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D % FLEk)

T ER PS5 24E O FIINHE 25 T L 721412 5 ELLE O AR DR RHE
EIToTWHZ L, 26, 2L BT, BASRWRIEA T & U RIEE O
WHEZ# 1T > TW5D Z &,

A [ERGRRFES% 2 EOPIIFHE 2E T L721%12, IILEE O 03 A SEIRE %
ETe 5 L OSSR EDEREIT o TN D Z &y
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FA U EERTHZ L ELTWVET,
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1. XL®»IC

G DA « L EVEDOTELR DT OITIE, IR SCEFIT IS W@ IE 22 235K 60
bId, HIT, TEORFHEIOEAIC LY | FUREIEN 72 & OG0 7288 E I
FREH D AGR SN D P T, T b DERG 2 BIC LR EE TR 5 2 L AR
P L 720 TR D RERTIBOEE L RO AT R 2016 (AL 28 4 6 A 2 H RFEIRE)
IZBEWTH, FHEELEOEHOREEHELXD Z L L Tnd,

BRI ER L B et 7 0 7 7 A )V DBEAF DR & B B 25
RLZENDD, ZOID, AR O ZEMEIZBET 2 EMA+0ERT 5 £ TOR,
BHEELOBE LB ZIT 2 ZENWFSNLBEITH L THEMRT 2 L LI, BIfE
MDFEEL LT BRIC B2 RIS 2 & % 2 & D3R RE7R — 18 O HE A Z i 72 9~ R S5 B B T ]
THZLNEHEETH D,

LIERo>T, AHA RTA Tl BB ZNE TICHE LTV D R -
FHAR) RHICEED & | LUT OB HE b O il 2268 ] 2 HEE 9~ S BLA0 b B 2R 8L B %
RO EHEHE T,

B KITA RT A %, MISATBEE NER SRS S HAE . ARt N B
BRI RS —fRAEETEN AARBRRNBES, —AEHTEN BARIGIR A2 RO
HHVEN BARIBILFYR 22O/ D b SRR LT,

G LD EEN  VF 7y U~7 (B z)

REERDMEUIHE - BIBRAREZRHETT - PR OILPE R 7 LR HE

HELRAMEROAE : X7 VX XA KONV RTTF o & DOFFRICBWT, @, ik
N2, VF7 7V ~7 (EfafRfiz) & LT, 118 500mg
% 4 WIS T 30 T TR EET 5,

BEWRTEE AP A b NP A VX - Dy BRI




2. AFIORE, ERIBEF

VFT7 =7 (B z) (LR, TRHFD o, ) 1& KE O MacroGenics,
InclZ K- TR SN, b N a s T Aflifasts )78 1 (BLF, [PD-1) &9, )
T HE My UREEE a7 ) o G (BT, 1gG) 4k B/ 7 a—F L
TKTh s,

PD-1 13, HUFEERMIARIZIEHL T 5 PD-1 U H> K (CD274 (PD-L1) K& OFCD273 (PD-
L2) ) LA L. RESEEZAICHIETS EE X BN TWS (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XUV PD-L2 I%, FEx OIEEAEMICHEE L TWD Z Ll s
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#&1%, FEEHHIAG A HUFURF LAY
72 T A D OEEBEE Z Bk 5T D—> L LTEZBI TN D,

AFNE, PD-1 Ofifas ik (PD-1 U H o RFEGHEE) ICHEG L, PD-1 2D
RT&® % PD-L1 XU'PD-L2 & DOFEZET LI LTk V| BDAGURFERIZ T Al
DIEMEAL K& O AR 9~ 2 MG EE M A ¥E9R 3 5 2 & C | Iiif o ¥EE 4 i3 %
EEZDHBNTND,

IO DFEN S | AANTEMENEL 6 2572 R IGRIEIT R VG2 b O &R S 4.
NLFRE R LR 2 k5 & LT RGIRERBR 2 S0 L AR, 2k R OV
I,

AFNOAE BT IED < W E ORI FOGIZ K DEIWERE R & b i, BHEXIIETIC
BLHARMEND D, AFORGH R OREG%IZIT, BE OB EZ 7512470, BE D
D BN E I, B LIRS U MR e ik & SR AR ERN &g L Tl
G172 8802 W 2 ATV B D RIE RN X D REIER A BN 2 56 101X, fIERE RV
EUHIOFEEDFE G IR WE 51T O BB D,



3. BB
YIBRANBE 72 HEAT « FFIE DL R b B2 D A GBI G HAI &2 1T - 72 3 72 B R 505k D [k
a7,

[H2hE]

O  [FEEEILFE S MAHERA SR (INCMGA 0012-303 #5k)

ELFFERE D 720 BIBRANHE 72 HETT « R O AL ¥ BRI FBA2308 1] (H AN 16 15
Zate) BARBRIT, NIV EXVNEINRTTF L ORERES T TAA (154 #13) &
7T R (154 ) OFNER L2 Z R L2,

Tl Td 5 RECIST ver.l.1 (ZE-S < B FAMNZHRICHIEIC K 2 MEHE A 7
(FFofiE [95% XM X, ARHF, X7V ZXB LRIV RTZF O (LT,
[AF#I/PTX/CBDCA| £\ 9H,) BET93 [7.5~113] » A, IR, 7 U ZFELKEN
IR TZF O (LT, 17752 AR/PTX/CBDCA] L9 ,) T 74 [7.1~7.7] »
HToHY ., AHI/PTX/CBDCA #f1Z~7 7 &R /PTX/CBDCA FEIZK LIFFHEIICH B IER
LT (N — R 0.63 [95%IEHEIX ] : 0.47~0.84]. p=0.0006 [J&%! log-rank ],
HEAKME (FMD 0.025, 20244 H15S BT —% 1y A7),

1 ETRRTE & OF T AL TR ERD 6 1 A LLERTICSE T LTV BRI L < 1A miBhiis

RSN,

*2 ¢ YIRARRER R AT RIS 2 9 2 BB R G L Shis,

*3 0 PD-L1 38H<1% : 11 Bl. 21%H>2><5% : 17 . =5% : 123 pil &5 ¢p

*4 0 PD-L1 BBL<1% : 76, Z1%0>2<5% : 19§, =5% : 121 flz &t

*5:4EME 1A 7 0E LT, AFI500mg L7 7 8AREH 1 HEIZ, PARTTF 2 AUC 5 mg

min/mL FHSEZH 1 HRIC, N7V ZF L 80mg/m2 &8 1, 8 L OV15 HRAIZHEK6 V1 7%
4%, 4 WRIRIME TAHI 500 mg XIZ 7 T B R EZ M THEE Li-, AEXIT T B RO SHIMIL
BR1BVIA7E LT, 2B, 77 8AR/PTX/CBDCA BHZEI Y (1T Bz B, B FSL
keI K 0 R EBHEAT SRR SN ITIE Z 1 A — N —HITBAT L. A 500 mg % 4 JAFH
M CH 5T 5 2 L NAREL Shiz,



Probability of Progression Free Sunival

7 7 & R/PTX/CBDCATE 454
AAI/PTX/CBDCATRE

X1

08
08|
07
0.6
Y
%57 AF/PTX/CBDCARE
04
03|
...... SV
o24 T e oo +
0.1 g
7 Z & R /PTX/CBDCARE

+ Censored
0.0+ Censored]

T T T T T T T T T T T T T T T T T T

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34

Months
Number of Participants at Risk
126 98 82 52 35 23 18 15 12 1 7 4 2 0
154 137 115 101 73 53 44 38 31 27 23 15 12 9 6 4 1 0

RECIST ver.1.1 {253 < ERMSLHF RHIEIZ L 5 EEEAHIE O Kaplan-Meier Bi#R




[Zpt]

O EEELE S AR (INCMGA 0012-303 #5%)

BHEES L, AKI/PTX/CBDCA £ 154/154 5] (100.0%) . 77 & AR/PTX/CBDCA £f
152/152 5] (100%) (2388 Hiv, BRI E DR EBEBAEE TERWAEFS (LT,
BIVER) 13F 211 138/154 #5] (89.6%) MK TN 118/152 5 (77.6%) T3 Bz, Wi

N DFETRIEIG D 5% LOREWERIZER 1 DL B0 ThoTz,

£1 DT OBTREARY 5% EOEWER
(INCMGA 0012-303 35%) (Z2VEMRIT R RER)

ZRERIKRS¥E (SOC: System

AFKI/PTX/CBDCA £t (154 )

7'Z & R/PTX/CBDCA & (152 i)

Organ Class) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
JLARFE (PT: Preferred
Term) B% (%) Bk (%) | #BlE (%) B (%) Bl (%) Bl (%)
(MedDRA ver.26.1)
RIEH 138 (89.6) 52 (338) |1 (0.6) 118 (77.6) 39 (25.7) 0 (0.0)
—% - RHREEL LOES
S DI 84 (54.5) 4 (2.6) 0 (0.0) 66 (43.4) 7 (4.6) 0 (0.0)
779 51 (33.1) 3 (1.9 0 (0.0) 37 (24.3) 3 (2.0) 0 (0.0)
57 27 (17.5) 1 (0.6) 0 (0.0) 25 (16.4) 3 (2.0) 0 (0.0)
H 68 (44.2) 5 (3.2) 0 (0.0) 60 (39.5) 8 (5.3) 0 (0.0)
T 39 (25.3) 4 (2.6) 0 (0.0) 19 (12.5) 4 (2.6) 0 (0.0)
AT 26 (16.9) 0 (0.0) 0 (0.0) 38 (25.0) 2 (1.3) 0 (0.0)
15K 12 (7.8) 0 (0.0) 0 (0.0) 14 (9.2) 0 (0.0) 0 (0.0)
s - 10 (6.5) 0 (0.0) 0 (0.0) 15 (9.9) 2 (13) 0 (0.0)
2 K OKE TRk e o= 63 (40.9) 4 (2.6) 0 (0.0) 30 (19.7) 2 (1.3) 0 (0.0)
% 9 FEIE 24 (15.6) 1 (0.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
&% 17 (11.0) 1 (0.6) 0 (0.0) 8 (5.3) 1 €0.7) 0 (0.0)
i B 11 (7.1) 1 (0.6) 0 (0.0) 14 (9.2) 1 (0.7) 0 (0.0)
MigR LY R fEE 45 (29.2) 21 (13.6) 1 (0.6) 46 (30.3) 21 (13.8) 0 (0.0)
1. 28 (18.2) 8 (5.2) 0 (0.0) 34 (22.4) 8 (5.3) 0 (0.0)
AF A BRI E 15 (9.7) 11 (7.1) 0 (0.0 26 (17.1) 15 (9.9) 0 (0.0)
U 2 SERIME 12 (7.8) 3 (1.9 0 (0.0) 3 (2.0) 0 (0.0) 0 (0.0)
i R AR 42 (27.3) 15 (9.7) 0 (0.0) 27 (17.8) 3 (2.0) 0 (0.0)
I R E R 12 (7.8) 7 (4.5) 0 (0.0) 12 (7.9) 1 (0.7) 0 (0.0)
AST H4 10 (6.5) 4 (2.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
i MR 9 (5.8) 1 (0.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
ALT #4)10 8 (5.2) 3 (1.9) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
PNy s 33 (21.4) 5 (3.2) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
FROIR I AR T 20 (13.0) 1 (0.6) 0 (0.0) 4 (2.6) 0 (0.0) 0 (0.0)
FRIR I BE TUE ST 12 (7.8) 1 (0.6) 0 (0.0) 1 (0.7) 0 (0.0) 0 (0.0)
AV PSRN i 26 (16.9) 4 (2.6) 0 (0.0) 22 (14.5) 5 (3.3) 0 (0.0)
BRBR 11 (7.1) 1 (0.6) 0 (0.0) 13 (8.6) 1 (0.7) 0 (0.0)
TR R 26 (16.9) 6 (3.9) 0 (0.0) 24 (15.8) 2 (1.3) 0 (0.0)
K= 2 —nm RXF— 6 (3.9) 2 (1.3) 0 (0.0) 8 (5.3) 0 (0.0) 0 (0.0)
hE kR KOs GRERkEE | 23 (14.9) 1 (0.6) 0 (0.0) 15 (9.9) 0 (0.0) 0 (0.0)




FEHIRIHE (SOC: System

AFKI/PTX/CBDCA B (154 1)

7 % R/PTX/CBDCA £ (152 f7)

Organ Class) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FEARZE (PT: Preferred

Term) % (%) Bk (%) | BlE (%) B (%) B (%) H% (%)
(MedDRA ver.26.1)

RE iR 12 (7.8) 1 (0.6) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0)
7 AR 7 (4.5) 0 (0.0) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0)

728, ARAI/PTX/CBDCA FEZHBW T ILD (MEMMER) 161 (0.6%) . KiGZK 2 4

(1.3%) . EEDOTHI 4 6] (2.6%) . FFHERERE
v -GTP 5581 6 %4 (3.9%) .

8 B (5.2%) .

(13%) . HEDKZEFEE

PRRERRE

R 141 (0.6%) 5%) | RIBHRAERE
g (TR 261 (1.3%) %) ) | MRRgEE

(AST #3110 51 (6.5%) . ALT ¥4/
e U E M2 F (1.3%) %) . Tk 2 fl
(BER B2 161 (0.6 %) 55) .« WoOwEE (FRRR
(HUR MRS RRAR T E 20 B (13.0%) . FORAREERETUEESE 12 6] (7.8%) . HUIR
(BIBHERER 2 7 B (4.5%) 25) K OVF mAHRE
CRftE= 2 —ra X5 —6 ffil (3.9%) .

RIHMEER = 2 —m3F—1 B (0.6%) . R ED= 2 —r3F—1 6 (0.6%)

) . EEAMmEEE (EmrEgm 15 (0.6%) . &2 #) (1.
1l (0.6%) %) ORIWEANFED Hi7z, infusion reaction, /MBS, DFHA. 5
(RAEIEMERRE) | SE I BER,

N

o <2F

5 UK
B/

REIRIR . R, EPRAEREE
o DR ERERLBE DN, BRSOV RIARAE . AR, BEMRA

1.3%) . ILIMLEREAME 1

N i

HEDH I, WL
FHiZ. kAR ZEAR

iE, A ORIERIZERD HIeino e, RRBIERAREIVRIUIBE S5 (AR MRA R

rale) ZatERHERE T,




4. FEFRIZOWVWT

RAEN OG- @) 72 BE 2 ZW - B E L, AFOEEIC L) EEREVEAZRH L
BRCHRHET 2 Z ERMER D, LFOO~Q@DFT X T &= T sicB W THEHAT
RXTH5DH,

O HERRIZ2WT

D-1 FiEd (1) ~ (5) ODWVTNNITHEYT Dl ThHDHZ L,

(1) JEAEBEBKENEET 0 ABHFOEEERLRBTSEE GBRE T 03 A2 GE LSRR
HIE DS AR EEBL R, Mgk s A RSIRIRBE e &)

(2) FrERERERPT

(3) HBEMEFNFENFEET D20 ABIFEEERRE (DS AR EWRbL. 23 A2
W IRBE, 23 ARSI HERE B e &)

(4) NFRACFERIEE R E U, S RIEB L FRIERZ R 1, S RIER LRI R 2

SAFAN S REIEA L RIS IRE 3 OJiisR FEUEICAR D R H &2 4T > TV D itk
(5) PUEMEMEEAIL T E EINE O MR FAE IR D J| H 21T > T D fiax

DO-2 ALY R b B2 oAb 0 K OVEIE 8 BIRE OO kRS I 57 70 Fndk & R BR 2 K5
Rl (FROWT LY T DERM) 2. Y2 WA OARANCBE T 2 1RFROEEE &
LTRBEINTWDZ &,

7

EANSRFTFIUS1% 2 FEOPMTHE ZAE T L7211 5 FLLEO P VIR O EERIHE %
{ToTCWAHZ &, 96, 2480 i, BAEYREEZ I & LIBRRIERE T ONHE %
{ToTWVAHZ &,

EANGRFTFIUSE 2 FEOUHIHE ZE T L7-1R1C, ks OB AEYELEZ &t
5AELL EOTHLESNEI OB 1T > T D Z &y

BRI FFIS% 2 AFOMBINHE A& T L7121 4 FLL EOERKREERZ A L T\ 5D
Z k. 9B, 3L EIE, LR O D A SR % 5 Do EAL RN T D ERIRAHE &
THoTWVWAZ L,

© BENDOEEMFREBROMEHIZONT

@ﬁ%'fﬁiﬁﬁ'@fi (CHEFT D EEADELE S, BN O OFIED, A - &
EVEEREA T IO E B ONERTSE ST D F i, AFFERNEE LG EOWmE
¥, FRESHIATON D EHINE -T2 L,



@ BIER~DRHIZDOVNT
@-1 fERRAHIIZEE 3 5 Bk

VR MR BB O R R BIME I 2SR AR L 7= BRI, 24 BERIRSIRIAHI O T, M i%hisk X
BEERERR IRV T, BB L2 RWERICIG U CABEEE L OY CT % O RIVEH ORI 25
IPRRAEORER Y A IO, EHHITRISATRRZRAR S > T Z &,

@-2 EFRRBEICL2AEESIINICET 22 M

DA D B R AR N O e A AT 2 EREFEDRIER =41 7
HEOIERDA Y Y —= T HAITOEIRE L ERE LA TE 2T — LA ERRH
HENTWDZ L, B, iAW T, BDABE LZOFFEICHZITAmENT
W5HZ &,

@-3 BHER OZMLxIRITEE LT

BIEH] (Infusion reaction, FAVEMEMZRE, KIGZ - /MG - BEO THI, TTHERERE -
JFde, Dk, BEOREREE, k., NoWkEE (FREREREE ., RIS,
TERERERET) | 1 RUEIR. PR, BHRERETE (RME BB RE) | Mk,
BERMEES, SEOBR, HEOHR, MRS K, OEK, HIEMHEE - B
KO RLARIE . 2% - BERR IS - FRES. BRMARZERIE, FiEE) ISR LT, Mzl X
T B ERAEBA DB A A 2 ERD & U (BIER OO S IZB L THRER D
XEEZTONDLKZMICH D Z L)  EHIZHEURAEN TE HEHINES TS Z &,



5. BEXB LR HRE

[B2h B3 % 1]

O YIBRAREZHEST - R OILME R ERERE ICB W TARAL, AVRTZ7F U KR
RV EXEALORABSOFEIENR RIS TN D,

[Ze At B4 2 F1E]
O FRICEHYTLH2EFICOWVTIARR ORGP DL SN TWDLZ D, KEGE21T
bz &y

AHND RS %t UIBUE DO BEERE D & 5 B

@ BHRATOFHHIC BN T TREICZY T 2 BE IOV T, AR ORGIFHER S vy

AN

il DIEFEBIE D R WIGE TR Y | HERICAHIZHEHT 22 L 2FBETE D,
FE PN E OGO IR ED & 2 B

s i (5 i A C VLR & 7D B BB B ONE B 0D Tl S R i i 2% oS Yt i ¢ 2
DI IIEVEZAL D DB D B

H AR B D & 5 BF TR MR L TR0 B 2 im R OBERE D
Xy e

gz pElE (&M 2 5 de) Db DB

FERZ DG ST R 2 B3 2 B

ECOG Performance Status 3-4 “V B

(ED ECOG ¢ Performance Status (PS)

Score

—
EFR

0

A< R TEBTE 5, #pETL R R WEAEEAHIRZ <ATA 5,

1

PRI LW TEBYIHIBR S DA, ATHRET, BIEERIE > TOMERIITH LN TE D,
Bl DR H, EHEE

2 BATATRE CE D E DEIY O Z LIET N TAREIEAEREILTE 220, HHD 50%LL i~y R Tl 2,
3 RONTZEHZOHEDEIY O L LTERY, HHO 50%LL L&~y Ko Tl 7,
4 ELTF RV, BOOHOREYD OZ L3 TERY, BRIy RO+ Tl I,

10




6. BEZELTHEETREFIH
O WRASCESEITM A, MERTEES DRI 5 RS 1T 3D & AR H O RpM: M OV 1E

MO OB HRE I H L T2 &,

@ RERRIZIENL D, BE XTE OFRBICH IR OEREEZ +oa L, REE25

ThoEETHZ L,

@ EREWEHD~FRY A2 MZ2ONT

ARFNOEHIZ X0 | WEORIEISITRINT 5 &5 2 DA 7R RESRE
DNHLDLNDZERHDH, BEDPRO LN HEITIE, BB L-FHERIIL T
B 72 RNk & R A RO AN & s U Ci Bl e 88 n B2 M 217V I8 O S
FOGIZ X B BWER DN DI 2355101E, AFIORIE T IR, K ORI E R
NEUVHIOERGEEEZET DL, B, BIBRERLVE L OFREIZLYEIE
FHOUCENFRD BV WA, B EE AT DS O sl o8N
LEET D,

AFNOFEEILEE D infusion reaction iz TEARC 572 hndD Tx 5 Y
%17 > 7= ECRth L, AFIE G H L ORFI B G4 T 1713314 Z %A 2 %
ET HE, BEDOWRELHICBET 52 &, 725, infusionreaction Z FEH L
AT, 2 TOBE R OJERNERICEIET D £ TREZ o8+ 52
B

o MWEMEMEERD LD Z ENHDLOT, AFIOBEIZHT- > CTiE, BRKIE
W (IR IR, ik, FEEVE) OfER L O X SR 0 Ehi s, #8242+
ZATH L, 7o, LEIS U THRE CT, MiE~—h7—S0REZ2 £ 5
Z &,

FOR IR IR RERE | BB AR M N T RIAREEE R H Db D Z LR H DD
T, AFN O 5B K O G- HP e RIS N W BERR A (TSH., b
T3. b8t T4, ACTH, I 2 /v F ) — ) VERDOHIE) Z2FEiid 25 Z &,

o FHREREE. IFERH L DbND Z ENH DD T, AAKIDEEBIERT N O 51
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