) OFIEG] 1%, K220 LEBY ThoT,

H2) (i) AFREMEBMRBEZICHEENRO b EE. (i) BFEmBmEBHEE
60 H LANIZCRE L < IFPRMBE L N2 no 72 B, XU (i) H 5 M i A Al | - N i 4%
Th DA, 2EL EORNEEZ =T, B3 L <IZETOIRFEGICHER Lz BE

# 2 HHMEE (KEYNOTE-17034E)

5345
5E48728%) (CR) 10 (18.9)
il %Kia:ij*ﬁ (PR) 14 (26.4)
%) ZIE (SD) 5 (9.4)
#1T (PD) 13 (24.5)
AN GE 11 (20.8)
=% (CR+PR) (%) 45.3
(95%fZ HE X ft]) (31.6, 59.6)




[z 2]
OEMNH 1 3B (KEYNOTE-A33:ER)
HEFGIITBR 2R TTH] (100.0%) 12585 S, BIERIESTH] (71.4%) (238D Hiiz,
BIERIZFID LB ThoT-,
#3 Bt (KEYNOTE-A33RER) (LMt saE)

FEEBIRSE (SOC: System Organ Class) FEAGE mj%g%l
(PT: Preferred Term) ! “7@”

(MedDRA/] ver.25.0) 4 Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MEE LY R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

T BRI S 2 (28.6) 2 (28.6) 0
PR B

SHTR 1 (14.3) 0 0
ME g, HaElds L OMERRRE

K 1 (14.3) 0 0
FERE 35 KOV T ik s

FIBE 1 (14.3) 0 0
—i% - REREER X ORI OREE

FEEN 2 (28.6) 0 0
AR A

TI=UT I b T AT =T — BN 2 (28.6) 0

TANRTGX T ) NI AT =T —EH# 2 (28.6) 0 0

72F. ITHEREREE 20 (28.6%) T HIT-, FH7-. BUEMEMIZEE, KIBK « /%K -
HEO TH, EielES RMEREMER R, SRR RE) . NWoWwES (FERAERERS
FR AR RERE S . FIBEAEREE) | 1RUBEIRI, S DM, ik - RUBUHRMRIE, e, fifk
B (7 v« NU—EERES) . BEEORERTE (DR LB RARIE,. FREREEIRE
ERE, ZIALEE, JERRIES) . MM - B, FIEMMEIE, OfK, EE Mgl
(e ME i R PESE B . IR MM i, AREFERE;, MEERIERES) . HEOH K, MmEk
BRIEMERE, infusion reaction }z OFERZIZFR O SR o T2, ARIWEFA BRI EES
(RS E 25 1r) 2R R R,



QA AR (KEYNOTE-17073K5%)
HEFER TR IR TE0/5361 (94.3%) (2588 Hiv, BIFEAIE30/5341 (56.6%) (278 B
7o FEBLRDBNLL EDOENWERIZRAD L0 TH o7z,
K4 FBHEEN WL EOEWER (KEYNOTE-1703RB) (R REM)

p—
#EBIR 3 %E (SOC: System Organ Class) @fé;/g’;g
FAFE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
MiKE LD > REEE
i BRI E 10 (18.9) 7 (13.2) 0
N3 IR
FRR I REAR TE 4 (7.5) 0 0
— - REREER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
57 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPREREREEI3AM] (7.5%) . N WlEs (TEREAKERT, FUIRIMERERE, I
RERESE) 13561 (9.4%) R UMWHRIEE (T « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMEMEER, KIBK - /DGE - BEO TR, BHERERE (RS REMER &, KER
RBRE) . VRBERIN, 5 & BER, Mk - BBUHRE, Bk, EEOKRERE (hEHEk
F 7 EEIERMRE . R G REERRAE SR . SIRALEE, FRRIESE) . e - BEJc. BEIEREE S
fiE, DA, BB MRS (Ve MRS MESREER . WM L, JRIFERE, Rk
BRIESE) . HEEOFH K, MERERIEMRE, infusion reaction ONEAZIZFRD B -T2, AR
TERZEBURI X B F 5 (BRRMAERE 2 5) 25 OEHHERE =T,



[k - ]

AHNOREMEYEEET L EFA LIV I 2 L—3 3 028k . AKHKI200 mgz Q3W,
400 mg a6 MM (LT TQBWI LW 95, ) XIiX10 mgkg (IAE) Z2HEEFR (BLT

QW] &9, ) TEE LIZEORAO MG T IRENSRF S L, TO/RR. KAl
400 mg% QW CTH#t 5 L 72RO ARF O & HRIBICH T 2 EHMiEFIE (LU [Cags) &V
9. ) 1E. AHI200 mgEQIW T LT-BEDCagss L FRIT 5 & TS (FHE) . £7-.
AF400 mgZQEW THe - LIz B DOAKI O & HIRREICF 1T B e @ LG T (LLT T Craxss!
LWV, ) X AHI200 mgaQ3W TH G- L7-FRDCraxss & bl L T A~ & ISR
DD, BAANBEICBOCERMENHER SN THDHE - HETH 547110 mg/kg (ARH)
QW TG LTZBRDCraxss & LB L TIRE 2 7n ¢ & FHIS N2 (FH) ., &6, PR
OfIE RS & KT RICARAN400 mga QW THE G- L 7-HES 55 1 #HakBR (KEYNOTE-555:45%) L ¥
BONTFERMEIC S EYEhE (T A—2E, V2 2 b— 3 ATk Pl L7z EhRe <
FA=Z LRI LT (FR), AT, #EOEEICRT 5 EARREBRARRIC IS & | ARAI DO
5 B & AR SOT RN L OBEZ G DB SN T T LB S L, AR HI1200 mg A
Q3W X (3400 mg% Q6W Tz 5 L 7= B DOURE & & A ME T LA & OB EIC OV THRET S
IR, R Mk - HREOM THEIMER ONZEMEICHME R ZERIT W & TRIS T,

K5 FHDOEYEENT A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (9123g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.:633(,5{)3:6.4) NA (14.1:'22.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD ¥ I =2 b —3 3 I K Bl S o BT EO P AfE (25%5, 97.5%5) |
Cnax : FNEIFE 14 O e @ fLIE PR EE . Cavg @ FIEIHE G- OSFEENMIEFEE, Cmin : PIEH 5% (Y1702
B 57l ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmIMIEFRE. Cags : EFARIEIZIT 5 FH0M
THEFIREE, Cminss : T HIRREICISIT 2 ALK ML P i

T 1 56 OB AIME (95%(EHH X [H)

§ 1 41 DA LEME (95%1FHH X )

NA : %7 L



4, FEFRIZTHOWT

RIS Y A 7 EHEE (RMP) (232X REIOEK ML EMEEGITE A~ K23 &
HtiEE T o T, AFIOFEGNHEYREEZZW - fFFEL, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 2 &g lod . L TFOO~@DF T & 7o 3 hiak 2 3\ Tl
HT2a_&Ths,

O HRIZOWT

DO-1 Tied (1) ~ B) OWVWTINICEYT LR THDH T L,

(1) BEAEGERENEET 205 ABHEEENLSRBEE  (BE A RS A2 ROEEEIL R T, H
Sk S AR HOEERLAR T, Hghs LSRR R &)

(2) FrEtgrERPE

(3) HBENFRINENFEET DD AEELERPE (DS A RHELETE ERPE, 23 A2 REE /)
JRBE. 3 AR FOEEEHEMERL 22 &)

(4) AFALFHEIER 23 U, SRR b RE2 R L S I SR AL A2 R R D it
R IEVEICAR D R AT - TV D itk

(5) UM AL S BN O % B4R D Ji| H 21T - T D%

D-2  JFIEMERERE A RIBHIAG U B DAL SR A K OVRIE I S BLRE O %S I 443 72 0
ik & REBR A FFOBERT (FROWTNNMIEETDERM) 25, Uik ORANCE T o167
DEEE L L TRESNLTND Z &,

*

o [EAIRFFIER2ZEDOHMINHE ZE T LI IZSELL LD M ATERDERIRHHE 21T > T
WHZ e, 96, 28U LT, NAEYREE EL LEBRRIESEOIHEZ (T > TV
o .

o EMGIHFERGR2EOWINHE ZET LI RITAFEL EORBRBERZ A L TN Z L,
O b, MELLRIE, EMAEIEIELE O 203 A SEMIERE 2 & CIRIK IR OHME 217> T
o !

@ BENOEEMFEREHRDMEHIZONT

PR3 HE PRI E T D BEE DR E S, REGFEN O OFRED, AN - 28t
PR ROE L ONEME IS T D IERE, AHEFEPRE LS OREEE, F
DR INAT O DIEFI DR E S TNDH Z &,

ilty



@ BIER~DRIZDONWT
@-1 sk I B3 5 B

MR MR B O EERBIERNRA LBRIC, 4R REAEH O T, HekhEsk X3
PERERR 2B W T, B L7 RIERIZIE U CABEE B L O'CTE O BIER O8N 4 B2 A
DOFERDZY HAHIZE G I, B HBITKINAJREZ RN E > TWnWA Z &,

@2 BERUEFFICLI2EEFTSNICETIEM

DAL D MM e i M OB 2 A 3 2 BRI EE NENEHT =4V v 7 %5
WIEEROAY V== T H{TWEIRE LM EZ LG TE 2 F — LEFRIKGI S ST
WHZ E, 2B, BHERHIZOWT, BARBE & ZOFBICHSIEAmITnD 2k,

@-3 BIVEA O ZMroR i icBE LT

BIVER (RVEMEMRERICIN X, KIBK - /DMK - BEOTHL, BIETFR « RS - IFH6E
P - Pk - REALPENRE 2, ERHEREREE RMERIEMEB R, RERIEBERE) . NowkEE
(FEEAHRERE T, FURIREERERE S, RIRRERERE) | LAUBEIRIF, S5 & DR, ik - ST
RMRSE, WER, BEEORERES (PEMERAEIEIAE, FEREIREERE, 2B,
KIEIES) | infusion reaction, Jixd7c - Bl HAEANIESE, FPREFER (7 2 - N L—JEE
BESE) . D, BEERIMPKEE (M OB HEERETR, IR, JRIFERE, M
TRIERESE) . EEDOH K, MIKRERIEGER, H%) 1Ok LT, Mz U Bk =R
BADO MM A9 5 AR & L (BIERORZWHexHSICBE L THRER X EEZ 2T oD
FHECHDHZ L) | BEHICETIRAEN TE HEFNESTNWDHZ &,

10



5. J'EXMRLIRDEE
(A2 RE 9% FH]

@

[%
@

TRUCES T2 BE BN TARBIOFENER REN TN D

s HEEMEHMABMHEZ ICHRENRD b BE

o HEE MBI 60 B ANIZCRIUIPRMG B AL Do 7o B

o HEEMHMIBALIC ARG Ch 5356, 2B EORERE =T, 8o L<
(XET OIREL I8 LI B

TEICEE Y T A B OV TIE, AFIOFIMERHESL SN TE LT, ARl S
KR E 72BN,

o AbFRIERIBEDORE

o OFUEM: RS & OB

e N ES I pPSR: 1)

TRICEY T HEFIZOVWTIEIAROR ENERE SN TWE T b, BEEITDR
WZ &,

o AHNDRSTIT R LIRBUE OBEEE D & 5 B

TRIRATOFARIC BV T FREICEZE S T2 BE IOV TL, AFIOFGITHEE S 203,

L DIERERIE D 2 NG IR Y | EEICAAIZHEHT 52 L 2BETE 5,

 HHE @mrﬁ@A%Xiﬁﬁ®%5$%

o JES AR A CRVE R 258 0 % B K ONE B oD U R itk 28 <0 S e M il
KM@%LKfTWMﬂﬁ%ﬂéﬁﬁ

o HOMEHRERBOEOE UM L < IXFHMEO B C)E R B OB TR
Db % BE

o BB DO H LB (A FE M iR E 2 Fr < )

o ORI AT DB

»  ECOG Performance Status 3-4"0 g4

(=D ECOG o Performance Status (PS)

Score | &

0 | &<MERIEHTE 5, FFEIE R U HFEENHIRZ AT D,

PIREIICIE LWEENEHIBR ST 5238, BTARE T, BAEERHE > TOMEEITATO 2 LN TE D,
AN (S

1
2
3 [BHNTESOHDOEYDZ L LNTEXRY, HEO 50%LL FE Xy RT3,
4

ALENT RV, BOOHFOREY O Z Ei3e TERY, BRIy RMR+TilId,

11

BATRBET A OE DB O Z L3 T X TREEEBEEIX TE 2, B O 50%LL EiF~y R Ccild 2,




6. WEITBR L THETREFH
O WCEFMA, WERFEHES RS 2 GRS IS & K O Rk M OVl IE o

728

WL BERERZ B L T T2 &,

@ JRIEBLAICAEST S, BRE NIXFOFHEICAEIMER a2+ L. REsE5EC
MO ETHZ L,
® FREWEHADO~XIY AL MIONT

MEMEMEENS DONDZ ENHDLDT, REDOFKGIZHT--> Tk, WIHEIR
(EGldu, MR REE, k) ORI O XEAR A O i %, Blgt % +0127
22k, Fo, MEIL U THECT, Mig~— 0 —F0OMmELEHmT 5 &,
infusion reaction?23® 55 Z &3 dH 5, infusion reaction 358 H L= 5 E 1T,
WO 7R E 21T 9 & &b, JERMPEET 2 £ CREDREZ +0ICBlEd 52 L,
ORI EEIE T, T RAEREE X ORIEEREREERN LN ENHHD T,
AHN O 5-BRMGET M O 5- 8 I E RN isskre A (TSH, EBET3, iE
HET4, ACTH, =Ly —VEDORE) &ZFET 22 &,

BIER 26, A, HHEREREE ., TR, B{EMERERDH LD Z LR HDH DT,
AHN OB - BRbA T M OG- HI R R IE ISR RER A& (AST. ALT. y-GTP, Al-
P, BEUNEVEDORIE) #FEMTHI &,
SEIEREOHEERIREERN D LONLAZ ENHHOT, EMMICIRORE Of
MAERT 2L, £7o, IROBENEO NG, E0NIC =REEREZ =
CTHOROBEERET LI L,

AENOREAZ LY | WEOREERISITERT 5 &E 2 b oERkA RRECHEN H 5
o Z bbb, BENRDONTGEITIT, B LCFRITG U HrY 722 %0
ik & RRER A RO PR Al & U CE O BRI ATV WEORERICIZ X D EIE
DD D5EIE, AFIORETH IR, R ORIERERVE CHORG%E%
EETHZ L, BB, BIBRERLVEOREIC X BWEROWENZD b
BralZld, B RE AR VE DA OSEIRFIOBMbLEE ST 52 &,

BeHHE TR, B OED AR L T LEWERDN I THZ ENH D70, AH
DFEEHE TRICHRIER ORI+ ZIEETHZ &,

VRUBERRI (BPELVRBE RIS 2 & de) b S, HERFMES R 7 v R—V RIZED
ZERHLHOT, Oig, El, MEHZFEOEROIEHCMPEED FRIZ+0EET 5
Z L, VRN ERDNT-GEIII R G2 IE L, 4R Y CBRFIOR 5% D5
OREZ1T O 2 &,

@ AFIOEERRBRICBW T, BB H12B T L ICHEMEOF M AT T2 & %
5Z\2, ARG HILEMIC BB RE TR OMEEREZITO 2 &, FrIOARRBRITREE
1IN EA2ZE L., BEHGH%I2EE CIIshRICE LEEREERTH 2 L,

12



