H W
Y A
R

20215 4 17 H (H)
TR F =T HR R IR
1t 847 (RER)

5420 EBREELZ B S OFLak O

13 F 05 43 ~13 BF 40 4y
I, —=3

A O (RIEER)  1EM J9id OV R R

gk RIS A0M ESE M MRS ORER BER] BW s ME 2 HA T
AR fhsE RS KEm] L #—

[1] %419 [m1F%

BEmdi () TonTHLhUkRR SN,

[2] BENTRAELLEERAEERIIOVT FEFH)

1) B TOIRBRAkRED 2 M PRI OV TR S L,

AR KR

TRBRERE A

A

AT R At e LI =R~ 7 L A BV A~ 7 OPFHREEDE
FHFRBR
TUYURARL A=K AT A TS

2) YFe TOWBRBMKED 2 Y PEIC SV THRE ST,

AR KR

TREREREA KIBED LIV BB E 2 %4 & L7~ BMS-901618 D E N 2 FHEG K 5k
SEES TYARV =AY —X R7 A TS
[3] HFHEHE

I. FHZTANDBEERZONT

1. 8% (E3am)

2 4

1) ITHETIHELN T D IR, ARG IS5 STRBREM O 2 4 PRI OV THF# S

ni-, Fapfe R EED E TR (AEE - SsE MHEHAERBRIEY AT MY H))
1RBRERE S TT N R T RO X~ T L DRNEHREO & 2 FF e ks nw e
UNF =TIV T 7 =T RPE G LT T U AT+ LT =
TXITY T 7 =T OFEMM, EEHR, To¥ MRk
[k HA R A s £

2) INFETILHELNTO L IEMRRBR ARG, BRI 20 S TRBR M O 2 PRI SV THRE

Nz,

A atetn e 1 K

IR A
A

Elotuzumab OFTEERICEN U - BRE 1259 2 ki G235
TUYUARL <A Y= ZAT A TS

2. B8 (BAERFR
1) THE TITHE LI T D FREEIRGBR AR

11
fife R R V2 D E IR BRSEHE D 2 B MEIC OV TRk S

niz, Bt ok KRR
TR 4 BT SCEORISIE B & x5 & Lz CTLO19 (il o Bliiky) D22tk Y
A A B 9 % 5 b AR AR
R J VT 4 AT 7 —< RS

3. [EATEIRE (FAEERER )

14

1) ZHNETITHLILTV D IERMARRBRARL, BRI EE D S RBRIE O 2 U I SV TR S

ni-, FBAE R KGR
TRER TR 4, FEMEL v Foral 2Fua— LTI T A7 25— (LCAT) KIBJEIC
*9 5 LCAT BinHEARINENHINEO A F 512 L 5 HAER, i 1A#
DERFEEIER (51% 240 HE RHIZ 2/ A 2 ER)
FUERERT | BEIRIE - A3 - N

4. EEIEERR (77— M)

14

1) ZHETIHELN T D IR, BRI 2D SRR IR O 2 U MEIC SV THF# S



niz, Tt B AR

IR FHEA TN aRT I OFHEFEMER R LAE (23T 5 55 A RRER O gk
FROFRICBT DT 7 — Mt

EATLIERT | BN AR

5. HHUGBRICEE T 2L HHFEE 11F Fas AR KRR

1) [FEHSCGE

TR A 7TV AT RN X2 7N K DRIRRIEO & 5 g BT v
UNRFZT I T T =T HA LR L T T AT+ LT =
TXIEY T 7 == DM, HEMH, T X LR

K AR A S

6. FHUGBRICEIT A HHEE (55 417 [mETHGER) 11 FEHs 5 AR

1) 1EBRENEEAOET, BRI E B 1, REEEMEOBE (ERETH - BEH).
FHRFERA . B2

TRBRRR 4 H O MER ISR FUE (aPAP) ORANBFIKIT 2EL T T FRATF DRI 1
H 1 R A3 55 D 2 i e R EAR 2 (b~ 2 AN ot B 8 A Lk
KR NLTEN s A B —F 2 a T Akt GERENEEA)

I. JR8k - BUEHRERBRMEBR MBEOBESRITOWVT

1. Hi7c e ZEtERIC T S WE (RERATFROFERES) 72 14

e Eh e e FaIcB T oWl (EERAFEROBERES) 2% T, Thth
DIRER - RIERRGER AR 2 (kT 2 Z &L ORI OV THFE S L, IMBRIEKEE . BIEEM
aBR (GRAEBR) Okl CRIEZR L) &Il L2 Bl 04 R O3S IEFICHE T 2 RN RS LT
5 EAaEEAT, 1R - BUERCER BB OMIC O W THREI S, X TRBEIRZRNWE LT
AR,

(01) EELAEES

TRBRERIEA HEATHT R B T2 —RIGIRICB T 57 2 b7 L LAY A
7 O MAR IS EZ (L IR B M2 sk SEIRIFAUER  (HIMALAYA)

A T AT BRARASE

(02) EELAESESR HH LEBUGIOBH LY, IRAGE
TRBRERE A BRIRES 1 b FHABR
A T — YA A

(03) EELHERSR
TRERER A B ABERTAIIE 2N A% 56t & L7z BGB-A317 O IAHFRER
(KIEE NLTEN s A B —F g FakkliEtt

(04) EELAFHSR
TBBRERIEA AR D JRFTEIT ST S 2R L Lie, YT 7 2=T7 X
N A= T ROT TV ) A= 7RG 2 T 26, 7 % 2MEEI
R

A ARGt

(05) EERLAFERG
TRBRGRE 4 WFENZZERN Ll > 7o FGFR2 HRFEA £ © 1T/ #s M S IR RO BIBR A RE
7o R I HR g A b g & L7- INCB054828 DA RN M Oz % 34 5
FEE MR, HEE, ZhuaxdbE], 5 TFEER
I IQVIA H—E v — R Ty Uit

(06-1) HEEEAFFSR, MHERD
(06-2) HERAERR
[hsarmEs | AEMlR 2 x5 L L7z MK7902 (E7080) & MK-3475 0> &5 IIAHBR




s |

MSD kA& £

(07

) EERAERS

(0

0

R4 ST BB 2R LT=T 2 /L~ 7 OB MAHRER
S T A TR RS

) EELAHEFRG HERS

R4 RFHRIR 2N AR 6k & L 72 MK-3475 O &5 MIAHFBR
KFEE MSD Bk &4k

(09

) EERAEES

IR A
A

JENFZE DAL MERRE %6 (PSC) 125435 Cilofexor D5 3 fHmKER
EUT R Ao IRt

(10

) EERAERS

IR E A
IR

P AR s BB A b4 & L 7= Atezolizumab O MARFER
ERPAN D S

(11

) EERAEERES

TBBRERIEA

A

AT R At L Li=ARL~ 7 L A B A~ 7 OPFHEEEDO S
FHFRBR
TUYURARL <A —X 2T A TS

(12

) EERAERS

IRBRERE A
A

FFfm R R A kb4 & L7= MK-7902 (E7080) & MK-3475 O MIAEFRER
MSD #RA 4k

(13

) EERAERS

TRERAR 4 FFifam g 2wt Li-r=AhL~7 /4 Y A~70H . =R/~ 7T EM
277 R & FEIIRML S ZEAR T & O OF L O 55 AR R ER
{KFEE TYARL s~ —X A7 A TS
(14) Wt
R4 PRI N A BE 2 xtg L LT~ TAS-120 (7 FRF=7) OBEMFERAER
KR E MR 5 T2k st
(15) EELHERR

(1

>

(17

IR A
A

YR ARBE 7 AT 2 05 & L7~ Atezolizumab O ZE MIFRFAER
A SRR S A

) EERAERS

TBBRERIEA

AR

BAY 73-4506 (L =25 7= =7) & MK-3475 (A7 n U X~7) O IR
B
A VSRSt

) EERAEES

IRBREREA

A

HEERED D EIEDIFE O 7 v — IR BEERG LT 578V I~ T OHFR
PR O M A2 B E LB I /IE, 722k, —EEHR, 778K
R OVEEHR IR, A TRERT P, & it ak LR

Yot 7y —< A att

(18) VBB E EDERFREICETH L2 —

| B

AFRRERMERERBEZ R L LU T U X~ 7 OFMHHER




s |

T AT BRARASE

(19) EELAFESESR, HERE

IRBREREA

R

FREESE ) B HUE OTREIWWEE S ME RIG R BE 2 %5 & L7 risankizumab OF
itk e OV 2 % 5l 5 S ek R AE AL “EEMR 7 7 & R g A%
iR

7 v U 4 AlREE

(20

) EERAEES

o FEE R

IRBRERE A

R

BRI R B x4 & LT risankizumab OGN OV % 3419

B MR AR S BT 5 Rt 52 M R s e OFE S
Flkigeie 5308

7 Y 4 AR

(21) EELAERG
TRBRER A P MEEBEME A s B A x5 & L7z AMNLO7 O 55 T FHEER
(AT I VT 4 AT 7 — RS
(22) EELAEESES
1BBRER A RIBRD LM T flERE 2 %5 & L7- BUS-901618 D [ENE 2 FHEGHE B
KA TYARMV v, —RX AT A THAEH
(23) HrEHs
R AR A LR IR RS 255 & LT- Ixazomib Citrate (MLN9708) %5 3 FHZAER
KA EWEEE SUMRBE 2 Ve an
(24) EELAERS
TR BRMEMAGE A BEEZNG L Lizm 2 v X~ 7 OFMHRER
S5k Hr AR At

(25

) EERAEES

TRBRERE A
A

EMESIOBHE (HSCT) e MEfu B E (TMA) & 23 D HE S A&
Gl L5 7 U X~ 7 OENHRER
TV F Ty —~ RSt

(26) HERAERR
1RBRERE A TRANSFORM-2
IKEEHE 7 v U4 GlRatt
(27) FHE
TR WE PRI M B ligls FE 3 & x4 & L 7= RTA402 (Bardoxolone methyl) &5 MLAHFRER
R s U kA
(28) EEBRAEFS
TRBRER A N—T AR EBE 2 xtB L LTz voclosporin O MIAHGRER  (fkfealhR)
KA Xy 7 BRASFE
(29) EERAEEFS
1RBRERE A SELECT-Takayasu
K 7 v U4 AlRE

(30) HEELAFFS, MRS

TBBRERIEA

R

R NFEIE A TV & xf 5 & L7= ACZ885 D 55 IIAHFAER
I NIVT 4 AT 7 —< &t




(31

) FERERE

TRBRERE A
A

B PR ME s BB & %42 & L7~ RTA402 (Bardoxolone methyl) %5 MIAHZER
Y EING S - eA o

(32

) HERAERR

TRBRERE A
AR

MD-711PAH £8 11 / I FH 38R
A RS A S A

(33) HEELAFFES, HERE

TBBRERIEA

AR

HIV-1 JRY R E 2 %t5 L L7~ GSK3515864 ( K/LT 7T EN+T I TV D
g
MRS 4T B AR PPD

(34

) EERAEESR

BB A
A

FE/ N S BB A x5 & L 7= BMS—-936558 O i A ER

TYUAIN s A ¥ =X 274 THASH

(35

) EERAERR

TRBRERE A
A

FE/ N S R A xS & LT~ BMS—936558 O i T FH R ER
TYUARL v —X 27 A TRASHE

(36

) HERAERR

IR A
A

ONO-4538 FERE - Rz JE/ N AR AT 23 AN %9 2 55 AH
JINEF S L T SRR A

AR

(37

) EERAEFSR

BB 4 FE/ N TS A6t 5 & L7 MK-3475 O AR ER
KFEE MSD Bk 4t
(38) EELAERS
TRBRAR B4, 7' Z F I RBIOF AL FHEE B O RIE IS K D IREE O & 5 i M IR/ N
iR E 2 X RIZ_ LT a ) X7 & Lo R_F =7 O R E 2 B
b3 % R
{KFEE MSD &4k
(39) AV
R4 BB BRE AR5 L LT S-588410 D 3 FHEG K ER
KFEE Y By FEMUSRpR U 1
(40) EELHAERESR

IRBRERE A

A

ONO-4538 %5 M FE A ER
BENAVLONEEF ESEN KT 5%
JINEP S L TR S

e SRR L — S el

(41

) EERAERS

TRBRERE A
AR

BIRRANBE ST M o0 fH A s AR 642 & L 7= INCB054828 i I FHFRER
AL D e AL AP AT VR - Dy S A RISE

(42

) HERAERER

TBBRERIEA

AR

I NS 2kt 5: & U 7-MEDI4736 D25 AHZAER
7 ) == 2R St

(43) EELAEHER




TRBRERE A

A

ER AR (BGFR) ZRS: [ « BIBR W] REFE/ NI e BB O AT Rl
BORIEIC RS DA 2 AT =7 AU IR L & OOF A R i L is
M & S 5 S IIAR AR 25 AL 2 i it [EI PR3 ] 3 LR (NeoADAURA)

T A LT B AR

(44

) EERAEES

IRBRERE A

A

FEREME CRPC & 9 AL ERIGEBE BT 5 abiraterone/ 7 L K=
v a ] BAYS8-8223 DS TIAE 7T & AR xf R ik Br
NA )V RS

(45

) EERAERS

TRBRERE A
A

R TR LT R MRS IR B 2 G & L7 ODM-201 O 7 7 2 AR %R
T AH AR
A VR R

(46

) EERAEER

. HEE RS . PROTEUS Global Urgent Safety Measure Letter

TBBRERIEA

A

HIRHIRINZ IR R ERIT OB CTh D& U R 7 D DR e XA R P T RS2
B xR & L7c apalutamide 7 % MM, “HERKR, 77 BARXRE
3 AHFAER

Yo7y -~

(47) EELHERS
R HRRSME R L L R MR RINT IR 2 k52 & L 7= AZD5363 25 TIHAH 3R BR
{KEEE T A TR RS
(48) VA
TREREREA, G-1 ORUMIAE BFH 2 x5 & L 7= Zitax $[E iR
KFEE &4 JTIMRO
(49) EELHERS

TRBRERE A
A

TR BB 2 BB 2 %[5 & L7~ Faricimab O MIAHZRER
AL SRR 4

(50

) EERAERS

BB A
A

BHEIE A2 %5 & L7- ON0-4538 (=R/L~7) OHEIMHERATHRO
FNEP R L T RS

(51

) EERAERS

R

TRBREREA
AR

Brivaracetam (ucb34714) O MFHRAER
a—— b=y N URR S

(52

) HERAERR

TBBRERIEA

AR

B PESIEPELBETE 2218 4% (CIDP) il N & x4 & L 7= ARGX-113 PH20 SC
D 2 MR
MR8 B ARF PPD (JRBREINE BEA)

(53

) EERAEES

IRBRERE A

A

M MERIEMEBLBETE 22 R PR (CIDP) Ak N FBE 2 x4 & L7z ARGX-113 PH20 SC
DF 2 MHRER GEEMIEERER)
RS 4EHT B AR5 PPD

(54

) EERAEES

/S )

BB A
A

LI VIERE 2RISR L LimA 7 7Y L~ 7 OFE MR
VT 4 AT 7 —~ RSt




(55) HEELHERSR
TRBR AR E 4 RN DORIRFRER AT T LBEFENRE LT 7 X~ 7 OFMHR
B

(B3 TV T 7 ERST

(56) EELRHERR
R4 —WRMEEATRI M EREALE  (PPMS) B Z%t5 & L 7= SAR442168 D ZE AHFR
5k

A Y/ 7 1 BRAEtt

(57) BEELHERSR
R ZIEVEWLAE (RMS) HE % %15 & L= SAR442168 5 M AHFABR

TBBRERIEA
A Y 7 1 BRAEtE

(58) EELAHEHG
TRERAR A4 I &2 D2 R PEEITR 8 B L iE (NRSPMS) B 2 xf5 & LT
SAR442168 D M AHZAER
RS Bt 7 4 Rt

(59) EELAERG
TRERRRE 4 EHMHKT2H T2 EEMBEIERE Z XI5 L Lz ARGX-113 Offkfifk
5. 3 MR ER
YA RF R e ~JLR - 7Y =T RS

A

(60) EELAEHSR
TRBRAR B4, T 7N R~ T O NEFREIEGHESELE RS L LB IE B SRS
I [ BR

(SR T LI vA Ty =~ ARt

(61) EHELHERS
R4 A By R B ) B E R & )t G & L 7= zilucoplan O 55 AHFAER
(T T A Y=L AT TS

(62) HELRAEFR
L ETIEREMEEERE 2R E LT zilucoplan OF MFHRER (kFeadbR)

TRER AR 4
KFEE TA Y — LR T RS

(63) HEELAERS
TRERFRRE A A R B E A ) E BB E A %15 & L7~ ROZANOLIXTZUMAB % 344~ % IE & Mufik
TN

Z—— BV R UBRSA

A

(64) EELAEHER
HZEMEMEMISRBLIE (ALS) BB 2B L L7eT 7Y X~ 7 O AR

TR EA
(T TLIvAy 7y —<AREH

(65) EEMRAEFS
TRERRRE 4 nemolizumab O/NET N B —VERE G BE 2% 2 5 AR
— b/ R ik 5 ek —
IR ~ LIRS T

(66) HEELAFHRR




TRBRERE A

HIEER

)L F U B D VIR OF M vEEL (FMF) 264 & Lz by U X
~ 7 Ok 5k R
7L ¥— - BIEHRENE

(67) EELAFHSR

TBBRERIEA

HIEER

M AR FERR PN = ML ERE 256 R & LTe ™ R O fFOMER V224
BEEST 2 U7 7 ) UM, ZhsxdF 7 > 2 AU AR

o5 I P Al 28R R

I 2 N B

(68

) EERAERS

IRBREREA

HAEERD

JEFE B 2 k52 & L7~ Nivolumab (ONO-4538) 5 I fHEAER
&S N AL

(69) EELAFHSR

TBBRERIEA

HAEERAD

EGFR & 15 128 B IE R - R FE/ N it (2 kb= 2 . FIlEb S & LT
DFVANF =T+ T LN T T ANF =T DT & MMuE TR
JEIEE N

(70

) ERLATHES, HERE

TBBRERIEA

HAEERAD

HER2 A5 T D MR 2580 D EATHEETE N A BH 2 L LI h T AY X~
T oYLy X T HERERE O E T AR R
Rl - Bl

(71

) BESAEERES A ELORELGToORH L

TRBRERE A

HAEERAD

YIBRAIAE discreteN2IA-B HAFE/INARARATHE (2 %9~ 2 AL LR RRE A 2 Al
R4 O R EZ I 2 72 Quadruple—modality VBB MM & MRS
ERAY BIEEREN

IR g A

(72

) EERAEER, FREE, IR, IR SCEYSGTO ZREA

TRBRERIEA

HAEERAD

W7 T Y 6HT 7T A4 (1g64) HEHUREED HERMEASIESIEEN
BEMEZ PRI (CIDP) BEITHT 2 U Y * i~ (B Fiz) OFA%)
PR OV M 2 fad 9~ 2 PRER IR IR SR

R PN

2 BRICETDEFEHRFEE

1) IBBRIEHEFHE EEOET 42 {F

HHRER T ORR

(01) BB DIERIZHOWT (LF—)

BB A
A

IR EE 1 b FREBR
= — YA Bt

(02

) {RBR I

TRBRERE A

AR

RGO RFTET OB B E 2R e Lie, YT T72=T7 8
N A= T ROT 7V ) A= 7RG 2 T 26, 7 % 2MEEI
R B AR R

AR R AU A

(03

) inBREM A EE  EH EOKEHE

TRBRERE A

AR

WETZEEN L 7eho 7 FGFR2 R A £ 5 M TME /5 SIS EHHIEIBR A RE
7o R IR HR g A g & L7- INCB054828 DA N M U224 % 34 5
IEEM, HEE, ZhEsx LA, 5 I ARRER
IQVIA H—E v — R Ty R ath




(04) BACE (LrrE=), mBRFEMETEE BT

TR A FTRRRagEE 2 54 & L7~ MK7902 (E7080) & MK-3475 5 MIAHAER
{KFEE MSD #RU 4t
(05) TRHRFA T E
TRERFEE A ST RIE RE kG & UT2T 2 v L~ 7 OFE MAER R
(KR E T A TR RS
(06) VRERSEHEFHEIE  BIHK
TRERFRRE A RIS AR 255 & L T- MK-3475 O AR ER
{KFEE MSD Bkt
(07) TRBRFEAY 2
R4 B B BAFR 7 A L ALY ORI B VT JNJ-73763989 K Y/ X 1E
INJ-56136379 Z & e &M L ¥ A > OFGME N N5 a5 5 2b
, ZhasxdtlE, “EER, SRR, 74 AR
KEEE Yoo 7y —~ et
(08) [RlEGRAASCE:, TRBRSEA
TRERFRRE A AR B 2 xf 4 & L7- MK-7902 (E7080) & MK-3475 O M FHZER
{KFEE MSD #k 24k
(09) TRERFAE T E
TE R EILEE £, PF—06865571 ¥ & X PF-05221304 D% 11 FHEER
KR E 7 7 A P —kSt
(10) IRBREEHERTIE, JRBREAEEE, [ R SGE
TRERERE 4 YIS AR GE 2 AHINARE 2 x5 & U7~ Atezolizumab O M FAZRER
{KFEE H A R A
(11) {RBREEEE [FEDHSCE, #BRE HEE, 1BBEEAR ML OBI HD Z2NE (Bl fEmk)
TEERERRE 4, BAY 73-4506 (L 25 7 x==77) & MK-3475 (A7 1V X<7) OF TR
Bh
{KFEE A )V ER RS AT
(12) ‘GEIORIFHIFMEE . AURORA2 (AUR-VCS-2016-02) ZRERSE T4 6 OV 12 7 A H O IEE
fli (L&—)
TREREREE 4 J— T ARG BB Akt & LT- voclosporin O MAHRER (HkkiakER)
KR E PR T
(13) & BE CHHIER)
TREREREA R AFIE A F LR &6l 8 & LT= ACZ885 s MIAHZER
eaE ST 4 A T —< RS
(14) EEIORAFHARIIE R
R4 AK1820 @ 25 A ER
KFEE bRk 7 7 —~ RSt
(15) VREASEhEtmE, [FERLHSCE
TRERARL 4 FE/ N TS A6t 5 & L7 MK-3475 O AR ER
{KFEE MSD Bk 4k

(16) inBRIZhmatmiE it

| B

[ BESAABEEERRE LIE=R <7 LA E U A~ 7 OFMERR




AR

[/ T S

(17

N

) IRBRIBE S

TEBRFENG T, TRBREM G UK, (R SO

TRBRERE A
A

FE/ N fities 2 %22 & L 7-MEDI4736 DA T FH R
7 ) == 2T

(18

) IRBRIEBE S

IRBRERE A
A

FE/ R R b8 & LT CHB424802 (—k4 : 7 L7 F=7) OEI
FHFRBR
b R S A

(19) Protocol Clarification Letter, [IERMANE, tETREHRHCEFEOREREXRE - FE
BEDZ A I 70T (EHER)

TRBRERE A
A

MK-8189 1% Hi1%H 11 FHEAER
MSD #kA 4k

(20) YBRAE OB D AR GIIERD) . TRBRIBEEEE

BB A
A

Brivaracetam (ucb34714) O IFHRER
a—— b=y U ST

(21

) Lay Language

Summary CHTALIERK)

TRBRERE A
A

PR E MR PR LIE 2 P 5 & U 7235 AR AR
NRA Tz« Dy St

(22) [FAEDISCE, BRBIEME, 47 7Y A~T T LT 4V R OIEEE GBI 566
W COTBUERD . TRBEEEE . IROHGE (v 7 8) ITBUERD

(23

(24

(25

(26

Iz

R4 LIRMFFVIERE L2 R E LA 7 7YV b~ 7 OENAHRER
S I NIVT 4 AT <R EaH
) JRBRIEhE T IE ., JRBREM R RIESASCGE, [RIEREE
TRBRFREA EEVEG MK T 249 2 BIEMEERE 255 & L7z ARGX-113 DRk
B3 FHRAER
SEES YA A e ~ILA - 7Y =B RS
) TR SCE:, TRBR A B
TRBRFREA A By B E A B ) JE R A k15 & L7~ zilucoplan O MIAHZRER
SES T A —~JL A T RS AL
)RR S, TR AN
TRBRFR A A RIEERL I ERFZ 2 %5 & U7 zilucoplan O MAHRER (fkfkratER)
{KFEE T A — LA T RS
) Note to File
TRBREREA, A By T ER T ) B ) FR A kb5 & L7~ ROZANOLIXTZUMAB % 549~ % FE S Mk
T ek B
KFEE a—— b=V R U E
(27) 1RBRESEFEEE  BUHE, MR 2RI SCE, RBCEROEHICE T 2 FIEE, ROt
RH9 2 FlEE
TRBRFREA, ARE TR 2 fF O WA TP R 2 kR e LT 2~ T « R AT A
2020040 ~ 7 L R AREE & OOFREIEO L 2 L HMEEFHET 55 1 b FHERR
AR
EAEERD | I basNEL Edw IRE

10



(28) BEEHEOEMEIZRET 5 FIEE

TR EA 12 AR FERR MR = I ESE 2 )5 & L= RS0 OB R O 2%
BREST 2T 07 7 U xR, ZhaakdiE 7 o 2 AL g
S5 TIUFR = il 32 R B
EALER | FE AR
(29) JRBEEOEHICREI 5 FIEE
TR 4 JRSE R 2 %642 & L7~ Nivolumab (ONO-4538) i 11 fHaRER
HLERM | FEENE
(30) VRBRIFZhE AL B
TR =R/L~=7 (0N0-4538) HLKIEER
JFR AR 3T D sk 3[R I B R ek IR
HLEM | FEENE
(31) VB E. [FMEMPICE
TR A IBRATHE discreteN2IIA-B HAFE/INHAGATE 1 %3 2 AL F R iR E Al
R4 O EZ N 2 72 Quadruple—modality VBB MM & 2 MEIZRY
ERAY A
FALER | FE s R
(32) BEAAFHmE
1R EA HEME B AR PAZESE & %152 & U 7o fR R S iR ORI D 2 Ve R OV 2RI BE 5
Bkl (55 11/ DTFREER)
ELEM | IRF
(33) BEAFHmE
TR EA FEBARIEME RS MR AR RRIE & 6 G2 & U 7% B R 7B NS oD 22 4 B OV 2tk
(BT 2B (B 11/ MAHFRER)
ELEM | IRF
(34) JEBRIFEMEAIEE (35 7.0 hR) . [AIEFIISCE, R EREOMEIZ O T
TR EA Ty Rl U BN IR ST AT v R a5 AR L K
Darolutamide (ODM-201) @& I #HEER
FALER | H S - BRSHAVE
(35) JRBRIFEMEATIEE  BIHK 1
TR EA T E NBERAEGEIE « FEABICHT 2 A Fafde 7 27a b X bk
IV X v OO RIE AR AT O H B RO TR
EALER | W AR
(36) VRBRFEMEAHE ERRAEE OLHE EHEE S, BARFIGERIEME G E R, FER S
TRBRGRE 4 FFREAE S VBB A k5 & L= TAS-120 (7 F RNF=7) OFMAHRER
K KRB L T 2R
(37) 16BREMFTEZE Note to File
IR G M i B E L2 %3 % Rozanol ixizumab 5 MAHRER
{KIEE e =L R AN & SV
(38) TR EEE B4l
TR A4 MD-711PAH &5 II / TN AHFRER
{KIEE £ H SR At

(39) 1RBASEHEFTME (Amendment)
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TRBRERE A
AR

JREENE % k52 & L7 ONO-4538 (=R~ 7) OFENAHRER
JINEP R L T 3ERE S

(40

) InBREE S

TRBRERE A
AR

X7 e NLU—JEBRE (GBS) FBF Zxtge L L7z Eculizumab O 3 fHFER
TV ATy —w Rt

(41) 1RBRSEMERT L (56 1. 2 ) . [AIERIISCE ., GBS, mE B 2Bl SCE, (HRRE
E G D)

TBBRERIEA

HIEER

HRE R 2 O AT BB 2 R E LTeT 27 b=7 - F LAY L
~ 7 L BRI & OOFFRIED R e L A2 R 255 T b ARG
AR

{HIEZ R

(42) {RBRIFEHERHIIE (2.0 fR) . TRBREMGTME  HIAL 1, RIERASCE, FHEEEFIRE O -
D) GErBUERRD) . BT FIEE &

TBBRERIEA

HAEERAD

WA RAME R X5 & U 7o S R R 18 0 A M B OV 2 & G
B 3 MR R B R

IRAE

2) SrHEROZE

SRERIOE IOV THRA SIVKR ST,
(01) f54 . FEh, HIBR

TRERER A ONO-4538 DRTFHIRNN AR % kb5 & U 7= 1% A BhiE 1k 0 45 T AR 305k
{KFEE sNEPSE L TR A
(02) WkAAZ5sT, HEh, HIBR
TR AR B 2 xf 4 & L7- MK-7902 (E7080) & MK-3475 O M FHZER
{KEEE MSD R4t
(03) fa44. H#Eh, HIBR
TRERFRRE A YIMRAGE 72 AFAM IS 2 64 & U 7= Atezolizumab O M FHZRER
{KEEE AL B PR 4
(04) HIB®
BRI A FE PRI P B g BB A x5 & L7~ RTA402 (Bardoxolone methyl) O &5 AR ER
G WU ket
(05) KB
R4 SELECT-Takayasu
KFEE 7w U4 ARt
(06) 54 . HIBR
TR HIV-1 JRYERE 2 %t5 L L7 GSK3515864 ( K/LTF 7T EN+T5 I TV D
T AH AR
{KFEE AT B AR PPD
(07) ¥54 . HIFR
R4 FE/INHI R s R & et 42 & L 7= BMS-936558 O 2 AR ER
{KFEE TYVARL s~ Y —X A7 A THRESH
(08) ¥54 . HIFR
TRERAR 4 FE/ N TS A6t 5 & L7- MK-3475 O AR ER
{KFEE MSD Bk &4k
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(09) fi5sh, HIBR

TREREREA 7' Z F - RIBIOF AL 5 B O IE IS K DIREIE O & 2 i M IE/ N
fiE R A Rt BIC AT e ) X~ T b Lo R_F =T OO L Z BEfEE &
Fek g 2 B
{KFEE MSD #RE 4t
(10) ¥54 . HIFR
R4 FE/ NIRRT R A et B & L7- CHB424802 (—iE4 : T L7 F=7) OHFEI
FAFBR
KFEE R AL RS 4
(11) HIpx
TRBRFRE A EEVEG MK T 269 2 BIEREERE 255 & L7z ARGX-113 DRk
5. 53 FHRER
e P A RTF A e ~ILR 7Y =T kRS
(12) HIBx
TREREREA T 7 ) A~ T O NG EIE G EIEZ x5 & L= BIH _EE MR
[ FBR
KFEE TV ATy —<EREt
(13) HlIpx
TRERER A, G R ERIER I S)ERE %5 & L7- zilucoplan O & MIAHZRER
KFEE TA Y —~JL A T RS
(14) HIpx
TRBRFREA, A G R ERG I EBRE 2 %5 & U7 zilucoplan O MAHRER (fkfkratER)
{KFEE TA Y — LR T RS
(15) HIBx
TRBRFRE A, MRD BEAE D 55 B iR I 7= 1 X0 4y B R oD 2k B s K OV U & 7 B Bl
TRUEERE 2 %5 & UT- aAVC-WT1 SEIE D M a FAFER
EEERT | mMiERANE
(16) WkAAZH, 54, HIBR
TRERER A, BIFRATHE discreteN2IA-B HAFE/ NI 12 %9~ 2 38 AL 2 bR i Al
R % OB PR E 2 N 2 7~ Quadruple—modality JBEED AR & MRS
4 %8 0 FHRBR
EALEARD | PR RSN EE
(17) H#h, f54. HIBR
TRBRER A4, & B E0302 O ZERE M 2R LAE 12 5 2 5 AH B BR- [ Al 2 A R —
EALEARD | RN AR
(18) Fi#h, T4 25, HIBR
TRBREREA W EITTZR) LI dyo 7o FGFR2 BnE % £ 5 MEA T/ S M SIS BB BR AN RE
70 HAE A BB A %18 & L7- INCB054828 DA %k K ONZe Mk % 2FAlh 3 %
JFEER. BB, ZhuaxdklE. 5 0 FERER
{KFEE IQVIA —E v — X Vv R Reth
(19) 54 . HIFR

TRBRERE A

BRI T2 (BGFR) 28551 « BIBR W] REFE/ NG e BB O AT Rl

BRIEIC R T 2 A4 2 ANVTF = 7 HFISUIMLFARIE & OB 2 B LR EH
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3. E=F VY TR EEITOVT

AR

W& LR 9 2 AR VR 202 fit e [E B 2 [R] 3 BELhiikBk  (NeoADAURA)
7 A b TR B S

10 {4

R Ehize =4 U v 7l FITOWTFR®E S, TBROMk VKR ST,

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

4. BEEHESBIIONVT

TRBRER A Vb F UMD D VIEARM OF R FEE (FUF) 2 x5f5% & Lz b U X
~ 7 DOk Gk
FBLER | 7L A¥— - BEUENE
BB MR IEERME T Ma Y >N fE (AITL) KON O JEafE~L —T flifla
U U REIZT A XY TF =7 D% haak e U FRE RN 3-8 155k
BEEA | MEANE
TBERARE A &M A ZERRME T & MESEZ %5 & L7 R X0 OF %ML Vet %
MRAET DU N7 7 U xR, ZhiskItE 7 o % Ak sl
55 AR = Bl 3385 R Bk
BEILEAM | PR ERNE
TRERFRRE A EGFR & 1512 BB IEIER - R I/ N Raitifs (2 k-2 . FllEb 5k & LT
DFVANF =T+ T AN~ T e F U ANF =T DT K LS T FERER
EILEAR | AR
TR FE/ Nt e 2 UIR% T -TH# O EGFR ZZRIGIEFICKF 5 AT F F o+
v LILVE UHRREEE SRR E LT 7 ¢ F =T OB LR ED T
X ML S MR (2 6 ek 3[R = il 32805 5R)
EILER | PR ERSVE
TR A BB FIHE discreteN2IMA-B HAFE/INME @ AtifeE (2 k9~ 2 38 AW S i R 1 Al
B8 O yE % N 2 72 Quadruple—modality VEEDOHF M & 2B
ERAE: IR
ELEAR | PR ERSVE
BRI AR D ENIREAZEIE 2 %5 & U 7= R B AR 0 22 Ve K OV 2k I BE 3
DB (GBI /IMAHRER)
HILEAD | BRF
BB B3 - EITOASEEE A AR L L7z iPS-NKT Mm@ ikIic B4 258 1 8
B2 (First in human 3RER)
EALEAD | B SR - SESEEA R
BRI a7 Yy 6T 7T A4 (1g64) H CHUREME O EER MR MERIEM
Pt 2R R (CIDP) BEICHT 2V Yo ~7 (BEHHIRZ) O
MK V2 et 2 fatd 4 BRI R R R BR
EALEA | AR
B4 SR NIRRT - FEEICRT A A Frfd v a S ATn b A MR
VX OO MR AR E O A B RS ERER
EILEM | AR

2 4

B S EICOVWTHER D -7,
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TRBRERE A AL e DB IR PAZEE 2 0 5 & L 7o 8 B2 R B SR 0D 22 4x Ml OV M2 B
LR (55 I/ AR RAER)
FAEERT | ARF
TBBRERIEA FEEIR A MR MM EBIARIRAE 256 B & U 7o 8 B2 BB SORIT D 22 4 Je O 2k
(ZBE9 DR (5 T/ TAHRER)
HALERT | IRF

5. 2020 £ D EHRILRE S

FALEATL D 2020 O FEEIRPUHR S ENBH SN2 L 22 T RBRAMKGE L TITHo 2 LD
B DWW TR S, ke KRB ST,
1) 7aBR (EEFEM) 11
1BBRERE S St IR Al 0 IS A 560 52 & L 7= ACT—064992D 0D & TR i b 7k Bk
{KHEE Yo7y —~ Sttt
V. @&BCBT 2 HEEICONT
1. JRBREMGHEE D Ol (BaOfEREEOGA ZR<) 12T &
1) hLAG-31g DiRBRIERE MR DFRFREL (GCP M) 12DV THaE S AUKGR é%wt
TBBRERE S UIBRARE 7o EA T IR FR A %P 5 & L7= CYT001 D T AHERIAR R
EALER | T EERE
[4]13#EFH
1. 587 - THREEORMBICOWVWTHEN D ST,
BRI Cabozantinib O 2 FHEER
S5k T R AL TR A A
TRBRGRE 4 WP OB T BETE AR RS 2 xtg L LR A TF =7 O 2 fHikER
KA 7 7 A RSt
TRBRERE A DS—5565 (D HEHX LA s ML FR A 2 kP G2 & U7 B AR 5 TIAH AR
(S5 o — = AR tt

2. ETHE

FORBIZOWTHERH -7,

TBBRERIEA A DB R PAZEAE 2 05 & U 7o iR BRI 00 22 4x Mk e OV 22 B
LB (55 I/ AR RAER)
FAEERT | IRF

7ek. LB 420 [MEBREERBE S OFHRIZB T
B oOBEEE B L ORISR OREEIC

AL TV Ru,

B) BALEMIOFTE T % U442

B G
xinir GABR) OFF#ER LORRICITS

A
IZI
HOLFEEZRIT, Y
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