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1. IIC®IZ

RIS DOFBE - LERMEOHIRDT-DIZIE, IRASCESIC S i B2 23K o
b5, ST, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FREIRGDEARINDH T, 2D OEERLZ EICLE R BF RIS 2 2 L RO
RRE & 7o o TRV REMBGEE & S EOFEARTTEF 2016 (AL 28 4 6 H 2 H MFEEILE)
ICBWTH, EHMERLSEOMHORBHEEEZNS Z L L STV5,

FHLE T EIR AT, K ERAC BT 1 7 7 A VD EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
WVHERGOBRELZRLSZT 5 Z BRI NLBEICH L THERATS & & b, BIE
HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 28180 b B R B & %
iR O B R,

I, RHTA KT A A%, MNATEIE N EIE SRR O, AStEENEAN B AR
RIRIES e, — At EE N A AR NRHE S, —BEETE N B AR 2 O
FEVEN BAKRIBILFYRFS O 0O b EVER LT,

KR LRBHEIRSN  LFT7 )T (BB )

R ERDMEIDE : VIBRARREZREST - R OILPIE R LR

HELROEROAE : X7 UV XA KONV RTTF o & OPFHICBNT, @H. K
N2, VvF7 7y U~7 (Eari#az) & LT, 118 500mg
Z 4 JEIHIRE T 30 4320 TR ERET 5,
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2. AHF O, EREF

VF 7y ~7 (B z) (IR, TRA) &), ) 1X KE D MacroGenics,
InclZ Ko TAIE NI, & T m 7T AlifasEs 378 1 (LLF, [PD-1) &9, )
R HE Mee vy UREGEE a7 ) o G (BT, 1gG) 4k /7 m—TF L
KThs,

PD-1 1%, Hulsit& ~sMiflalZ368i9 %5 PD-1 U %> N (CD274 (PD-L1) XU CD273 (PD-
L2) ) EfEA L. MEREEZAICHIET 2 B2 51T\ (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XU PD-L2 I%, Flix OIEEAHMRICHEL L TWD Z Ll S
THH (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&# 1%, FEEHMALIS HUFER K
72 T M7 & OWBEEZ AT DT O—2 L LTEALI TS,

AHKNE, PD-1 OfifasaER (PD-1 U 4y RisG k) (2S5 L, PD-1 L 2DV H
RT&®% PD-LI XKU'PD-L2 L OFFHEZEFET S LTV BNAGURFFRI AR T Ml
DIEMAL K O AR 63 5 MG a2 ¥R 3 5 2 & C| i o ¥5E 2 i+ %
EEZBLNTND,

IO DOHENS | ARFNTIEIEIEE 5 2872 2R EEIC 2 0 55 b o L HIfF S,
HLFAE R LR S 2kt 5 & LT BRIRARER 2 S0 L, e, 2t R OV il
I,

ARFNOAE B2 HED < EE O FOGIZ K DEIWERE R & by, HEXITIELTIC
ELARMEND D, AFOEGH R OREG%IZIT, BEOBIEEZ 712470, B
D BTG IR, FEH U F RIS U REPIR 2 ik & BB & R DR Al & L Tl
Y7L ERIRZ I 24T\ B OSEROGIZ & D BIERI S b 2581213, BIE BE RV
OGO Y IR ALE 21T 9 DR B D,



3. BRERARE
UIBRANRE 72 AT « PR DAL R - b B2 DGR IZ R 21T o 72 £ 72 BE R B D Ak

[H2hE]

O [EBEH[E S ARG AR RS (INCMGA 0012-303 55%)

(L FRAERE D 72 T GIBRARE 72 AT - PR DAL R B RO 8352308 il (A AN 16 fi
BEte) ERIBIT, NIV EXRNEDNRTTF L OHZES T ARl (154 #13) &
7T R (154 B) OFNER L EMEZBRET LT,

FEFHMEER TH 2 RECIST ver.l.1 [ZH-S< B PN H S @12 X 2 M A 7R
(HFRfE [95%(EHEXM]) 11X, KK, X7 VXX VR OINVRTTFO0H (LLF,
[AF#I/PTX/CBDCA| W95 ) BET93 [7.5~113] # A, 77K, 7V EZFRILKEN
INKRTZF O CLF, [777%8AR/PTX/CBDCA] &\ 9H,) BET 7.4 [71~77] %
HATHY . KHI/PTX/CBDCA L7 7 AR /PTX/CBDCA FEITK LIt FRICA ERIER
LTz (N — RE0.63 [95%(5#HIX [ : 0.47~0.84], p=0.0006 [J&H!| log-rank #%7E].

EKYE () 0.025, 202444 A 1ISAT—% 1> A7),

1 TR & ORI AL TR ERD 6 1 A LLERTICSE T LT BRI L < I3 miBhigis

ERFR SN,

*2 : YIRRRER BT P UL IRIE S 2 A 5 BRI R L Shis,

*3 : PD-L1 BHL<1% : 11 ., =1%02><5% : 17 %, =5% : 123 Bz 5T

#4 0 PD-L1 FBL<1% : 7, =1%0><5% : 19 ffil, =5% : 121 fl&&te

*S:4@ME 1A 7L LT, AFIS00mg W7 7R EH 1 BB, IAVRTT7F L AUCSmg +

min/mL M EEZE 1 BRIC, N7V FF%EL 80mgm2ZH 1. 8 HON15 A HICHKKN6 ¥ 1 7 L%
4%, 4 ERIRINE TAHI 500 mg T T T B R EZ B CTHRE L, AEXTT T EROESHHIL
BR3P A7NVE LT, 2B, 77 AKR/PTX/CBDCA BECEI Y (11T BB, B FIlSL
R 1T & 0 REBIEIT SRR SN2 AT 2 1 A A — S — W4T L. ASSE 500 mg % 4 FE R
MW TG % 2 LN & Shus,



Probability of Progression Free Sunival

77 & IR/PTX/CBDCATE 154
A /PTX/CBDCAT

X1

0.9+
0.8
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Yo,
054 AFAI/PTX/CBDCARE
04+
0.3+
rrrrrr B i 2
024 T RAR +
0.1 .
~7°Z & IR/PTX/CBDCARE
+ Censored
0.0+
T T T T T T T T T T T T T T T T T T
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Months
Number of Participants at Risk
126 98 82 52 35 23 18 15 12 1 7 4 2 1]
154 137 115 101 73 53 44 38 31 27 23 15 12 9 6 4 1 1]

RECIST ver.1.1 {2253 < ERMSL F RHIEIC & 5 EEAFHIM O Kaplan-Meier B




[Ze41%]

O [EpEHEE MR RER (INCMGA 0012-303 3X5H1)

BEFZIL, AHK|/PTX/CBDCA # 154/154 1] (100.0%) . 77 & 4R/PTX/CBDCA £f
152/152 5 (100%) (238D Hiv, TRERFE L DKRERN G E CERWEFFER (LI,
BIER) 132240 138/154 1] (89.6%) M TN 118/152 ] (77.6%) \ZiRDH BTz, W
NDORETHBIEIA D 5% L EORWERIZR 1 DL BY Tho T2,

#£1 VTN OBETREIEENL 5% LOEIER
(INCMGA 0012-303 35%) (Z2VEARAT I RER)

FRERIRSYEE (SOC: System AFI/PTX/CBDCA HE (154 1) 7Z & R/PTX/CBDCA & (152 #i)
Organ Class) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
FEAREE (PT: Preferred
Term) H% (%) BE (%) | Bl (%) % (%) % (%) B (%)
(MedDRA ver.26.1)
RIEH 138 (89.6) 52 (338) |1 (0.6) 118 (77.6) 39 (25.7) 0 (0.0)
—% - RHFRREER LOES
A DI 84 (54.5) 4 (2.6) 0 (0.0) 66 (43.4) 7 (4.6) 0 (0.0)
I 77 9 51 (33.1) 3 (1.9) 0 (0.0) 37 (24.3) 3 (2.0 0 (0.0)
9% 55 27 (17.5) 1 (0.6) 0 (0.0) 25 (16.4) 3 (2.0) 0 (0.0)
H S 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)
L 26 (16.9) 0 (0.0) 0 (0.0) 38 (25.0) 2 (1.3) 0 (0.0)
R 12 (7.8) 0 (0.0) 0 (0.0) 14 (9.2) 0 (0.0) 0 (0.0)
M - 10 (6.5) 0 (0.0) 0 (0.0) 15 (9.9) 2 (1.3) 0 (0.0)
28R O Ak E 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 iE 11 (7.1) 1 (0.6) 0 (0.0) 14 (9.2) 1 (0.7) 0 (0.0)
MiER LY v R fEE 45 (29.2) 21 (13.6) 1 (0.6) 46 (30.3) 21 (13.8) 0 (0.0)
=gl 28 (18.2) 8 (5.2) 0 (0.0) 34 (22.4) 8 (5.3) 0 (0.0)
L A BRI E 15 (9.7) 11 (7.1) 0 (0.0) 26 (17.1) 15 (9.9) 0 (0.0)
U > BRI E 12 (7.8) 3 (1.9) 0 (0.0) 3 (2.0) 0 (0.0) 0 (0.0)
i PR AR AT 42 (27.3) 15 (9.7) 0 (0.0) 27 (17.8) 3 (2.0) 0 (0.0)
T RS RA 12 (7.8) 7 (4.5) 0 (0.0) 12 (7.9) 1 (0.7) 0 (0.0)
AST #47n 10 (6.5) 4 (2.6) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
LIIRAN7E~ el 2 9 (5.8) 1 (0.6) 0 (0.0) 5 (33) 0 (0.0) 0 (0.0)
ALT #4Hn 8 (5.2) 3 (1.9) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
o LR 33 (21.4) 5 (32) 0 (0.0) 5 (3.3) 0 (0.0) 0 (0.0)
FIR BRI 20 (13.0) 1 (0.6) 0 (0.0) 4 (2.6) 0 (0.0) 0 (0.0)
FR IR AR RE TUESE 12 (7.8) 1 (0.6) 0 (0.0) 1 (0.7) 0 (0.0) 0 (0.0)
B L O E 26 (16.9) 4 (2.6) 0 (0.0) 22 (14.5) 5 (3.3) 0 (0.0)
BARRGE 11 (7.1) 1 (0.6) 0 (0.0) 13 (8.6) 1 (0.7) 0 (0.0)
TR R e 26 (16.9) 6 (3.9) 0 (0.0) 24 (15.8) 2 (1.3) 0 (0.0)
KR = 22— S F— 6 (3.9) 2 (1.3) 0 (0.0) 8 (5.3) 0 (0.0) 0 (0.0)
i EHs Rl L OREAERREE | 23 (14.9) 1 (0.6) 0 (0.0) 15 (9.9) 0 (0.0) 0 (0.0)




ZRERIR5# (SOC: System AFKI/PTX/CBDCA Kf (154 ) 77 & R/PTX/CBDCA % (152 )
Organ Class) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
FEAREE (PT: Preferred
Term) %R (%) B (%) | BE (%) % (%) % (%) Bl (%)
(MedDRA ver.26.1)
RE iR 12 (7.8) 1 (0.6) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0)
75 A 7 (45) 0 (0.0) 0 (0.0) 10 (6.6) 0 (0.0) 0 (0.0)

72, AFHI/PTX/CBDCA #EIZH T ILD (FAVEMERTRER) 161 (0.6%) . KB 2
(1.3%) . BEOTHI4H] (2.6%) . ITHEREREE (AST #4010 1] (6.5%) . ALT 0
84 (52%) . v-GTP¥EM6 5] (3.9%) . BV /L8 m2 6l (1.3%) %) . AFs 26l
(13%) . BEEOKERE GOREZRES 1H (0.6 %) %) . WOWRES (FIRIR
PRl S (FURIBERBIR TE 20 1 (13.0%) . HURIREERETHEIE 12 1] (7.8%) . HLIR
Roe 161 (0.6%) %) | EIEHREES (RIBHEARAET 6] (4.5%) %) KO T EARRE
PR (FHRZ 2 6] (1.3%) %) ) . #hikbE®E CRIEME= =2 —a /"5 —6 il (3.9%) .
KR = 2 —a 3T —1 # (0.6%) . KMMEREES =2 —r /3 F—1 6] (0.6%)
%) | EELMEES EimrEgim 14 0.6%) . &2 6 (1.3%) . PLImEREE 1
B (0.6%) Z%) ORIWERANZRD b7, infusion reaction, /NMEA. OfFd. iz, 17
PEPRI, WEZE, BEHgREMES (RMEMEMEB RS | SEBEER, HEDOHE,
ABAE 2, MRS, ESEMNEEJE ., ARRCT BRI iM%, BEMSIAE . FRBE
iE, FEZORWER TR o=, REIEFARBURILIREES:
EETe) HEUEIRRERT,




4. FEERIZDOWNT

KA DY 53 B 2 88 W - FrE L, AAI O GICL 0 BEELAIENZEI L
BRISHHIET D 2 EBBERT=0 LT OO~@D T X T aiilil= st (SR W THEMT 5
RETHD,

O MEFIZONT

D1 T (1) ~ (5) OWFTNNIHEL T HEHTHDHZ &,

() JBAEFEBKRENEET 203 OB EERLIRBTSEE BB RS A2 E L SR B
HUIE S AR B EE LR BT, HUIR DS A SIRIR L e &)

(2) FrErEREIRbL

(3) HEMRENFENFEET 20 AZFEEERPE (DS AR EWRPL. 23 At
W IRBE, 23 AR S HEME B e &)

(4) IRALTFHEEZRE L, ARIEG LB 1, ARG L RE2 e 2

SATA S NEISA L “FRIEL IR 3 O JiiaR FEHEICAR D Jm tH 24T > T 2 Jiti %
(5) PUEMAEEAIL T E BN O g% B IR D a2 1T > T D fitiak

-2 AL - BB DAL 220k I OBINWE RS BLIRE O R 2443 72 Jnaik & #2252 F5 o
R (FROWT LY T HERM) 23, Y% ORANCE T HIREOETE L
LTREINTWDZ &,

7

RS0 EAS 14 2 SEOWMIHE 2 & T L7-1212 5 UL EDO 0 ATREOIEIRIHE %
THoTCWNWBHZ &, 9B, 2L RIE, BAREYEEZ & UBREESOMHE %2
T TCWNWAZ L,

RSO RFEUAS: 2 FEOPIHEZIE T Li2%I2, MLEHE DN AL &t
5AELL OISR OB AT > TnD 2 &,

=AU 1% 2 FOMMINHEZE T L7212 4 FLL EORKRRRZHB LT\ 5
Z &, 96, 3L EIE, THALEREE O DS AR BRI A 5 T AL ERIE SR D BRIR IS %
THoTWNWAZ &,

@ BEHNOEFRMFREHRDOKHIZOVWT

@ﬁﬁﬁ'ﬂ’%ﬁ&ﬁ@ﬁ IHEFT 2 LA D ELE S v, BRGNS OFRE N, ARE - &
S ENE R OE IR OERSE IS 2 it A FFRNRAE L2GE oM
¥, ERESHIITONDIEHINE S TNDE Z L,



@ BIEA~OR AT DONT

@-1 Hask Az B9 2 B

VELPE I £ 5 o0 S 2R BIVE I 28 3828 L7281, 24 BERIRSHRIRHI O T, Yakhtisk
PRI I C BT, R LZEIERICE U CABTEE L O CT D EIWEH ORIz M3
IR OFREFR Y ARG O, EHITRISATRER IS 8> TnD Z &y,

@-2 BEFERHFEICL2AESESINCET 22 M

IS AR D 2 AR 2 ik O iR A A T A e EE DEER =41 v 7
HEOTEROA Y ) —=0 T 24TV EIRE L F#Z 3G T& 2 F — L ERIAH 23 5
HENTWDHZ L, B, BIARICHOWT, DABRE L ZOFBEICHFIITAmENT
W5nHZ &,

®-3 BIEROZWrOx T LT

RIEM (Infusion reaction, FVELMERIZRE . KIGJK - /MG - EEE D THI, FFREREMRE -
FFR. DR, BEEEDR GRS, Mk, WWEE (PRSI RS,
TIEARRERETE) | 1 RUBERE, R, BHREIEE URME MEME R | MRRIEE,
HEERMKEE, SEOBR, EEOTHRK, MRS, O, BEAEMEE - 85
RO RMARIE . 2% - Bl - R, PR ZEARSE . RERZSE) 13 LT, Yikhuak X
VT B E BB O RPN 2 A S AN & EEE U (RIVEH O W0k L THRE RO
IEEZTONDRMCH D Z &) EHITHEI R ALEDN TE DIRHINES TS Z L,

s
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5. REXBRLRDBE
[H2hEIC B3 % 1]
O YIBRAREZRHMEST « R OILFIE R F EREBE ICB O TAR, WLVRTTF U KO
N7 Y EXRNLOUHBEGOEIMEN RTINS,

(%4t B9 5 8]
O FRICHYT 5 EHIC OV THARDRGIERE SNTVS 2 Enb, #5517

gz &,

RHFND RS xF Ui UE O BEERED & 5 B3

@ TREFTOFHINIC BV T RIS Y T 2 BEICHOWVTIE, AFOERGITHELES g

z)§\

il DIEFEBIEL D R WIGEITIRY | HEICAHIZMHEHT 52 L 2B ETE D,
FEMEMREDO A IR ED & 5 BFE

PR (g A C RV 52 % R D B FRE K ONE B OD St A i 26 <o Sl et it ¢ 45
DI RIEM AL B D B

HOREEEB D B 2 BE TR L IXFREM%EO B O R RO ERED
b5 B

s (&M EEL 5T Ob5EHE

TR DG ST R 2 A3 2 B

ECOG Performance Status 3-4 "V DB

2

GED ECOG @ Performance Status (PS)

Score

et

0

2 MR TR TE 5, FEATE [ C B AERENHIIRZ <ATZ 2,

1

PIRAICIE LR AHIR S D23, AMTITRE T, BAEECHE > TOMERIIIT O J LN TE 2,
Bl BOFE, EHEE

2 BATATRE CH D H DEIY O Z L F T R CARELEERIZ TE 22, A D 50%LL LI~y RAACil 9,
3 RONTZHOOHOEY OZ L LHTERY, HFOD 50%L EE Xy RR1 Tl 29,
4 BT R, BOOHEORYD OZ &3 TERY, BRIy RO+l I,

10




6. BEICE L THETREEH
O WA SCEEFEIDM A, MEIRGEER DRI 5 B IC D & ARF O Fei: M OVl 1Efi

RO DI LEIRERE B L TSRS Z &,

@ TBHEBIRICHENL D, B LT DOFBEAHINE R OERRMEZ oA L, FE 4215

ThoEETHZ L,

@ EREUWEHO~F Y AL MZONT
ARFNOEEHIZ X0 | WEORIEISITRINT 5 &5 2 B DA 2R B RE
DNHLONDZERH D, BEDPROLNHEITIE, BB LEFHERIL U
B 70 ik & FRBR A B O BE AR & B U i bl e 8B BRI 21T\ I8 O
BOGIT X B BWER DN o 23551138, AFIORIE T IR, K ORI E A
NELROBRGEZBETLHZ L, 2B, BIRKERVEORGIZLYEIE
FOBGERGRD BV WIGAIZIL, BIE BB R /VE DA O iilAl oehn
LEET D,
AAN O ILEEE D infusion reaction [|Zfifi 2 CTEABRZ 70kt iaD Tx A UE
i %47 > 70 L CRAE L. ARFIE G- R OARFIE G54 THIT A Z v A %l
ET 55, BEDOREL H0ICHIZT 5 2 L, 728, infusionreaction % &8 L
AT, R TOBEL OERNERICRET > ThREZ BRI 5 2
L,
MVEMEERR S DD 2 ERH DT, RADOEGIZHT- > T, BRI
M (PR R, ngmk, FEENVE) ORER L OWE X SRt O L%, Blggs -+
2179 2k, F, MBS U THE CT, Mi~—» —F0REZET 5
&,

o HURIRFSRERRE, BIRFSREREE K OV P IRIMEREREE N H Db D Z ENH DD
T, AENOF 5B K OB 511 P E WIS N WS RERR A (TSH., bz
T3, 8 T4, ACTH, IfiFf 2 /v F ) —)VEORIE) & FEhid 25 Z &,

o IPEREREE. FFRRH L DOND Z ENH DD T, AFIOEEBERT R O 51
M I ESIICIFREEME (AST, ALT, v -GTP, Al-P, BV L E U ZEDHIE)
FEMTDH &,

o 1EUBERIEN B Db, BERFEMES TV RV RCEBELZENHHDOT, 1
B, Bl MRS ORER O R BLLCMAAEED LIS+ 0EET 52 &, 1 RFER
RNEEDON TG AITITEEETFIE L, A R Y VIR O 555 DY) 2 L E &
152 &,

o BEIVERNHSLDONDZ ENHDHDT, RO DAL EECHERT S
&, o, IROEFENFRD N HEITIE, HONICEREEE A 2T 5 &
IRFEEET L L,

PG T, BEMN S ARGB L TOrORIERNERT L Z 05T,
KRN OB G TR HRIER ORI +3IZHET D,

11



@ [Ep SRS AR R BR (INCMGA 0012-303 388R) TII# G845 8 T L ITh
EDRHE 21T > T2 Z & 2B, ARAE G I EMNCEGERRE TR DM
WEITH Z &,
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