% 415 RBREELZ B S OFLak O

S 20204F 12 4 21 A ()  13KF 054y~13WF 504>

% Br THERPEZAMM ARG IS —=3

& e 817 (ZFRR) #f g4+ (RIZRR) fei &k OH iR RS ke
g R RMIHE B AGH EE A b AR fhsE M RS KR &R

KIE# WD B WA T EE WEZ

[1] #4414 WEE

DR (R IOV THLIWAR I N,

[2] BENTRAELLEERAEERIIOVT FEFH)

1) Y4B TOIRERMKGE D2 LGP SV Clak ST,

AR KR

TRERFRRE A FFfm R R 2 kb4 & L7= MK-7902 (E7080) & MK-3475 O MIAERER
{KFEE MSD #E &4k
2) WP TOIRBRMG D Z U OWTEREI N, AR KR
TREREREA )L F UGB D VIR OF M EEL (FMF) 264 & Lz kv U X
~ 7 Ok 5k
EEER | 7L A¥— - BEUGENE
3) WP TOIRBRMMG DZ U OWTHEREI N, AR KR
TRERER 4 FFAm R R 264 & L7= MK-7902 (E7080) & MK-3475 O MFHZER
{KEEE MSD #R U4t
4) M4BT OIRBRMEGE D2 G OV Clak ST, SR L KR
R4 AK1820 @ 5 A ER
KFEE B bRk 7 7 —~ S tt
5) YL TOIRBMkG DO L IEIC OV TE#E S LT, B G
TRBREREA HER2 1Efn 1 DR 2 380 DM THEEIE N A BRE Z G E LIz h T AV X<
T+ VY X 7 O L O I AHRER
EATLEM | &E - HEAE
[3] HFHEHE

I. FHZTANDBEERZONT

1.

1) THE TITHE LI T D FREEIRGBR AR

1BER (E3E0)

51
fif R BB V2 D IR BRSEHE D 2 B MEIC OV TR S

niz, T gL KGR
TRBRERE S XT e NU—JEGERE (GBS) BE Z%t5 & L7- Eculizumab M 3 FHAER
ks | Ty T —~BRE
2) ZTHETIZE LN TV D IEERARRBRAGE, BRIRAGRICEE D TR IEM DO Z Y MEIC O VW THF®R S
i, AR AR
TRBRGRE 4 FFPREAE S BB A k5 & L= TAS-120 (7 F R F=7) OFEMAHRER
(RS | KIBSES T3St
3) THETIZHE LI TV D IERIRFER A, BRI D IR IO Z Y PEIC DN THR#H S
i, AR AR
TRBRERE 4 R AR RN T2 AR (BGFR) 8B 5 - GIBR AT eI/ N A s £R 8 O AT RiTAl

A

BRIEIC RS DA 2 AT =7 BIFIU IR L & OOF A AR M Lk
M & Peied 2 5 AR BEAE 2 (b 2 i i [E BRIL F] 3 B L aealli (NeoADAURA)
T A 7B AR




4) ZTHETICHLIN TV D IEERRBREGE. ERARBOEIZ D BRSO 2 4 HEIZ DV T
ni-, AR AR
TR 4 MK-8189 D% W55 I FHFAER

[R5 MSD R

5) ZHNETIZH LI TV D IERERRBRRGE, BERRAE 23D ZIRBRSEHE O 2 4 MEIZ DUV Tl
iz, FhG A - KGR

TR A By R FEE ) B B A k42 & L7~ ROZANOLIXIZUMAB % 2EAli4~ % FE S ik
fot ek B

R a—— b=y UK EH

2. FHIRRRICE T 2 A HFEE 2 4

1) [RIEFISGE, RS ~OZ T 5 &k

TRERAR A4 X7« NLU—JEWERE (GBS) & Z%f4 L L7= Eculizumab D% 3 fHFRER
KiEE | T VoA T 7 —~BREH

2) FEBISCE
IRBRERE A ER SRR T2 (EGFR) ZESEEGME - GIER AT REFE/ Nl fifies d8 8 D IR ATl
BRI BT DA 2 A NTF = 7 HFISUMMEERE & OO 2 LRI H
ML LS % S IIAR A 25 AL 2o i it (= BRI ] 3 LR (NeoADAURA)
KA | 7 A 7 R RS

I. J58k - BUEHRERIBRMEBR MBEOBESRITOWVT

1. Hi7c e ZEtERIC T S WE (RERATFROFERES) 69 £
e Eh e e ERIcB T oWl (EERAFEROBERES) 2% T, Thth
DIRER - RIERRGER AR 2 (kT 2 Z &L ORI OV THFE S L, IMBRIEKEE . BIEEM
Mai GUBR) oOmffkelcBEAR L) &Il LI B4 % OXHSHTIEE IS 5 A s S Tn
5 EAaEEAT, 1R - BUEIRCER KRR OMIC O W THRES S, X TRBEIRZRNWE LT
AR Ehe,

(01) EELAFEHRR

TRBRERIEA EATHT R B T2 —RIGBRICB T 57 2 b7 L LAY A
7 O MAR SRR L IR E M2 Sk SERIFAUER (HIMALAYA)

A T AT B AR

(02) EELHERS
TREREREA ONO-4538 D FFAMNEAS /U & xtEe & U 7= 4wl B E O 55 AR # B
e JINEP S L T SRR R S A

(03) EELAESES
TRBRERE A BRIR S 1 b FHER
A = — A B4

(04) HERAERS
R4 Cabozantinib O 2 fHFAER
[SEEES B R TR S

(05) HELAEFEES
TR 4 BIBR AR REFMIAL A A& k52 & L7z BGB-A317 O 5 IIFH R
R XU T®I)L e LB —F > g F VRS

(0

>

) EELATEER, HERE
TRBRERE A RGO RFTET USRI B E 2R e Lie, YT T72=T7 X
NY AT ROT TV ) X~ 7P &G 2T 25, 74 MEHEIT
i AR R




G

R |

(07) EELAFHRSR

TBBRERIEA

A

WEIZTEZ Lleho 7o FGFR2 B % {4 © M T /H5 ME SUISVEH RO BIBR R RE
72 ARAE s BB A kP52 & L7 INCB054828 DA RN Mo O A A 3FAM 9~ %
e, HEE, Zhusx LA, 5 I FERRER
IQVIA H—E > — R ¥y U pkiatt

(08) EELAFHR

BB A
AR

BT sE 2 5t & L7 MK7902 (E7080) & MK-3475 %5 NIAHZER
MSD KR4t

(09) EELHERSR

IRBRERE A
AR

ST BB At G b LT=T 2 L~ 7 Of MTAHRER
T A b7 BRI S

(10) EE/HERSR

IRBRERE A
AR

JIFRBAEAN AU BB A5k B2 & L7 MK-3475 oD 35 TINFH U5k
MSD BRA &t

(1) EELAEES

IR A
A

FENTREZ O JR F& PR L PEARSE 28 (PSC) 12%F3 5 Cilofexor M 3 FHFER
FUT R YAy AR SH

(12) EELAESES

BB A
A

CIHRAEVENTFREE BF kT 2 VAR R T EIL /A% ZE LD 3 FHRER
EUT R - B Ao IRt

(13) EELAFESES, HERE

IR A
A

P AR s BB A b 4 & L7= Atezolizumab O MARFRER
GRS D Y S

(14) EELAESES, HERE

TRBRERIEA

AR

AT R At L Li=ARL~T7 L A B A~ 7 OPFHEEDOSEI
R
TURRL vV —R 2T A TS

(15) HEELAFERG, FRHE

BB E A
AR

AR B 25t 8 & L7~ MK-7902 (E7080) & MK-3475 O MFAZER
MSD #E &4k

(16) U

IRBREREA
AR

PF-06865571 43 & UY PF-05221304 %5 I FH 7R
7 7 A PR At

(17) EELAFHRER

TRBRERE A

AR

HEEIE ) & BEOTEBEIE G RIGR BH 265 & LTz Ustekinumab (28 %
TLIRE APRIE M OB IRMERF IRt 1E O 2 B R O MRl 2 B RY & L7291
F, ZhusxdtmE, 77 xR EE M

Yo7y —~Hsth

(18) EELHERSR

| HhBRARREA,

| PESED D EIEOEBHIO 2 v —  HREE NG LT 7B~ T OHS |

3



(20

(22

PER OVt 2 B & L2 I/, 7 o7 ok, —#HE R, 778N
KOG I, WATRERIELRE, 2o M 46 ARk

(23

(26

(27

(29

RS Yot r 7y —~stt
(19) EELFERSR
TRBRER A TS PEEBEME A MR R A kb5 & U7z AMNL07 O ZF T AHFRER
] D NVTF 4 AT 7 —< R
) EELSAERESR
TR 4, VIR DL RN FBEIE RS 2 %f 5 & L7= MLN9708 D% 3 fH#ER
(RS EWEEE SUMBE 2 Ve an
(21) BEELFEESES, HEHRE
1BBRER A RIBRD LM T flERE 2 %5 & L7- BUS-901618 D [ENE 2 FHEGHE B
(RS TUARML <A TY—X R7ATHREH
) EELSAERESR
TR AR 4, FRIGEO O E ANMERHIPR B M) v R EBRE AR L LRI Y X~
AR T & R-CHP (F L DG ZIME K OV22 2 % R-CHOP F Ik & bel -5
o AR AR
RS b LSRR S
) EELAEERS, FRWE
TR S ME i/ MBIV E L2 %3 % Rozanolixizumab D5 MAHRER
(RS ===V N UM S
(24) EELHFERSR
TR AR 4, MR REAR (HSCT) #2IC fmAerEmy MM E (TMA) % 23 2 B3 S A% %t
Gl L= 70 R~ 7 OEMHRER
[SEES TLY ATy —< AR
(25) EELHERS
TRERRRE 4, BRMEMANS A BEZ RS L LT 2 3 X~ 7 OFIHHRER
[EES EEPINE S v
) HELAERSR
TR -E 4 T PR Ip M B B R A )k 42 & L7~ RTA402 (Bardoxolone methyl) 45 IAHZRER
(RS EYSIE S ING S e S
) EUCRE
R4 J— T AP B At L LTz voclosporin OB IMFRRER (HkialER)
[SEES R v 7St
(28) BHELHERSR
TRERRRE 4, EGPA BBE A x4 & L= T U X~ 7 DN R VLM % 353 % 35
(RS T A N7 B3RS
) HELRAERER
TRk SELECT-Takayasu
SRS 7 v U 4 AlRE

(30

) HERAERR

BB A
AR

FE PR IR M B g BB & x5 & L 7= RTA402 (Bardoxolone methyl) @55 M AHZER
R E IV S a




(31

) EERAERSR

TRBRERE A

A

PP R ZEAR VR I i MLESE 2 5652 & L72 NS-304 (L% %7 OB IIFER
H AT SRt

(32

) EERAERR

TRBRERE A
A

MD-711PAH £8 11 / I FH 38R
R H RS A A

(33

) HERAERR

TRBRERE A
A

N R i 1 U E 22 6f 5 & L7~ ACT-064992D o &5 T g IR 245
v 7y <&tk

(34) EERAEER, Hooms, HrERNG

TBBRERIEA

AR

HIV-1 J&Y R E 2 %15 L L7~ GSK3515864 ( K/LT 7T EN+T I 7)) D
T AH AR
MR &AL B AR PPD

(35

) EERAEES

BB A
A

AK1820 o> &5 IFHHU5R
TR 7 —~BR St

(36

) EERAERSR

TRBRERE A
A

HJE COVID-19 iR B E 2 %ktE L LT b3V X~ 7 O AR EGA R BR
Hh AL SRR 4

(37

) HERAERER

o HEE

TRBRERE A
A

/ISR S BB A ef 52 & L 7= BMS-936558 o &5 T AH A BR
TURRL 2 —R 27 A TR

(38

) EERAEES

IRBREREA
AR

5 1 b A8/ 55 IUAH AR ER
AAA—=F4 V) =kt

(39

) HERAERER

TBBRERIEA

AR

FE/ ISR R g 2 kit G2 & L7 BMS-936558 (=7R/L~7) /BMS-734016 (A t°V
L~T7) OFEMAHRER
TUZARL <A —R A7 A TS

(40

) EERAERS

TRBRERE A
A

Brigatinib @& 2 fHFER
3R TRt

(41

) HERAERR

BB A
AR

ONO-4538 FERV-_b Rz FE/ N Ra AT 23 AT kb9~ 5 56 AR SR
SBT3 R

(42

) EERAEFSR

IRBRERE A
A

FE/ N TS A6t 5 & L7 MK-3475 O AR ER
MSD #R 4k

(43

) HERAERER

| ihBR S

7 5 FFBHIGE LR B O 11 £ B IBBIE O & 2 B VIR Ml |




A

fifiE B RN T a ) A~T & L RXF =T O E 2 B fERE
Hek 9= 2 iR
MSD #R 4k

(44) EELHERESR

TBBRERIEA

AR

ONO-4538 2 I FHFBR
BIED A OB B AN AT 25 Shtak R EE AL — S Rl
SBT3 R

(45) EELAFHR

TRBREREA, BIBRAHE ST HRfS M oD fH A g R 615 & L 7= INCB054828 o5 I FHFABR
e AP AN AL FP AR Dy N UERIEH
(46) EHEELHERSL
BB 4 B INHRa RS 264 & L 7-MEDIA736 DS AR ER
SES 7 ) =~ — 2R
(47) EELHERS
TRERARE 4 HEEREME CRPC % 9 AL ERIGEEFE 2R 1S 5 abiraterone/ 7' L K=
v a E ] BAYS8-8223 DS TIAE 7T & AR xf WA ik Br
R AE A VR SRR A
(48) EELHERES
TRBRFREA R VE R LT B VE RN RS BB 2652 & L7z ODM-201 O 7 F R 5 RS
T AH AR
T ES A VR RR SR
(49) EELHERS
TRBRAR B4, FRIRRIRISL AR ERIERIT OB TH D& U A 7 o[RS R ATE T RIS AR
JEHRE k5 L L7z apalutamide ®F % Mk, —EEMK, 77 BHRREE
3 FHEER
{KFEE Yot 7y —~AStt
(50) EELHERSL
TR HR R R L L R MR RINT IR 2 52 & L 7= AZD5363 25 TIHAH 3R
GES 7 A b TR B RS
(51) EELHERS
TRERER A4, ERREME T YIBR A e/ R 8 LR B 2 x4 & L7z pemigatinib O T FHFR
B
e AP A D ARNAFP AR e Dy RNUBFRIEH
(52) BHELAHERS, hE®RS
TRBRFREA, Tk S BE A B A x4 & L 7= Faricimab O NIAHRER
S ES HR AR RS A
(53) EELHERS
TRBRAR B4, BEEE A x4 & L7z ONO-4538 (=AR/L~7) OFEIMFERERO
SEES /NP R L T 3RS A
(54) EELHERS

IRBREREA
A

Brivaracetam (uch34714) O MAHRER
a—— b=V RS




(55) BEE/LHERSR

BB A
A

LI VIERE 2RISR L LimA 7 7Y L~ 7 OE M FHR R
I NNVT 4 AT =< RS

(56) EELHERSR

IRBRERE A

A

N DURERER AT 8T LBEEZXNRE LT 7 U X~ 7 OFEIMFHER
TV F T —~AREStt

(b7) EELHERSR

TRBRERIEA

AR

T 7N A~ T O NS EIEMBESEZ %5 L U= F I E SR ik
R ER
TVLVIvE Ty —~ARSH

(58) HERATFHR, FIRWME

TBBRERIEA

A

HEIE M SEBRE 255 & L7- rozanolixizumab O & K OV 2 2L
T 5% 3 iR

G R ERERR I TRE DR N BH %5 & L7~ rozanolixizumab OZEM:,
INE N OV 2 2 23 2 85 3 tHAkRe R

L= — B Uy BRI

(59) EELHERSR

IR A
AR

BT RIREAIE (ALS) HBEZ ISR E L2777 U X~ 7 OF MR
TLY Ay 77—~ ARt

(60

) EERATRER, HERE

TBBRERIEA

A

IRENH O/ NRIEBEME KGR BE 2 x5 & L7z MD-0901 O I/ IHFH AR
Fr SR At

(61

) EELRATEER, HERE

TRBREREA
A

E R O/ NRIEBEERIGR B A k5 & L7- MD-0901 055 11 / IAHRER
Fr SR At

(62) EELAFHR

TBBRERIEA

HAEERAD

gL F U B A WVIIARIOF M EEL (FMF) Z2xf4e e L hv U X
~ 7 Ok 5k
7 LLF— - BEIRNE

(63) HEELAFFS, HERE

BB A
HAEERAD

JRFEANBASE 2 %42 & L7~ Nivolumab (ONO-4538) D 11 fHEER
SN AL

(6

i~

) EERAERSR

TBBRERIEA

HAEERAD

EGFR & {128 S 5 FE I - b B B/ N g L\ 2 k3 5 . fllelf b gis & LT
DFVANF =T +T AN~ T T ANF =T DT 2 LMEE TR
JEIE N AL

(65

) EERAERR

TRBRERE A

HIEERD

HERZ IR 7 0 MR & 0 % AT R A Ao B E R B & LT |7 A A
T oYLy X T HERPRE O E T AR R
iE - iR

(66

) HERAERER

TBBRERIEA

HIFRAIRE discreteN2IMA-B HIFE/INHIIRATIEE |2 569~ 2 AL 2E U B IE AT




HIEER

R OB RRE 2 N 2 7~ Quadruple—modality VBEEDA RN & MRS
ERAE: 2R
R g R

(67) HEELAFFRS, HBEEBERICHEI IV —

TBBRERIEA

HIEEERD

Ty Ra o BRARGIEEE IR ISR T D T v R a S s AR E K
Darolutamide (ODM-201) D% I FHFRER
B S0 - SESEE MR

(68) EELAFEHR

TBBRERIEA

HIEER

W7 TV 6HT 7T A4 (1g64) HEHUREED HERMEASIEIIEMEN
BEVEZ MRS (CIDP) BE ST 2 Y F o ~7 (BIa i) OF%)
PR OV P 2 W97 2 PRER IR AR SR

AR N

(69

) HERAERER

TBBRERIEA

HAEERAD

FE NEEAETHE « T E AT A Fadv e A7o b A bR
IV 22 OPERIE IR AT O F B RO RRER
Iy N

2 BRICETDEFHFEE

1) 1RBRIFEMEFT M ES DR 41 4

R TR

(01) JRBRSBEE A E

BB A
A

ONO-4538 DFFHIIE DN AR 2 k5 & U TR Al B 15 0 35 TINAA 7ABR
JINEF S L T SRR A

(02) TRBRAABEE A S

TRBRERE A
A

BEPREE 1 b FH#ER
= —H A S

(03

) {RBRIFEf A E AT

IRBRERE A

AR

Cabozantinib D% 2 fHRER
RS TR St

(04

MREL S

TBBRERIEA

AR

HFmpasE 2 5t & L7- MK7902 (E7080) & MK-3475 %5 NIAHZER
MSD KR4t

(05

) IRBRIEBE S

BB A
A

TR AR E 28 & L 7- MK-3475 O MTAERER
MSD #R 4k

(06

) Safety Memo

BB A
AR

T T faes BB 2 b8 & L7 Atezolizumab O MAHEER
rh A SRR A S

(07

REL ST

IRBRERE A

A

AT R At B e L=~ T L A BV A~ 7 OPFHREED S
FHFRBR
TUYURARL <A —X AT A TS

(08

REL S S

TRBRERE A
AR

FFfm R R A kb4 & LU7= MK-7902 (E7080) & MK-3475 O MIAERER
MSD #E &4k




(09

(10

(11

(12

(13

(15

) RAHX—, U—TL vk

TRER R 4, PF-06865571 33 J2 T PF-05221304 5 T A 35
KR E 7 7 A At

) IRBRSEhE AT EE A, [RE DL SCE

TRERER A WIFE DRV E BERE 2 k5 & L7- MLN9708 D% 3 fHaER
SRS ECHSE A TR S

) IRER A

TRERER A4 S M ML MR IR E L2695 Rozanolixizumab 85 MIFHERER
(KR E a—— b=y N U A

) 1BERFEEEHHE  File note

TREREREA BRVEMANG A BEEZ SR L Lz 2 v X~ 7 OB NAHRAER
KR E AL SRR 4

) RS E R, [FEGIISCE, BB OEEO PIRICEET 2 &R

TREREREA, EGPA BRE A5x4 & L= T U X~ 7 DA N K N % 3843 % 35
KFEE T A T B R RS

(14) 1R%R Sk 51 &

TRERERE A HEMAME IR BRI S B 22Xt 5 & L7 NMB5S D% 11 AHFER
KR E HARRAD T 4y 7 AR S

) IR R R SCE

TRBRER A 2 i A FEAR M I v LS & 65 & L7 NS-304 (L2 237) OB IAHR

R

(KR E H A SRt

(16) #BRE DEED FIA (LEE) ICBT 2 &6 1RBRIEEEE | 1B, PGA-S and PGI-C
for PAH(Japan—Japanese)

TRBRERIEA

A

il e I 5 I A 6 5 & L 7= ACT—064992D > 5 TR ik PR 3 B
Y7y —~HAatt

(17

) IRBREAE S A

TBBRERIEA

A

FE/ N RS BB A x4 & L 7= BMS—-936558 O i TIHFH#ER
TYURARL v =X RT7 A THRASHE

(18

) IRBREME IR, (GBI S

TRBREREA

A

ONO-4538 FER b B FE/ NI i 23 AN k4 2 55 AR R BR
JINEP S L TSR R S A

(19) TBBRHE THRIET OB S

TRBRERE A
A

ONO-4538 25 AR BR
BED ANKTT D Z ik SR A 2L B Bl
/NP IR TIERR Ut

(20

) [FIERI S

TR 2 E A

TBBRERIEA

AR

ONO-4538 %5 I FH 7B
BIED A S ORIE H A AR D i I [F AR E 2 (L — B S AR
NP T3

(1) RBRIZHEFT & THE L2 IREMIE (B FHT) OFRICoONT



TRBRERE A
AR

BENAVBEERGE LTc=h L~ T LA ) LA~ 7 OFMHRER
/NBPEE S TR A

(22

) IRBREAE S A

TBBRERIEA

BHEN/VBEITRET A ON0-4538 (=R~ 7) JERIEE

A

NI TR N AL

(23

) IRBRIEBEEE

(IB) DAMIRIERIZES DRm 68

TRBRERE A

R TR LT R MRS IR R 2 G & L7 ODM-201 O 7 7 2 AR
AR ER

A

23 VAR R AL

(24

) CTC CELLSEARC

H (L4&—)

TRBRERE A

HER M AR LB L B M RIST B A 56t 52 & L 7= AZD5363 OO #5 AR EAER

A

7 A 7 BRI

(25) BRIt b

TRBRERE A
A

DS-5565 D HRX M FE s A AR & b S & L T2 R 26 AR RSk
B — = Rt

(26

) BRI, TR MR BB

TBBRERIEA

3R MRRERY TeE BRRMERERER

A

V=T A X —HAT T ) AT 4 v 7 ARASHE

2

BN

) IRBREABE S AR

TRBRERE A

JRIENE % k52 & L7 ONO-4538 (=R~ 7) OFENAHRER

A

/NP i TERRAC AL

(28) TRERIA T E A E

TRBRERE A
AR

JBEEME A k52 & LU7= ONO-4538 (=R~ 7) OFEIMIHRERD
SBT3 R

(29

) [FIERI S

BB ~ DN BT 5 &k

TBBRERIEA

LI VIERE 2RISR L LimAd 7 7Y b~ 7 OE MR R

A

I NVT g AT o —< R E

(30

) IRBRENM A R, [FE R SCGE

TBBRERIEA

A

HIEMESEBRE 255 & L= rozanolixizumab OAF & K N 2 2L
T 5% 3 75
2= — b= Uy NS

(31

) BB OZLFITAE S B EFH OB (L X —)

TRBRERE A

S ERIEREMREEEE 2 xR L LTz zilucoplan O IFHFRER

A

A=~V AT T RS

(32) EEEH EOEFICETH L ¥ — FiElER

TRBRERE A
AR

h AR LAE (ALS) BEZRRE L72T 7 U X~ 7 OF FERER
TV Ty —~EFEEH

(33

) IGBRFE AT, (RIS SCE, IR OB HIZEE 4D FIAE

TBBRERIEA

HIEER

FEEL v Fral ATa— AT IV b T AT 2T —F (LCAT) KIBJEIC
*9 5 LCAT Bin E AR O HF #5512 L 5 HAEER, s IRR
D ERFEEER (Fb1% 24 HH)

BEPRIF - A3 - NI E

10



(34) 1R%RSEHE 7T

BRI, FEBICE, R (P V=)

TRERFRRE A TR RSB 2 )42 & L7= Nivolumab (ONO-4538) D% I fHEER
AT ERT JE AR
(35) WSfI3tE: (X7 U v VEE)
BB 4 EGFR 18 1n 128 S IG M FE R - b Rz JE/ ISR IR (2 k35 . WIlE by & LT
DI ANF =TT AN~ T F I ANF =T DT X LMEE AR
AT ERT Ji 5 N R
(36) BEACHFEE, BB a ST IR O AL OV BLIZ B3 5 TIEE
TREREREA MO BENIREAZEIE 2 %0 5 & U 7= R R B AR 0 22 Ve K OV 2h it 2 BE 3
%R (5 I /AR ER)
AT ERT /5%
(37) BEACHEE, e BT RS O AL OVEBLIZ B3 5 TIEE
TREREREA, FEENIR IS RS A ARARRE 2 6 52 & U 7= B8 B & FB KR 0D 22 4k B OV %tk
(BT AR (G I/ MAHFER)
BATEERR AL
(38) 1Rk S fw 5t e I
R4 2 SRR ZEMEIE I3 D MSA-01 DA K V2 M & std 5, Stk R~
AR Ol ER= o N
BATEERR TN R
(39) VREASEhEFH MR 1, {REREEOE B9 5 FIEE
TRBRAR A S NERANEIEE « FEARBICHT A A Faxo 7 25ord X bR
IV 2 v OOERIE IR AR RE O F B O RER
BT it B
(40) #ERE OEEOTFIE (L5 (2T &R
TR AR A PF-06865571 35 & X PF-05221304 D 11 R ER
S 7 7 A =St
(41) [RIERASCE
TRERER A BRMEMAN A BEEZNSRE Lo o X~ 7 OBNHRER
KFEE H A B R
2) SHEROEE
SHEOEFIZHOWTEE SAR ST,
(01) WRAAZT, HIBR
TREREREA BEIR 26 1 b FHFER
IKFEE = —H A RSt
(02) FTBAH, WAaAET, HIbk

TR A DI ARREAFHIIEAS AU 2 %52 & L7= BGB-A317 D55 MAHFAER
{KFEE N7 B f B —F g LS
(03) HIBR
TREREREA SO B At G b LT=T 2 L~ 7 O% MTAHRER
SES 7 A b TR RS

(04) f544. HIB®

| BB

| JE IR RS & B & L7 CHB424802 (% - 7 L7/ F=7) O

11



FHEAER
AR LA Sy

(05) 54
TR A R ME R LT RS PERTNT g & %P5 & L 7= AZD5363 O 5 IAH #ER
{KEEH 7 A N 7B RS

3. E=F Y U TREEIZONT 7
BHENTEZE=Z U U T HEEICOWTEREHRI N, IBBROGES AR I N,
1)

TRBRER A JERSARBE 2 %15 & L7- Nivolumab (ONO-4538) % 11 FHEAER
EATEERT JEEE N
2)
TRERER A HER2 BIR T DOHEIEZ RO H I THEEE N ABE 2R E LT N T AY X+
T+~ X< 7RO F 1 AHRER
EATEERT =il - B R
3)
TR HEME B AR PAZESE & %152 & U 7o fR S S i SRR D 2 Ve R OV 2RI BE 5
kB (55 I/ AHRER)
EAEER ARE}
4)
TR 4 FEBARI N M MEARARE & kF 5 & U 78 2 S o RN D 22 2k K OV 20k
(2RI o (55 I/ IAREER)
EAEEER ARE}
5)
TR R4 fedeME (CRME) U o NRERE RIS E Lz ICGEE ) VB ERICL D
U U RTRIEZIT - IRIE OB INE R OV 22 584 2 A — 7 38k
EAEER TERL - ERIME
6)
TR AR 4 FEWNBEREABEGE « TEMBICHT A Redv 27t A MK
V2 2 OO AEZAEIRATEE O F B SO
EAEEER I N
7)
TR 4 SaE /a7 ) v 6T 7T A4 (1g64) B SHURBM: D EEBMERMEJEME L
BEvEZ I MRE % (CIDP) BEFIIKITH VY X ~7 (GBafHfz) OFL)
M M OVZE 2 % RT3 2 PR ER A B R SR
EATERT Jibre Ak PN
[4]13#EFH

1. RS G ESE ER S Z ORI OV THRE R H - 72,

1) % 414 EEBRERZEE ST EED FTER] Lo - BB EmEEDE L

TR EA MRD P55tk 0D 524 B MR Sk 72 18R 45 B AR D A i BB 19 I K OV U & 7 i B 5
TERIEBERE A 65 & LTz aAVC-WTL JRIED S 11 a FHERER

EARER MiEANE

2) 414 FEEREEZEE ST MEIED L THER] Lo RERHCEOELE

TRBRER A4 TRV AT 2 &Iz COVID-19 (T X 2R & B4 5 fifi ¢ O BE
b ¥ Bh—%Ah EE 55k Phase 1

EAEEER RBEE - IR

2. JSEBLEM

1) REEAIC L AGE S Z L Shis,

TRBRERE A BRMEMATR A B 2R & Licm v X~ 7 O MAHER
A QA = Ay

12



3. BREFIZOWTHERDH -T2,
1) ZHE 16 FICEHEWMEOT EGL., =0T GEM)
TRBaR A4 RS-01
KIEE RS Y T at
2) L OZET GEM)
TREREREA nemolizumab O/NET b B — MR R BE T )9 2 5 TFH R
— L/ R Wik el —
KFEE < VIR S
4. BROHPIEFEIZET A MEZEORIIZOWTHERH -7,
TRBRRREA, R SUTUIBRANRE A RIS 1B B & 6f G & L 72 pemigatinib D5 AR
SRS ALY A R e RN F AKX s DX BRI
5. 58T « & T (P WEZORMBIZONVTHENH -T2,
R4 JitiEs BB A b5 & L 7= CH5424802 &5 THFH R
KIEE A B A A
TR A4 CTD-PAH FBE Z X5 & L=/ )L RV v 2 A F Lo F AR
S5k a—0y A Dy RS
TR HRAESED B BAE OIRENME 7 v — i BE &2 %5 L L C risankizumab OHZ)
PR OVZE e % FEAT 9~ 5 S htisk LR B E AL B SR 7 & R st B AR E
KiEE 7 v U4 HRS
TR M16-006 78R 313 M15-991 FRBR DB AFRE Tl L7z ; 45 L <& M15-989 3
BRAFET LI u—IRBE 252 & LT risankizumab OFZME K L4
P& G 5 Sl L RIEA L —EER Y 7 v R xR 52 i MHERRR AR
B % O & ftkie & G- a0k
S5k 7 v U 4 GlRlett
TR A FHEIRE B %5 L L7 CL2020 O FgRRER
S5k RSt AEMBIEA VAT 4T 2 — b
6. KTHEEORHBIZOWTHERD -T2,
IR fetE (M) U U \RIEBRE RIS E L ICGH#E Y B ERIZ L D
U U RIEZIT - TR OB INE L OV e % BT 2 A — 7 3Bk
EATERT TERk - ERIVE
28, LLEE 415 [FRBREAEZESOFERICB VT, 1B GRBR) BEEMOFET 5 Y2 R
FloFEZE B L OFIRHER OREICH 25BELZ BT, Yixiph G ol LOBRRIZIES

AL TR,

13



	［１］第414回委員会議事録（案）について諮られ承認された。
	［２］院内で発生した重篤な有害事象について〔審議事項〕
	［３］審議事項
	Ⅰ．新規受け入れの適否について
	１．治験（医薬品）　　　５件
	２.新規治験に関する変更申請書　　２件

	Ⅱ．治験・製造販売後臨床試験  継続の適否について
	１.新たな安全性情報に関する報告（重篤な有害事象の発生報告等）　　　69件
	２.治験に関する変更申請書
	１）治験実施計画書等の変更　41件　　審議結果：すべて承認
	２）分担医師の変更

	３．モニタリング報告書について　　　７件

	［４]報告事項
	１．治験実施計画書等修正報告書の提出について報告があった。
	２．症例追加
	３．契約変更について報告があった。
	４．開発の中止等に関する報告書の提出について報告があった。
	５．完了・終了(中止)報告書の提出について報告があった。
	６．終了報告書の提出について報告があった。


