E-F 2 582340 EREANBKES BREEZES (20245F04H) (SROEHOME]

FERES 2024/04/16 17:30 ~ 18:20

FMESSPT BHEERR KR12BESEE

HEERER KR FMER(FER) £F HER N B8 B DPF Al MF 58 RE. F E=. U0 6§ 549 B— 08 87F
HEREH/EEEE : 10/11

INFERRES EasE EamOEE BEAER EOERDIERE
YIRS OMRFECLZIEERERMEEE R EZIREREZTREL PAROFMHOES  |TNETITESNTVVSIEIEARRER - BRPRRERAIEICE DE . BRSO Z HMHE DV |HER
Jzitepekimab®EE IR ER TEEUR,
YIRS OMRFECLZIE R ERMEEEREZIREREETREL PAROFHOES  |INETITESNTUVVSIEIEARRER - BRPRRERAIEICE DE . SERSRMEOZ HMHECDL |#ER
Jzitepekimab®EE IR ER TEEUR,
TUZNL-RAY =X R0 TS OKFECL2BR  HAOZRIEBSHIE |RGEE SABROEFBIRILCOVTEREAN SN, AR Z B MOV TEREUR, KGR
BEORIURIRABAETFU NIV 43V LAITHEOE 21055
TUZNL YAV =X RO TS EORFECLZBRERHEL T RELE | Z2MBRS BESROBEEICOVWTERIAN SN, JARIRGOZ B COVWTERU, KGR
Fedratinib®5 1/ 24858 E%
TUZNL YAV —Z RO TS ORFEC L2 BREFHEER T RELE JBERICBITZEE JREREMETEZOETICOVWTEREAN SN, ARG OZ SOV TEEU. AR
Fedratinib®35 1/ 24851488 }m %ﬁ@‘fiﬁ‘ﬁ'f JRNEHR. FESNZERERCRET2EROMETICOVWTEREANS
SAERIRBIOZ L MHICOVWTEEREUR.

TUZNL-RAY =X RO THRRSHOKFEC L2 BRERHELTRELE |IRGEE SABROEBIRILCOVTEREAN SN, ABRR RO Z B IOV TEREUR, KGR
Fedratinib®s5 1/ 24851 5%

SBERENEIEAN) IQVIAY—EI—X v/ ERISHORIEICLZUIR |22 tIERSE BESROBEEICOVWTERIAN SN, JARRIRGOZ B OVWTERUR, KGR

REDBPMEITIE X (JEBIE OB IEX IREBIESEMIREE W RELE
BGB A317D% MAHGER

TUZNL AV =X RO THRRESHOKFECLZRRMMBEZWREL:  |BEERBEERE (ERELAEZTBERRECOVTHRANEN., SARREOZ S COVTEERLR. 7GR
CC-2200% 31H: AR
TUZNL AV =X RO THRRESHOKFECLZRRMMBEZWREL:  |BEERBEEERE ([ERLAEZTBERRECOVTHRIANEN., SARREOZ S COVTEERLR. 7GR
CC-2200% 31H: R
TUZNL AV =X RV THRRESHOKFECLZRRMMBEZWREL:  |BEERBEERE ([ERELAEZTBERRECOVTHRBANEN., SARREOZHECOVTEERLR. 7GR
CC-2200%5 31H: R
TUZNL AV =X RV THRRESHOKFECLZRRMMBEZWREL:  |BEERBEEERE (ERELAZTBERRECOVTHRIANEN., SARREOZHECOVTEERLR. 7GR
CC-2200% 31H:BR
TUZNL AV =X ZVA TR OMEREICLZRRMMEBEZ W SRELE | R2HIBRE BESROMEFIOVTHANEN. TGEREOZHIECOVTER UL, 7GR
CC-2200% 31H: R
TUZNL AV =X ZVA TR OIEREICLZRRMMEBEZ W SRELE | R2HEIBRE BESROMEFIOVWTHANEN. TG EOZHIEHCOVTER UL, 7GR

CC-220M5E31H:HER

1/5



TR AV =R 294 TR EHOMFEICLZRRMMEE T RELR
CC-2200 % 3105 ER

BEEEIE
JAERRICEEIZEE

55 am DI 2
AR E PEBRERRCHAIEIOR FHR R 288U IIEDIET(COL)
TERBANEN. AR OZ H IOV TER L.

BOER  BEEROERF
AGR

VAT -REASHOKBAICLIBREX (HAMLRITEHEZEID
BAAREZWGREUIZE MEBCMAX CD3 - EFFE4HH14AINI-64007957
DEE1/ 248K ER

ERDEESRE

BEABESERIE(COVTERBAN SN, ABRREOZ HMECDOVWTEEL,

HGR

VLI -REASHOKBICIIBREX (HAMLRILEHEZEID
BAAREZWGREUIZE MEBCMAX CD3 Z EFFE4H14AINI-64007957
DEE1/ 248K ER

ZEMERF

BESROMEZFOVWTRANEN, BERIREOZ LMDV TERUL,

AR

YL -REASHOKBAICLIBREX (HAMLZRILEHEZEID
BAAREZWGREUIZE MEBCMAX CD3 Z EFF R 4H14AINI-64007957
DEE1/ 248K ER

ZEMERF

BESROMEZFOVWTRANEN, BERIREOZ LMDV TEZRLL,

HGR

D39V AZ2)51 RS HOMGEICL 2 ER - #AMS R IESHIEEE,:
st&keEL Thelantamab mafodotink R R RRUTFH X9V S DR

& (B-Pd) OBIMMERUVERME. RIURIRERITIZTRUTFHRAII>
LOMBEEE (PVd) ELEBURET T 2Lt REIFERE/E AL IR

ZEMRRF

BESROMEZFOVWTRIANEN, BERIREOZ LMDV TEZRLL,

HGR

Yo 7 MRS ORFECLZBRN EEH A0SR ESHIEEER
FIHRELIZEME GPRCSDX CD3 & 42 14K talquetamab MEE1/2
18, first-in-human, 3EE#%, SIS

ZEMERF

BESROMEZFOVWTRANEN., BERIREOZ LMDV TERLL,

AR

Yo 7 MRS ORFEC L BRN A0SR ESHIEEE R
FIHRELIZEME GPRCSDX CD3 & 42 14K talquetamab MEE1/2
18, first-in-human, 3EE#%, FASHEKER

ZEMERF

BESROMEZFOVWTRANEN, BERIREOZ LMDV TERUL,

HGR

Yo 7 MRS ORFEC L BRN EH A0 R ESHIEEE R
FIHRELIZEME GPRCSDX CD3 &2 14K talquetamab MEE1/2
18, first-in-human, 3EE#%, FASHEKER

JAERRICEEIZEE

SBERSEMEETEIEORETICDOVWTERBAN SN, ARSI OZ H (DWW TER L.

AR

SBEREARNSEAN) IQVIAY—EI-X Sv/\UERSHOMRIEICL 3BT
HER2 MR EOH#EIFEDALLUT tucatinib XIS S5tE NSAYIYIRU
RIVYZARTEHBITZENEA(L. =58, 55 3 iR (HER2CLIMB-
05)

ZEMERF

BESROMEZFOVWTRANEN, BERIREOZ LMDV TERLL,

AR

BEREANSBIEAN) IQVIAY—EI—X v/ ERSTOMKIEIC L3RBT
HER2 BB MFEOHIFEDELLT tucatinib XIFS5thE NSAYIYIRY
RIVWIART BT ZEIERL. —E5H. 55 3 485888 (HER2CLIMB-
05)

JABRICEII 2% E

AR BERMOZE(COVTHREANEN, JBERMEOZ OV TEZREL.

7ER

2/5



BN SHOMIACL2BRERY/ X E#aEZ R EtEREZY
SREUIZSAR6509840 5 MAEEHER

BEEEIE
ERDEESRE

SR DR
BEERABESERIRECOVTERBAN SN, JABRRGEOZ HMECDOVWTEEL.

EEfas
AGR

BEEmRDIEMRE

B RSHOMIACL2BRENRY/ X S#aEZ R EtEREZY
BREUZSAR6509840 5 MAHEHER

ERDEESRE

BEABESERIE(COVTERBAN SN, ABRREOZ HMECDOVWTEEL,

HGR

BN SHOMIACL2BRERY/ X E#aEZ R EEREZY
SREUIZSAR6509840 5 MAHEHER

ZEMERF

BESROMEZFOVWTRMNEN, BERIREOZ LMDV TERLL,

HGR

B ASHOMIACLIBRERY/ X E#aEZ R EtEREZY
BREUZSARG65098405E MAEEHER

ZEMERF

BESROMEZFOVWTRINEN, BERREOZ LMDV TEZRLL,

AR

B RSHOMIACLZBRERY/ X S#aELZ R EtEREZY
BREUZSAR6509840 5 MAHEHER

BRCETIEE

Thank You Letter®eETICDOVWTEREAN SN, JAEBRMMEDOZ MOV TEREUR.

KGR

BHAR=UZH A>T\ LIRS OMRFRCL 2/ ESHLRAEE R E X R
¢UTBI 1291583%1H1ME, 24 BB HISSROEMME, B2MRUE
BEEHMI T NME, ZEEIR, TSR, WiTER, AENE
B (Airleaf™)

ZEMERF

BESROMEZFOVWTRANEN, BERIREOZ SOV TEZRLL,

AR

BARA -/ - %RRSLOMFECLZREFEE BT REUE
LY3484356 (imlunestrant) OZE MAHKER

ZEHIBRF

BESROMEFIOVWTEHRAN N, GBI OZ HIECOVTER UL,

7R

BARA -/ %RRSLOMFECLZREFEE BT REUE
LY3484356 (imlunestrant) OZE MAH:KER

ZEHIBRF

BESROMEFIOVWTEHRAN N, GBI OZ HIECOVTER UL,

7R

BARA -/ %RRSLOMFECLZREFEE BT REUE
LY3484356 (imlunestrant) OZE MAHKER

JABR(CEII 2% E

AR BEROZE(COVTHREANEN, SBERMEOZ L (OVTEZREL.

7ER

Yo IR OMRFECLZH1CD38 E/70-FIWARUTL RS
REESD1~3 S1OOTABEEN 2 BRX (IH#A LRI EMERE LN
£RIC, teclistamab BEIEEE, RIURIR, RMLFVITRUTFHATY>

(PVd) XEHILIIVIZITRUTFYAFVY (Kd) HABEEELLEI5E3
749 LMEiER

ZEHIBRF

BESROMEFIOVWTEHRAN N, GBI EOZ L IOV TERUR,

7R

Yo IR OMFECLZH1CD38 E/70-FIWARUTL IR
REESD1~3 S1OOTABEENHZBRX (IH#AT LR EERE LN
£RIC, teclistamab BEIEEE, RIURIR, RMLFVITRUTFHATY>

(PVd) XEHILIIVIZITRUTFYAFYY (Kd) HABEEELLEI5E3
549 LMEiER

ZEHIBRF

BESROMEFIOVWTEHRAN N, GBI OZ HIECOVTER UL,

7R

3/5



BEEEIE

55 am D2

BOER  BEEROERF

Yo I — IR ST OIREEC L ZHICD38 E//O0—-FIARUL RS |fkinEE SABROEFEIRTUC DOV TEREAN SN, SRR GO Z SOV TEZEL. AR
RESD1~3 S1OOFHABEEN DI BRI IHATZ R EMERE LT
£RIC, teclistamab BEIEEE, AIURIR, MLFITTRUTTYXFY>

(PVd) XEHIWIIWIZTTRUTFYXFY Y (Kd) HABEZILET 353
LiEZEIN oS
Yo IR S OMRBECLZRELRBRV RN SEREIEELY | T2 HERS BESROBEZF(OVTEBANEN, ARREOZHEICOVNTEREUR. AR
KRICROEXTaRFEER MilvexianOBNERUVLZ 2 ME#iHEIT 5553
18, S>HMME, —EER, TSR, event-driveniiii
Yo IR S ORFBECLZRELRB RV RN SEREIRELY | T2 HERS BESROBEZF(OVTEBANEN, ARREOZHEICOVTEREUR. AR
KRICROEXTaRFPEER MilvexianOBNERUVLZ 2 ME#iHEIT 5553
18, S>HMME, —EER, TR, event-driveniiii
INTFEBTEGNHOEFACLS/ VTR EEZI2ANAEEE [BRICEIZEE  AROBEMOZECOVTIRIANIN. ARRGEOZH MOV TEEUR. AR
FFHRELVIZONO-291 00 b FHECEFFARMEEEE (CIPN) FAEHIFIZ
REARET I DRIHASE 14858
INTFEBTEGNSHOEFACLS/ TR EEZI2ANAEEE [BRICEIZEE  [AROBEMOZECOVTEHRIANIN. ARRGEOZH MOV TEEUR. AR
FFHRELVIZONO-291 00 L FHECEFFARMEEEE (CIPN) FAEHIFIZ
REIRET I ZRIHASE 14858
TUZNL YAV =X R0 TS ORFEC L PIFRMEMRMEEEE LN | Z2MBRS BESROBEZF(OVTEANEN, ARREOZHEICOVNTEREUR. AR
RELEBMS-986278NAEME. ZRMERUBEIELIRETI B5ER
TUZNL YAV =X R0 TS ORFEC L PAFRMEMRMEEEE LN | Z2MBRS BESROBEZF(OVTEANEN, ARREOZHEICOVTEREUR. AR
KRELEBMS-986278NAEME. ZR2MERUVBEIELIRETI BER
TUZNL - RAY =X R0 TS ORFEC L DT RMEAIRMEEREEM JRERICBEIIEE JRREMETEZOMETICOVWTEREAN SN, ARG OZ H IOV TEEU. AR
KRELEBMS-986278NAEME. ZRMERUBEIELIRETI B5ER SRANE, AEXZE0OWET(COVWTHRIANEN. JARRROZ SOV TEREUR.

BERSINN— R, BEIRET7IMASATAICREITZEROSRETICOVWTEREEN SN,
SRERIR DR LI DWTERUR,

TUZNL-RAY =X 294 TR ORFECL DETHEMRIEEREEZY | Z2MIERS BESROBEZF(OVTEANEN, ARREOZHEICOVNTEREUR. AR
RELEBMS-986278NAEME. ZRMERUVBEIELIRETI BER
TUZNL-RAY =X 29 TR ORFEC L DETHEMRIEEREEZY | Z2MIERS BESROBEZF(OVTEANEN, ARREOZHEICOVTEREUR. AR
RELEBMS-986278NAEME. ZRMERUVBEIELRETI BER

4/5



BEEEIE

55 am DI 2

EEfas

EEraRDIBHEE

TUZNL - RAY =X 204 TS ORFEC LD THERIRMEERE LM JRERICBEIZEE JRREMETEZOMETICOVWTEREAN SN, ARG OZ H IOV TEEU. KGR

5EUIEBMS-9862780B . T2 MR UB AU #IRET T 2508k B E. AENEOSETCOVTHRIANEN., SARRIRGOZ MOV TEEUR.
SBERSIIN— R, BERETIMNAS AT AT ZEROSMETICOWTEREAN SN,
SBERIRT O Z HIE(CDOVWTEEU.

TUZNL YAV =X R4 TS ORFECLZTHRUY (EBEETRE |22 MERS BESROBEEICOVWTERIAN SN, ARIRGOZ B COVWTERUR, KGR

UIzBMS-98636905 1/ 2485188

TUZNL - RAY =X R0 TS ORFEC LA THIAUY ) EBELZTRE JRERICBETIEE JRREMETEZOMETICOVWTEREAN SN, ARG OZ SOV TEEU. KGR

UIzBMS-98636905% 1/ 24H5 1 ER

FBASCE . BIENEOSETCOOVWTHANEN, SRR OZ LI OV TEERUR.
SAREMEE X TEREAREICGRIRFORIFINA R 2 HUXEDHMETICOL
TEBANEN. SAERIR O R E IOV TEEUR.

Protocol Clarification Letter(CDWTERBANEN., SEERMOZH IOV TEZ
eo

NFERER Ham OPELEE ETEROERE
TUANL R4V =X 291 TR OMRRICEBRRMMEBEZIIREL | 1RBERE - (Z&ERL)

CC-220M2E 310158

BAR=UZH-A2T NI LSRR EHOMRIRICL DR ESHIREBRE IR (RIS - (Z&E1L)

EUTBI 1291583%1H1[E], 24BBMU HISSEEOEME, T2 ERUVE
MRTETZIOINME, —EER, SIRMIEB, AT, BENTE
sRER (Airleaf™)

5/5




