F116[A BEEHNAKFERERtSF G IRB RBOREDOHME

EH30F£2H828H ()kK) 17: 00 ~ 17:50
BEEMKFEREERELVY— BEHEEHEIE X&EF

B & B B
B M 35 A
H &

Z8 4

g8

BREE—. KIBRE. Bl =. WIFE. GEES. SXkLE. RESE, &5 138,
E2ERF. RERE. AF 8l thiEEE. BUAE. BOGRF. WA R,
Et+E R, BHIESE

nﬁL&UEnﬁ
%n% % = i?
ITEMDEIE

(€:5HE30)
EEO EEFH-FLOHLAR @Il FE BIERISIERELTVWSIREREFRAEEZRIRELS:
Nivolumab (ONO-4538) % I #H:RER

NFETIZ/ON TV SRR, BRRABAEICEDE. BBREROZAMIZD
WTEELT=,

EEER . KR

BHEHQ TyJ4EAREHDIKEIZKSE I/ THEHER

RIEHAXEWET. ERKR. HZABRETRELELEELGRMERICOWTEIEHEE
BBREERT S LDREMITOVNTEE LT,

BEER . KR

EHEHQ Ty I ARAHDIKBEICLSIEAHEHEAMKBEZEEZRNRELIEARLIS
7xw%mﬁﬁ%®

REREMAEEWET. ERRR. YABRECRE LEEELEMERIZOWVTSIEH
:{r LEREEMT D EDZYMICOVTEE LT,

BEER . &3

EEO € T7HEIEMASHOKBICLIFEEEEELZNRE LT 7-100 DE
HHEER

AREMEENRET. ARNMEEMER. EFEKR. BZARETRALSROEER
ﬁ$$%loutm%ﬁ% REREERT S EDZLUEICONVTEE LT,

EERER . AR

FEO TASERIMASHOEKBICKDHELEEEEZITI-BRAAZEZHT S
Lf‘?Dﬂ%?ﬁ“h*%’éﬁ%& L 1= AZD2281 (O M #HEER
RRSEEMEE, RERR., SZARETRAELLEEGRMEAICOVWTSIEHRE
%%%MT% EDZLEMEICDONTEE LT,
nﬁz n% ﬁ

BEO BERAM—Z4))—HKRASHDKBEIZL DTS FFHAZECBERDEITHR
(FFEATRICEIT L-BRTETE. VIBRTREXIIEBEORBLEREEZEEZNRET S5
LYW TRV RS XEILHRAE TS ARV P2 XTI HAOETREEALLS
EER T IR ERER

HRER, AREETEERE]. ERKRICOVTIIESHEBREERT S LDR
HECONTEEL.

BEEER KR

EED MSD B S DIKEEIZ & B MK-3475 % I +BEG PR ER

RERBAXEWRET. Protocol Clarification Letter, KR, LZABRETHRAL
EELGRMERICOVWTEIEHMEAREERT S LDEEMEICOVNTEE LT,
BEMER . KR




BERNVEE
#%Eati
nﬁnﬂﬂo)*ﬂig

EEO® MSD MKt DIKEEIZ & B MK-3475 DEHMERUVRE M ZTET 5=-DDZiE
R E S DM ER

BRERIGEE - AEFPAXEHRET. EEKRICOVNTEIEHRESABREEET S &
DEYHEIZDOVNTEELT-,

EE%HE% . ﬁgﬁ

FEOQ MDD #ASHOEKEIC K SBEMIEZ AR & L= K-3475 OF MAAFER
ABRRRAEE - AERAXIHRET. Rk, S%aRETRE L-ERGEIER
[CONTEIEMERRERET D LDREMEICODVNTEE L=,
ERER AR

FEWD MSD XM DIKIEIC K DETHER LEBMRB EREEZEENRE L
MK 3475 M MAAEHER
%ﬁ%ﬁﬁn‘fiiaﬂn-{ %ﬁﬁ‘{k/ﬂ é x/u%ﬁ%fﬁibtéﬂmwiﬁﬁ’ﬁ£$% é_ill:l
%%T%ELEE% BIMERICOWTEISHMEBRERET S ENREEITONT
E&E:Ll-
FEER - KRR

EEO NDH®ASHOKEIZK ZUBRTEEOBITBRX(IEBE N TILRHT4T
EDILEEERABBEEE LR E L= K-3475 RUMEREEGHABE L TS5 ERRY
ILEEEGRR S 2B T 5 _E5HR. \iEAk. FMAEHER (KEYNOTE-355)

R CEHRET. BRI, Y% ARETREL-EELRERICOW TSI EHiEA8
ZEBTHILEDZHEMEICONTEREL -,

EEER . K3

mﬁ@ mmﬁTAﬁwmﬁl&6%%%5&?§&LLW3M5®%HWJ%
RERERFEE - ASHAXENRET. Rk, S ERETRE L-EELGEIER

(outm%ﬁ%’ﬁ%%ﬁ?é:&@%%ﬁtouf%ﬁbto

FEER - KR

FEO IV XL LEMIEEZMRE LT E7080, MK-3475 M 3 1HEER
RBRERAEE - AEHRAXE - BREMEE - BBRSMAH— FHET. KR, &
ZARETRELLEEGEMERICOVWTEIEHMEAREERT 5 DR HMEICDOL
THE&EL -
BEfaR &R

mﬁ. REHEDEIEIZ L DS ~MEDFEEEZEZERNRE L= 0PC-61815 55 I #HEAER
RERSEEMEE, R, S%ARETRAELELEEGRMERAICOVWTSIEHKE
%E%MT% EDRBEIZDODNTEELT=.

BEMGR - AR

FHEO F-HBAIUOKEICEHE [ HHER
RBRERAEE - AEHRAXE - AREGEENRET. EEINR. SRR TREL
EFEEGEMERIS OV TSI EHRERRERERT S LORAMEITOVWTEREL,
EEER . KR

EE® %—E%ﬁﬁ%ﬁwmﬁt;éﬁlﬁﬁﬁ

HFER. ARERIEE - AERAXERET. EEKRICOVWTIESHKEARBREE
mTé:twﬁﬁﬁtouTE%Lto

BEMR . &R




BERNVEE
%*% Zatx
nﬁnﬂﬂo)*ﬂig

BFEOD IV HBHASHEOEBIZE ST 7L LY X7 T (MORAb-003) M I #HEER
ABRERAEE - AEHRAXE - BRERAEE HERET. REKRICONTIEH
ESRREERT S LDRLEMEITONTERELT .
EE%HE% : ﬁgﬂ

EE® rhotslEskat DIkEEIZ & D R04368451 (Pertuzumab) & Ro45-2317 (Trastu

zumab) MBRHFEEFEZRRE LI-FEMHERER
BEREMETEERET. EMRIKR., SABRETRELLCEELEMEA. AARE(IC

BB IBMEBREICOVTEIESHMEAREERT S LOZLEMICTONTEE L
MR . KSR

#FEO PHAURKAITOEREICL SRHEBRE EXR & L= R05304020 &
RO4368451 D E MAEEER
ABRERABEERET. KRR, SHERETRELLEREGEMER. SAREIC
@ﬁ‘d‘é,ﬁ%# EREFITONTEISHELBRERET A LORIARICOVTER L,
EE%HE% : ﬁgﬁ

B PHREEKASUTOERBEICLDEEEEEZRRE L= WPDL3280A (7 TV X<
7) OE MAEHER

BERERAEERET. EIRR., SARETREL-EEGRWERIZ DOV TSIEH
SHEBRERR IS LDHLEITONTEEL

FEER - KR

EBHEO N ILEGHEASHOKEIC K DERBLME HER2 2. RILEVZBEBGHED
BB EAT AEREICHNTAIXR ARV EIROY LRGATTOIELS DY
AZBG%HW EEBIL, ZEFR. 75 R BLEEGE
BERMAEMER. EFEKRE, SZARETRAELL-EELGEMERIZOVWTEIE/RE
%%%ﬁ?é EDZYEIZDODNWTEE LT,
BEER . KR

FEQ IMNHELRIERASHOKBIZLIBHFEEFRF E LT 0N0-4538 (ZHRIL< T)
D MR ER

AREMESE, EEKREICONVTEIESHEARREERT S LEDZLEEICIOVNTES
(=

BEER . K2

n?ﬁL@ INFERTERKXSH OKERIC & 5 ON0-4538 D% IMHHFHER
RERERFEE. RSHAXENRET. fBREMES. FhiKin. S36RETREL
T:E%HEIH’EFEI:’JL\’CEI%ﬁ%ié‘%ﬁ’é%ﬁ’ﬁ?’é EDRYHEICOVNTEELT,
BEMGR - &R

Eatﬁ@ INFERTEMRX A DOKEEIC & S ON0-4538 5 IMAHZHER

ARESEE. ERERRE. ARARETRELLEEGEMERIC OV TSI EHEAR
E%BET% EDHEBEIZOVNTEELT=,

EEER . KR

u?ﬁL@ INFREBIERKXSHDOKREIC K S ONO-4538 D T HA5ER
REREMEEUET. RN, SZORETRAELLEEGRMEAICOVWTSIE/HKE
/A Eﬁé‘—%ﬁﬁﬂ'é EDREBMEIZDODNTEELT=.




BERNVEE
%*% Zatx
nﬁnﬂﬂo)*ﬂig

#FEO NFEAIERASHOEKRBEICE S BENLAICHT HMERBIELEREICE TS
%B’EE& tRIZEEREMFAILAER
RREMES. ERCHEOBURICET SFIEE. REKE. SHeBRETRELLE
FEMERIZOVWTEIEZMERBERET S LORAMEITOVNTERE L,
EE%“E% : ﬁgﬂ

naﬁ® ONO-4538 % I /MAEEAER BAAITXT 5 2 e AR B|IEALLHER
AREMEE, KR, SARARECRELELEELGREMERICOVW TSI EHRETAR
%%%?é EDRYEIZDODNTEELT-.
EE%“E% . ﬁgﬂ

BHEO® TUVRML- 45— R4 THAESHDOKRBEIZK /M MlEMEZEEEXNR
& L,T_ BMS-936558 M & 3 tAEAER
BEBREMEE RHRR. YRABRETRELEEELEER. S%ABRECEERYT
,ﬁm BEREICOVTCEIEHRERREEET S LDOEEMHEICOVTEE L,
BEER . K2

FEQ TYARLIAY—X R A THASEOEKEICZ & 5 IR/ MRREIMESRE ZX
%& L 7= BMS-936558 (58 M A5 B&
RRESEE. EERR. ARARETREL-AROEELGEETER., A%ARET
%E LEEEGREMERISOVWTEIZHMERBRERRET S LORAMRITOVNTEREL,
BEER - &R

EHO NEERIZFHRASHOKBICKSIBR/#EMOPRBEREFRK U/ \[E
(PONSL) X IS %/ #AMDRERER) VNEPTL 28R E LRI TDIEEHRER
2 3 R— b5 DARELER
ARESESUET. EEKR. SR ARECREL-EELGRMEAIZOWNTS | EKE
%%%ﬁ?é EDZHMEICDODNTERE LT,
EER AR

BHEO TURML-TA4Y¥—X R4 THRAESHOEKEIZ & SIE/NMARMEE SR E
L 7= BMS-936558/BMS— 734016 DEMEHER

FEEHRANERET. AREMESE. ERKR. ARETRE L-EEGEIEA.
%Eﬁi’ﬁ%ﬁ;ﬁ(:?ﬂ%?éﬁ%%ﬁ#ﬁil DWTEIEHREAREERET 2 LDEEMICTD
WTEEL

BEER . AR

BEOQ /N nnlﬁﬁ‘t‘“*i@ﬁi%ﬁl &% ONO-1162 S5 MAHEAER BHEOF2IIHT S
7°7t‘|'\€'*]‘ﬂ€& L2 iR - EEREF AL AT LLEGER
BEBRERAEERET. %ﬁﬁbﬁﬁ éln%é‘%ﬁ%’c%i L-EEGEMERIC DL TSI EH
%5‘55%’&%5@?6:&@%’é%’l’lﬁ%(:’%\’c%%%bf:o
BEEER KR

u?ﬁL@ INEFELTIERASHOKBEICKESE I/ THHER

REREMEEUET. RN, SZARETRAELLEEGRMEAICOVWTSIE/HKE
%ﬁ%%ﬁﬁ?‘é EDRLMEIZDODNTEELT=.

BEMER - &&E

FEREOQ 7MY —HASHDKEICKDIRAEDOINEZEEFFR E L 1= AVELUMAB D5 3
R ER

SBREREMEETE ZKET. Protocol Deviation Alert Letter. EfIRR. ML ABREBETHR
Y LEEELGREMERICOWTEIEHEAREER TSR EHITONVTEEL -,

4




BERUVEER
HBRESCE
RERDUE

FEO ANV t0—/ HARHKBICILIBREFTEBEREESHREEZIRICL
FHERRRIE & LT MSB0010718C & —RALFFED ML & Z IR T S FE MABAETRHAER
ABRERAEE AIMKET. EREKE. SFaBRETRE LELERLEERIZONTSI
SRS BRERET A EDHLMEITONTEEL.
EER AR

EEO® CARENEEN VAVEAILX - bSURFIIFIL - DNk E1to
KRR & HETIE/NREMMREEE Z xR & L1= Bl 695502 (O 3 #HHER
TINRRAF ORMXE - BREMIEEHRET. ERIKNR. SRR TRELLZEERY
BMERICOWTEIEMESBRERET D LDREEICOVNTER L=,
BEAER AR

HEO WmAREST TH B2 ABRASEEL TV IBRENL-—RABRTHSITSF
T/ XY UBRLEEREEANDITT (EREEEDHARVHEEE) 1L 5AK
271817 (FIGO MB-IVHD) SEBMERARMEXITENEINEE. NEEXILERESR
FzxRITolaparib TSR ELKRT S5 A Lb. ZEFR. FMAERAR
E-AYUUHREE. BERR, SBRARETRELLEELGEMERICOVTSIEk
SHRREERRIT S LDOEXHMEITONTEEL
EIER - KRR

HFEO WARESH HH B2 ABEASEELTWIBRTS FHRAZMINERE, I
EEXIREREEERELXEEZEEHNRICAH SN THEERGEEOS=2TEFS/RITD
HAZRENLG TS FFA—ADLFEE & LRI 5 EMERER

RREMEENRET. A TS UF L, FERR, SZERETRELLEELGEMERIC
DWTEIEHMESBRERET 2 EDREMEICODNWTEELT,

EEER . AR

EHO EILIREER K& BEE BUSHNEREL TULS Triple negative RLEEIZH T 5.
TYTYADIWEBEERO MM PEASHERAREMEAILSE I HERRKRGER
HEER. ARERIGEE - AERAXE - REFRZEICEAT I IZEEKFIEENR
. EZA—BAE. T2 YUUREE. ERKR. SRABRETREL-EELE
ERICONTEIEHMEBREEET S LDEEMEICDOVNTEEL-,
EEER . &3

EHEO NEHESH Al & ZELIEELTVWIBRBFEEEENRELEZT YT
1) o5 I HEEEFEEARER (NCCH1507)

BERERHEE - AEHAXE - ARABRZEROEFICHAT SFIEERET. EEK
. YZABRETRAELEEELEMERIZDOV TSI EHEEABEERT I L0R LM
[ZDoWWTEELT=,

WEMRR . &R

FEO WARESE KRB =F &RHNEREL TLV S DS-8201a M5 I #H54ER

(EEmE ERER)
BEREMEERET. ERKRICOVWTE| EHREABEERET S LDRYMEICONT
BEL-,

EEER . AR

BHEHO /NILTA4R 77— IRASHDOEKBIZL DI EEFTEIRE LIz LEE0O1T D
%1 b/0#AER

AREMEENRET. EEKR., SRARETREL-EELGRMERICOVTEIEHKE
BREEETHIEDORZYMEICONVTEE LT,

BEMR . &R




BERNVEE
%*% Zatx
nﬁnﬂﬂo)*ﬂig

BHEO NDHEASHOKBIZLIBREXIIETHEGEREREBLEEEEZTRELT:
MK-3475 0 M A&

BRERIGEE - AEFRAXENRET. ERKRICONTEIEHRESABREEET S &
DEYHEIZDOVNTEELT-,

EE%HE% . ﬁgﬁ

#FEO NHFERIEKRARHOKEIC K S ON0-4538 D% I 1HEAER
REREMEEE - BREMESUET. RRKRISONVWTIIESHERRERRT S &
DELUEIZONVTEE LT,
ERER AR

FEO EHFRARKASHOKBEICIIBEEREEZMRE L1 S-588410 D5 3 18E
F'.:T%ﬁ
LRERECTRAL-EROERGAETERITOV TSI EHREBRER KIS LD
HZEMITDOVWTERE LT,
EEER . AR

EHEO XEERIEHRASHOKEIZLSE [ B

L ARETRE L-EEARERIC OV TR EH T AREERT A2 DR L MHE(C
DWTEELT,

BEER . AR

BHO F=HBKAHOEKBEIZKLSE I/ TMEHR

L ARECRE LEEELEMERIC OV T E TR 2 EHRT A L DT YIS
DNWTEELT

BEER KR

EHEO® PHEEXRASHOKBIZLSIHEZEMRBLEEREEZXRELT:
MPDL3280A o %6 I AR k&R PR3t B&

A AR ECTRAE L-EELGRMERIC OV T =R EE T A L DT A IS
DNWTEE LT,

EiafaR | Kin

B0 J77MYHASHOKEICKIRBEREEEZXIR E LT AVELUNAB
(MSBOO10718C) DFE MAEER
LZARECRAELLEELGREMERICOVW TSI EHREABREERT L LORAMEIC
DWTEEL
BEMGR - &R

EHEO NDHASHOIKIEIZKBEHME N TILR T T« TEE (MTNBC) D EH % xt
R ELIARIBAEMERAGEBEOILEEEIIHT 5 MK-3475 DIEEHE. BEAIE. F
]]I’fﬁﬁﬁﬁ (KEYNOTE-119)
Y ARECREL-EELGEMERICONW TSI EHREARBEERT S L DZEHMIC
DNWTEE LT,
FEER . AR

BEQ NMDHBRELHOIKEIZED M) TILRHT 1 TIEBEERRE L1= MK-3475
(Pembrol i zumab) D58 M A5 58
L ARETRE LE-EELGEMERIC DV TEIEHMERRZERT A DR LI
OL\’C§ s L7-o
BEER . AR




BERNVEE
#%Eati
nﬁnﬂﬂo)*ﬂig

EFE® TALMSEAMMASHEKBICKIERMIEEEETRNRE L= AID2281 DFE
mﬁﬁ%

L ARECTRAE L-EELRMERIC OV TSI EHE AR EERT A L DR HEIC
DWTEELT,

BEER . K7

BHE® Ty I/ GRESHDOIKEICLIALEHEAMBEEZRNRELEARLIS
bzm%mﬁﬁ%
L ARETRE L-EELRMERICOVWTEI EMEABREERIT 22 DR HMHEIC
oL\’C% e L 1=o
ERER AR

BEO CARENEEBEN)IAVAAILA - FSURFTIIFIL - Do nRUREHD
mﬁ($éﬁ%2@ﬁhﬁmeTﬁ%U>NE§ﬁ%tLtHM%mmm%%mﬁﬁ
L RRETRE L-EELEMERIC DWW TSI EHMERBREERT 22 DT HMHE(IC
DNWTEE Lto
BEER . KR

EEO BRBRERNEEN) VA VEAAILR s FSURFIaFIL s Dokt D
KEICKD2BHEXXIZHAERA THIEAMNKY Y/ \EEXHR E L= HBI-8000 DI 2b 48
Bt

W R CRAE L EELAEMERIC O CE| S RBEERT A EOTZ UM
DWNTEELT-,

EEER . &R

EEO® BARA—S4) ) —HB%RAEHDIKIEIZK D) VNEEBEE. RILEVZERK
G, HER2 ZMEDBEHRS ) AV RHEEEEEZXNRE LTIV 1) T (LY2835219)
m*ﬁéﬁ%ﬁ

L AR CTHRE LEEELRMERIC OV T X AR E2EHT A L DZ Y HIC
DWTEELT-,

EEER . KR

EBHEO N ILESMASHOKEIC K ZERFEEE TS OERMRZEF (ESUS)
REZBMLLVEZTERNRETIBEREREDI RV EHEREORENFICE TS
N—OFHNA (5mg1 B1EERE)D7RAEY > (100m) ICxtd 2 EAMEZ®RET 5%
MEEREE., EfEALL, ZEER. 2 IS I—, RERB, AN FFER FNHEE
i;liaf%ﬁ (NAVIGATE ESUS)

L ABRETREL-EELEMERIZ OV SR ERBERRT 52 LR LIS

DWTEE L

EERER . &3

BE® BHAN—UH—AUTINA LEXSHOKEIC & 2 ERBETHADOKNERE
ERELEEEZXNRIC, BOEEMOVEVHEERTHIEEHA S VITXFLS—
b (110mgXIL150mg, O 1 H2E) OREEFOBEFHICETI2E8DMERVLEH
E7EFIILYUFILEE (100mgRO0 1 B1E) KT E5 U4 L, —EFHRAK
(RE —-SPECT ESUS)
L ARETRE LE-EELRMERIZ DOV TSI EHERBEERRT 52 LR YIS
DNWTEELT-.
BEMER . KR




BERNVEE
%*% Zatx
nﬁnﬂﬂo)*ﬂig

EBEO BHARA—FA ) —HKBRASHOKEBIZ & 5ETISEGEREHBEBAEEZE T
HEHEIZEWWTolaratumab R FFYILES VOHRABREETSERRVUKRFYILEY
/@ﬁﬁh%%&ﬁ?éﬂﬁﬁk BEER TS AR R E MHEER RS ER

LA ETRAE L-EELEMERIZ OV R ERBERRT 52 LR LIS
DWWTEELT-,

E 3

@L@ F—ZHABKRKASHOKIEIC L S5 IHRKER

M ARETRAE LEEELRMERIZ OV T EHERBEERT 52 LR YMEIC
DWWTEEL,

TEEMER KR

BEO WHMHMREEX) KX OKEICLDIET BRIVEEEENRELT-
KHK2375 % T tHEG PR 3K BR

L AR ECRA L EELREMERII DV T TGS AREERT A EDZ LM
DWTEELT,

BEER . &R

BHQ HI=Zz2WEKRAHLOKIEIZK S NCI-186 DERLASE O 8558

L ARECRE LEEELREMERIC OV T E TR E2ERT A L DT YIS
DWWTEELT,

BEER KR

EEQ CARENEEMNBASHTAaY - DoV OKEICK DEBEREDH S ER
NABRABREENRET S rucaparib DE 1 4. EER. T2URUEMEERER
L RRETRE L-EELEMERIC DWW TSI EHMERBREERT 22 DR LM
DWVTEE LT,
EEER . K3

BEO /NIULT4R 77 IRARHOEBICKIERERIEOMFEZRRE L
AMN107 (ZaF=7) OEMARR

&/ﬁ‘%ﬁ%f%&bf’i% BIER. SZAREICERT HBMEERSICOLTSI
EMERRERET S LDREMEICODVTERELT,

%E%ﬁ%% : AKER

EHEO FoHEBASHOKBICKIBRHIAEEEERNRE LT/ AT TDOEIE
ﬁ%

LEARRETRAL-ZTELEER. LK ABREICERT IMERSEICDOLNTEIE4H
ERBREERTAEDORYEICDODNTEELT-.

EEER . &2

AR EE

(ZhL




