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REMBOES L WEOEA T #2016 CERK 2846 H 2 BEHEIE) I8
W EFMEELOERORBEILHEEZXS Z EDNEVAENTZ 2%
JCVEHMEEM 2BV ERREICRET 27200 KEFERMEET A K
TAVEERTAHZEELTWVET,

LS. VI T U wT (BT z) ®A (BEL U =A XA ATEER
1 500mg) [ZOW T, IIMERFELEREICH L CTHERAT I BEOEEFEL
WOLBVRBEFERMHEET A T4 ELTRVELDELEZOT, ZOMHE
FICYS 75Tl KA RTA ICHONWTHEEIND L), BEENOEEK
B L OERICHT LB MEBENL T,

BB, KBEBHOELICOWT, BEROBBREHES CICEBERKT LD T,
A0SR LKL ET,
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L. IXL®»IC

PSR GL DO FIE - RARMEOTEMR O 1= OIZIE, IRASCES ISV 25l E e 23k
LD, B, ITHEOREREITOEARIZ L0 | JUREIRS 22 & OO0 72 5 R E
FREIMPEKREINHH T, 2 b OERNZ BICNE R BE IR T 2 2 & RO
MRE & 72 o TR Y RFMBGEE & SO FEARTTEE 2016 CFRK 28 45 6 H 2 H BEIIE)
IZBWTH, FHmERLEOFEHOREHEEZ XS Z & L EhTnb,

BRE RS R R L, SR E L &M 7 1 7 7 A A EEAF ORI G, & B S ) R
RHZENDD, ZOTD, AMEROZEMEICET S IERD &R T 5 £ TOR,
WHEIGOBEZBL 2T D 2 ENWF SN BFICH L CTHEMT S & & b, BIE
FMFEBL LIRS LB 72t a & D 2 & S HTRE 70— 18 OO B 4 33 7 3 15 e B < ki )
THZENHEHETH D,

Lo T, BRAA KT A4 2 Tlik, BBERESSINE CITELN TV D EFIR T -
BHER M DS & | LUN O B3RS O B 7o 68 & HEEE T~ 2 8Lih & M7 TR B2
Ui B O EFIHE R T,

BB ARTA RTA 0%, MSIATEIE N EIR S RS G, AEFEAN A A
BRI s . — Wb EE N B ARERR N RHE S . — ek EIE N B AR K Ok
FEFEN BARRIBILIYS 2010 b EAERK LTz,

MG LR DERS  LF Ty~ T (BT Z)

REERDIREUTHE « GIBRRRE/ZRHEST - PR ONLPIE R LR

SREERAHELOCHE : X7V XXV RONHNVRTTT o EDHEHIZBWT, @, ik
ANIZiZ, VF 77U ~7 (BT z) & LT, 1A 500mg
% 4 FEEE T 30 2T CRRETET 5,

BERTEEHR AT - AP A K D XU ERISH




2. AFIOREK, {ERBAT

LF 77 )~7 (e z) (LU, TR o, ) 13, KIE O MacroGenics,
Inc.lZ L > CARESN-, b N7 a2 T sffifasts v )78 1 (BLF, PD-1J £v9,)
T o e Mee v UREGE a7 ) > G (LR, 1gG) 4« £/ 7 a—F 40
rKThsd,

PD-1 (%, HURHRSMAICHEBLT 5 PD-1 U # > K (CD274 (PD-L1) K& TrCD273 (PD-
L2) ) LG L, RESEEZAICHET S EE X 5T\ 5 (Immunol Rev 2010; 236:
219-42) . E£7-. PD-L1 K OPD-L2 |%. flix OIEEMMRICHKE L TWAZ ERRESH
CTH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #RE& X, JEEHMAR AN HUR Rr B
72 T MR & OBBEE Z[ERES 58T DO—D2 L LTEZX LN TV D,

AFNL, PD-1 OfffastEs (PD-1 U 4> REEMHEE) 1ZFA& L, PD-1 L2 T
RCdH % PD-L1 LN PD-L2 & DfEGAAETHZ LI2L 0, BAHURFERAZ: T Ml
DOIEHEAC L OD AHIRRIZ %9 5 MBS G 2 B3 2 2 & T, I O H5 & S5
EEBEZ BTN,

ZIVD DFENRING | ARANTHEENENEG 6§ 2 F 72 7215 EEIC 2 155 b 0 & HIfF S 4,
HLFAE - B R i A it B & U7 B PRERER & 520 U, A 2hite . e R OV M2 fe
mEni,

AN OVEFRE A LD <@ EORPERISIC & 2RBIER 2 H bbb, BESIIELTIC
BELARMEDN DD, KOG PR OREGHICIE, BHEOBREZ 2TV, BE R
D HAITZHEITIE, FEH L F RIS U= REMAY e Jnik & Bk & Ko e fill &g L Cl
IR ATV W ORPESOSIZ K S RIER 2 DN L 58 IR, B RER L
AN OG- HE OB IR LE 21T O BN D D,



3. HERPRARAE
YIBRARREZR ST « TR DILMYE R E R O &R IRl 21T - 72 72 R PR R EBR Dk
fEE R,

[ 2hk]

@  [EEEILEZ MAHER RS (INCMGA 0012-303 #X5k)

(EFIRAERED T2 BIERANRE 22T « FEFE DALY IR - B ROk 2308 il (H AN 16 fl
BEte) BMGIT, RNTVEXBNLEDNVRTTF o EOAKRE T AR (154 #13) &
7 TER (154 B) DFEMER L 2VEA it L72™,

FEGHMSE H TS RECIST ver.1.1 (ZHD < G TN A JCHIE S K 2 B A7 I
(Foefili [95%EMEIXIE]) (X, AAl, 7 VXLV EOPALVRTTF O (LT,
[A#I/PTX/CBDCA| £ 9,) BETO93 [7.5~113] » A, TR, 7 U ZFELKED
HNRTZF O (LLF, [777 %R /PTX/CBDCA] )5 ,) BET 74 [7.1~7.7] »
HT®Y, AAI/PTX/CBDCA BIL 7 7 AR /PTX/CBDCA BEIZKF LAEFHAMICH BERIER
LTz (ON— R 0.63 [95%(E5HEIXH : 0.47~0.84], p=0.0006 [J&H!] log-rank H7E ],

BEKHE () 0.025, 2024 F4 A ISHT—% 1y b4 7).

1 : BUFRETE & DR B ALSEE UL RERD 6 1 A LLERTICE T LTV AR L < I3fF B

ERR SN,

*2 1 YIBRRRE /2 BT SE ULEIBIES 2 A1 5 BED G L Shiz,

*3 0 PD-L1 BEH<1% : 11 fil, Z1%5>><5% : 17, =5% : 123 iz &t

*4 : PD-L1 BEH<1% : 7B, Z1%»><5% : 19 ffil, =5% : 121 flz &t

*5 4 WME LY A 7 E LT, AAIS00mg L7 7 8REHE 1 BEIC, HVARTTF 2 AUC Smg +

min/mL Y EEFE 1 HEIZ, X7 VXX 80mgm? &% 1, 8 W15 HBICHRK 6 IA 7 /L%
5%, 4 AR TAK 500 mg X3 7T R EZBEMTHE L, BRI T ROREHMIT
BRI13YIA7VE Lz, 728, 77 HR/PTX/CBDCA BECEI D i) Sz BT, BT
R IS L REBEIT SRR SN B AT 0 A4 — R—HIICBIT L. A3 500 mg % 4 A
MR T2 = L SATREE S,
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TG RPTX/CBDCATE 154
AE|/PTX/CBDCATE 154
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RECIST ver.1.1 {225 < Bt el i & 5 S EAEHIB O Kaplan-Meier iR




[ %414
@O  [EEEIL[E S AR RS (INCMGA 0012-303 #X5k)

HEFRIT, AAI/PTX/CBDCA #E 154/154 1 (100.0%) . 77 &R /PTX/CBDCA #f
152/152 il (100%) (258 H AL, {RBREE L ORILBARMNEE CERWAEFEFS (BLF,
BERD X240 138/154 5] (89.6%) KON 118/152 fiil (77.6%) IZi@H bz, Wi
NOORETHRIAEEG N 5% EORBIWERIZER 1 OLBY TH-oTz,

#£1 WTNPLOHTREEN 5% LORIEAR
(INCMGA 0012-303 3Br) (REMEAEIT N RER)

#EBIKR5HE (SOC: System AFKI/PTX/CBDCA B (154 i) 7Z & R/PTX/CBDCA # (152 i)
Organ Class) 2 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FEAZE (PT: Preferred
Term) ¥ (%) B (%) | (%) BE (%) B3 (%) BE (%)
(MedDRA ver.26.1)
2FRIVER 138 (89.6) 52 (338) |1 (0.6) 118 (77.6) 39 (25.7) 0 (0.0)
—f% - £2HEERL IOERE
S DY 84 (54.5) 4 (2.6) 0 (0.0) 66 (43.4) 7 (4.6) 0 (0.0)
) JE 51 (33.1) 3 (1.9) 0 (0.0) 37 (243) 3 (2.0) 0 (0.0)
T 27 (17.5) 1 (0.6) 0 (0.0) 25 (16.4) 3 (2.0) 0 (0.0)
Bl 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)
EiT 26 (16.9) 0 (0.0) 0 (0.0) 38 (25.0) 2 (1.3) 0 (0.0
(7 12 (7.8) 0 (0.0) 0 (0.0) 14 (9.2) 0 (0.0) 0 (0.0)
i 10 (6.5) 0 (0.0) 0 (0.0) 15 (9.9) 2 (1.3) 0 (0.0
FREF O TRk R 63 (40.9) 4 (2.6) 0 (0.0) 30 (19.7) 2 (1.3) 0 (0.0)
9 PEIE 24 (15.6) 1 (0.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
e 17 (11.0) 1 (0.6) 0 (0.0) 8 (5.3) 1 (0.7) 0 (0.0)
i EAE 11 (7.1) 1 (0.6) 0 (0.0) 14 (9.2) 1 (0.7) 0 (0.0)
MER LY v SRREE 45 (29.2) 21 (13.6) 1 (0.6) 46 (30.3) 21 (13.8) 0 (0.0)
=il 28 (182) 8 (52) 0 (0.0) 34 (22.4) 8 (5.3) 0 (0.0)
I BRI AE 15 (9.7) 11 (7.1 0 (0.0) 26 (17.1) 15 (9.9) 0 (0.0)
U 2 SERIBD JE 12 (7.8) 3 (1.9) 0 (0.0) 3 (2.0) 0 (0.0) 0 (0.0)
g R RS 42 (27.3) 15 (9.7) 0 (0.0) 27 (17.8) 3 (2.0) 0 (0.0)
B P ER B R 12 (7.8) 7 (45) 0 (0.0) 12 (7.9) 1 (0.7) 0 (0.0)
AST i 10 (6.5) 4 (2.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
IR S 9 (5.8) 1 (0.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
ALT H8n 8 (5.2) 3 (1.9) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0
W W E 33 (21.4) 5 (32) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
AR IR RE IR T 20 (13.0) 1 (0.6) 0 (0.0) 4 (2.6) 0 (0.0) 0 (0.0)
FRCIR i AE TTAESE 12 (7.8) 1 (0.6) 0 (0.0) 1 (0.7) 0 (0.0) 0 (0.0)
Rt L OSEEREE 26 (16.9) 4 (2.6) 0 (0.0) 22 (14.5) 5 (3.3) 0 (0.0)
BRI 11 (7.1) 1 (0.6) 0 (0.0) 13 (8.6) 1 (0.7) 0 (0.0)
TR 26 (16.9) 6 (3.9) 0 (0.0) 24 (15.8) 2 (1.3) 0 (0.0)
KM= 22— RF— 6 (3.9) 2 (1.3) 0 (0.0) 8 (5.3) 0 (0.0) 0 (0.0)
EHRE L OSSR | 23 (14.9) 1 (0.6) 0 (0.0) 15 (9.9) 0 (0.0) 0 (0.0)




B RIR¥E (SOC: System AFI/PTX/CBDCA B (154 1) 75 & R/PTX/CBDCA # (152 #i)
Organ Class) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FAGE (PT: Preferred
Term) B (%) BilEx (%) | BilER (%) | Bl (%) BilEx (%) | Bl (%)
(MedDRA ver.26.1)
BE R 12 (7.8) 1 (0.6) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0
i A JE 7 (4.5) 0 (0.0) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0)

723, AHI/PTX/CBDCA FEIZHWT ILD (MVEMEMZEE) 141 (0.6%) . K 2 4
(1.3%) . \EEDO THI 4 6] (2.6%) . HFEEEEREE (AST #9010 1 (6.5%) . ALT ¥4/
81l (5.2%) . v-GTP I 6 %1 (3.9%) . BV L8226 (1.3%) %) . KF 2 4
(1.3%) . BEEOREREE BOREZBIREE 16 (0.6 %) 55) . NOWEE (FURIR
BRRERE T (FURIRBSEEIS FOE 20 51 (13.0%) . HURERFERETCHESE 12 1] (7.8%) . HUIR
BRge 161 (0.6%) %) | RIBHEREREE (RIRFSREA 2 7 B (4.5%) %) KOVFEE(RHERE
e (PR 2 B (1.3%) 55) ) | #iREEE CRIME=2—a /35 —6 ]l (3.9%) .
R = = — 3 F—1 ] (0.6%) . K& EE =2 —e/F—1 ] (0.6%)
&) . EEAMmMEEE GRimtEEm 1 F (0.6%) . &2 B (1.3%) . i ERECE 1
B (0.6%) %) ORIWERMNERY iz, infusion reaction, /NMER. DAFR. K, 11
BEPRIA, e, ErpkRERE S (RMAE BB RS) | SEHMk, HEOHRK, btk
MBI, DlEge, EAEMEE N, BURUHAIARIE ., Wige. ISR, PRk, SRt ZEre
SiE, FEZOBIERNIRD b v oo, ARIWEHRBURDUIBDER S (BRoR i A i &
EEte) AEUEIHERE T T,



4. HEERIZDOWT
AN OF G- 72 BE 22 W - FFE L, AFNOF 52X v EELRBWER 28 L
ST 5 2 ENBERTZH, LLTFTOO~Q@DOT R T AN EicB W THEHT %
RETHD,

O HMEFRIT2OVT

D1 Fitd (1) ~ (5) OWVWTNNITHELTHMHTHD Z &,

(1) JEAEGERE DG E T 25 A SRR BESE (FRE T IR A3 A2 S HE L UL
Hitsle A3 A RS s HE L UpIRE . HiuE S ARSI B 7R &)

(2) FrEHEREIEPE

(3) EBEFRINF G ET D0 AR (DS AR ERbL, 2 AR
W IIRBE, 3 ARSI HEE R e e &)

(4) SRALFHEELRE L, SRS LB 2 IR 1. SORIES LR R 2

TSRS LR R 3 OfiEak JLYEIZAR D Jm 21T > TV D itk
(5) PUEMEMEE AT & BINE O Mgk FEEI AR 5 JR H 21T > TV D fitisk

O-2 LM - b B DAL R E S OVRIME P FEBLIRF OO RF RS 59 70 Janik & Rk 2 5
Rl (FROWFTINISEEE T HERM) 25, HiZ2 B OARFN BT I8RO BEE &
LTREINR TS,

*

FERT S AP 2 AEORIHIBHE 215 T L7212 5 4ELL LD 23 AVIRIR O B RBHE %
IToTWAHZ e, 55, 2L RIX, BASMIFRES T & UTEIRIEE - OMHE %2
fToTWnbZ L,

AT GFFIG % 2 AFOYMIIHEZE T L7-121C, THLam OB A SRMIRIE A & i
5L LD LaANB RO AT > TND T &,

FERT SRR 2 SEOFIHIBHE 25 T L7721 4 UL LORRRRBREZ A LT 5
ZE, 9B, 3FLLRIE, IHILERE O DA SRR L & & DM LA IR S O G IRIHE %
ToTWBHZ &,

© BEANDERMFHREEDEHIONT

R E A PRI UEF S 2 BEE AL E S, RSO OfFHE D . A0k - &
i\ﬁ% RN O B ONERTSE 26 2 ettt A FRBEAE L HE oWl
B, SERHLNATON D EHIRE > TV D Z &,

?HFE



@ BIERA~DORIRITONT
®-1 MEREHICREd 2 B4

VRV FR S 0 TS 7 RIVE I 233828 L 72 BRIC, 24 BERTRSIRIRHI O | Mk b % S
HHEERERX 2BV T, B U2 EIEANZIS U CABEE B O CT Z0RIER o8BI 23
TRRRADORE RN Y A I O, B BTN TR RS 3 > T Z &,

@2 ERHEEFICL2AFFLAICET B

AR D 2 B 22 ik M O RE 2 AT D IR FE N EERE=4 Y v 7
EEDICEROA T V== T HATOWEIRE L IGFHEZLH TE 2 F — AEREG 5
lHENTNDZ L, B, BIHERHEIZOWT, DABRE L ZOFHECHMEMENT
W5HZ &,

@-3 BIER OZErOoRRICE L T

AIEA (Infusion reaction, FVEPERIZRE, KNG « /NG - BEEO T, AFHERERET -
frde. Lfidc, BEORRERE, k. WowEE (FRIREERE, &I RERER T,
FIEARBRREREE) | 1 RUBEIRI. IS, BERREIEE URARE IEMER R5) | rhkbaEtE
HE MRS, S OB, mEOHRK, MLMIRE R, DB, BEEMELE - B
ROTRUAEIE, 2% - BEEZE - FRER ., BRI ZEMIE, A2 1k LT, HiZhiak X
(T BRI RREE B OB 2 A7 % [l & aft U (RIER O W-0oRRIC B L TSRO
XEEZZTONDLRKMMICH D Z L) (HHISHYIZRLEN TE DEHPE->TND Z L,



5. B-ExRLERHEBEE

(GBI % 1]

O YIBRARREZRAETT « R ONLPVE R LR EEICRB W TARB, IARTTF KD
RN B X LOMRABESOFMERRIITND,

[z 4:MEi7 BT 5 4]
D FRICEST 5 BH TV TR DR SRR L SHTVWA 2 Lhb, 52T

bz &,

AFN D pG36t UBOE DBEALIE D & 25 B

@ WHATOFMIZ BN T FRISIE Y T 5 BE IOV TIE, AFOKEGITHEE Sz

/AN

L OVERRPUR DN R WIGEITRY | HEICAFZENT 52 L 2B TE 5,
VR AT B OB OF SUIBEE D & 2 B

b8 B (R A AT C TR B % 58 0D B BB e ONE B 0D AU i Bt <0 S e il 26 %
DI RIEVEEAL N - DL 5 B

H ORI O & 5 B O TEMERAE L < IEHREMEO B R B o TR O
b oBE

e BAaE CE i arMIBAaE 2 51e) Db 5 8HE

FERZE DR O IBE R 2 A3 2 185

ECOG Performance Status 3-4 ™V 0 ¥

(ED ECOG @ Performance Status (PS)

Score | EF%
0 S BBERLEHTE 5, FWHATE R U R HEAGEAHIRZR TR D,
1 PIRADIZIR LU EBNIHIBR S 523, BITHREC, BAEERE > COMEEIITH Z LR TE 5,
Bl R E, FHEE
2 BATRMRETH DO OB O Z LT R THREZAMEEZITTE 0, B 50%LL iE~y FATE I,
3 RONTZBZOHDED DOZ L LTERY, HHO S50%L L2~y RRFTiRId,
4 | &<E;TARY, BAOHOEY OZ 132 TERY, BEICy FORTF TR I,

10




6. HEICELTHEETNEHE

O IRFICEEIIN A, BEEIRTEEHT DRIET 2 BRI LD & RA| O FpME: K OVl IE £
H OO B tE a2 oy B L C BT 2 &,

@ TRWEBALAICIEN B, BE T OFIRICE MR OEBMEZ Hyati L, [FEZ2 15
ThoEETZ L,

@ EREWEHDO~<RT AL MZOWT

AFNOBEGAIZ L | WEOGRIERISITER T 5 &5 2 b bk~ 7R BSOS
NHLDLNWAZ ENnD D, RENPROLNLEEIIE, B L-ERIIL T
BEPH ) 72 5 & R A FRO Rl & U Cil Ul 2 BRI I A 1T\ I oS
FOSIZ X 2RI DS B0 2551013 AR ORIES T 1R B OVEIE BB 7R
WECRIORESEAZET DS L, B, BIERERLVE Y OFGIZE D EIE
HOYBERRD LR WIGAEITIE, BB EE A /VE LSO inifilAl oE
HBRET D,

AHFI Oy 51X EEE D infusion reaction (Zfifi 2 T ARIZ 475kt indD TXx %
&7 o 72 ECRMA L, ARG H L ORAI G844 THITSA 21 a2
ET 5%, BEOREEZ 012812295 2 &, 728, infusionreaction % 88 L
TEAITIE, &TOMER OERDER2ICHE TS £ THREA2 ToBlEd5 2
Lo

MVEPERIRE R S H oD Z L NH DD T, KFNOFGIZHT- - Tk, WERIE
W (IR IR EE, nmi, FEENEE) ORI OWaEE X Sl A O s, B4+
ZAT9 2 &, Fo, MBS UCTHES CT, g~ — 7 —%0R& %z Ehid 2
ek,

FOR IS RERE . BB HRRER S L OV T RAEIERE RN S Db D 2 ERH 5D
T, AHIOBE5-BRGGHT K O G- 8 1@ B0 S N IS RE AT (TSH., 7
T3, i#HfE T4, ACTH, I a5 — IV EoORIE) 2 FEii+ s &,
FFRERERRE . IF RS ® Db Z Wb 5 DT, AFI O£ 5 BT O 51
I E RIS RER A (AST, ALT, y-GTP, AI-P, B U L E > EDOHE)
FEMT DL,

1 BUBEIRIGA S & D bdv, BERFENES b7V R—Y ACELZERBHDHLDOT,
. B, MR ORER O R BIRCMBHED A +HmiEE T 5 2 &, AR
RO E TR G 2R IE L, A > 2 Y A O A% oY) 72 AV E %
11952 &,

SEVERNH LD ENDDHDOT, RO OF L EMICHRET D
Z L, o IROEFENRFRO ONTGEITIE, BONCEREERE %2 T2 &
IBFELET L L,

B TH, BOARNOE AR L COLREWERN BT Z R 5720,
AANOBEAE TR HRIEH ORI 3ITEET 5,

11



[E] B [F 45 MR RS R 35 (INCMGA 0012-303 #BR) TIIB 5B 6 8 ML ICh
IEDFHI 21T > T2 2 & 2550, AR5 F I3 EMMICE G RE T RO
BEITHZ &,

12



