7% 383 ERBREELZ B S OFLek O

H K Rk 3041 A 156 H (A) 13 Wf 35 43 ~14 If 50 4y

% B TERTFEFRIERRE B —FE2

H B (ZER) A4 T (RIZAR) (18 MEE g B B il
K& [tz K K& B8 17 WME w2 ME A BE 2t 8k Bk

UNE HAR G &R A& Lt

[1] %382 MEARMEFER () IToVWTHbIVKR Sz

[2] BENTRAELLEERAEERIIOVT FEFH)
1) HBeToimBRfkst D% S VEIC OV TR#E S, Ak 1 KR

BB A ONO-4538 %ma:fwﬁ
BB D AN KT D Sk 3[R EVE A LI B el
[OEES /NP SR g T ERR S A

2) B TOIRBKGE DL PRI OV THEE S LT, AR . K
TREREREA HESA LI N 0 S 2 7 2 NP007 O DT M FIZ 35 1T A 28Vt & a2k
fili (P3)
KFEE =7 u St
3)  HBETOIREKGL D2 L PRI OV THEE S LT, AR . K

TRERER A MR11A8 5 AR G PR 7R
R LA BSERR S

4) HBEToOmBRke D2 LRI OV TR#E ST, e 1 K

AR A ¥ NMO A 2%t 5 & L7z Eculizumab O 25 MIAHEER
KA TLIIF T —v AR

5) YBe TOMWBRBMKED 2 S PEIZ OV THiRE ST, B it o 1 KA

TREREREA RIGED LI T BiNE RS 2 %5 & L7~ BUS-901618 D [E N 2 FHEGIK B
[SEEES TUYARL v A ¥ —RX 27 A THRASHE

6) Y TOWBRBRMKED 2 Y PEIC SV THRE ST, Fiden e 1 KGR

TR GIBRASHE 72 s fz ff AR 3 & kb 52 & L 7= BMS—936558/BMS-734016 D > & A
{bA—7"2 7~V M AR SR
RE | TR oY= X R A TR

7) HBETOIRBMERE D Z Y PEIZ OV TR S ALz, T R - K
TR 4 ONO-4538 5 I #H #Hk

BB AN KT D Sk 3R MEVE A LI B et
[k /NBPEE S SRR A

[3] HFEHHH
I. FHZFANOBEEIZOWVWT
1. 1B%% 2 1

1) ZTHETIHLILTD D IERRRBRAAR, BRI D SRR O Z Y I DV TFiE S
iz, Tt R KGR

1R ONO-1101 % 155 11 #8 /255 T AH 2R

JINEF SR L T3k A

AR




2) INFETITHE LN T L IEMRRBR AR, BRI 25D S TRBR N O 2 PRI SV TR

i, A e Ae o 7RG
AR A F7 7Y X~ T DEREVAVIERFE 2 x5 & UT-BRE TARRER / v o«

A

A 77—~ A

2. [EAFEIEER (K4b
T E TITE BT B IR R SR Bl

At 1 K

) 14

i3

IRAGRENZ He D S IRBRFEN D Z M PEIZ S\ TR S e,

TRBRERE A

HIEER

I b Ay RUTIRZHEN
K OSEHEIN 12 B3 D I
NRE

GDF15 JEIE (Latex 2FE) DOERIKIEMIS

-
—
g

BT
RAFFE

I. {58 - RUEHRFCRERRABR M OBERIT OV T

1. 7o R Z eI B o s (EELAEFROFEEREF)

43 {4

e S e RIcB T oWl (EERAFFERORBERES) 2% 00T, Thth

DIk - W&

T BRI 2 Mt 5 2 & ORI DUV TR S V7o, TRBRIKIEE . =ATERA

MR GRBR) Ot L] Lol L7254 % DX EF ISR 5 A RS Tn
52 L aiE AT, IR - BB R EERROMBLIC OV THRE S, X TRBIZZRNWE LT

i,

(01) HELAEES, HERE

(02

IR FEARAEI CRIATREZS B A kG & L= Y R A7 Bl /velpatasvir [E7E FH &AL
A EE D M FRBR
{KIEE XFUT R« RS
) HERAERS
TR FET Vv a— VTS (NASH) (2% 95 Selonsertib O 3 FHFER
RAEMEIF A 2 H 3 2 IE 7 Vv a— PRI (NASH) (Z2%F3 % Selonsertib
D 3 FAFBR
(KA XUT R« A v XS4t

(03

(04

) BELAERES
TR UIBRA R M aE B ICxE T 5 —RIBRICBIT 5T 2 /v <=7 L h LAY
L~ 7 OFEMAENELLIEE RS MR L FERER (HIMALAYA) U 7 R« 41
{KAEA Ty AR At
) EELAEERS
TR TEEME RIS OIRRIC BT 5. MLN0002 (300mg) D& 3 FHEAER
7 a— PR OTEIEIC T S, MLN0002 (300mg) D5 3 FHEER
(KAE TS L Tkt

(05

) HELRAERR

TBBRERIEA

A

HEESE D B FIE OVE BN MR KIG R BB & %5 & L7z Ustekinumab (2 X 5
TG NJRVE K OV RAMERPRIE O 2 L OE MR 2 BP9 & L7231
¥, ZhiggdtFE, 77 AR E S AR R
Yo7y —~v RSt

(06

) HERAERER

TBBRERIEA

A

FFAmRaTEE 2 %52 & L 7- MK-3475 O AR ER
MSD KR4t

(07) EEZRAFEFR, MHFEmE

TRERER A4, PSP EBENE A 232 & L= AIN107 (=mF=7) OFIMHZER
PP BB A B A xS & L 7= AMN107 2 I FH R
e D VT 4 AT 7 — RSt




(08

) EERAEES

IRBRERE A

A

RIBEOHEITH P S EMEIEFR XU RN EE2 %S & L7~ RGT159
(RO5072759) 45 I AHZER
b SRR S A

(0

©

) EERAERS

IRBREREA
A

W% DV E BRE R 2 %5 & L7- MLN9708 D% 3 fHaER
T TR s A

(1

=]

) EERAERS

. FHEHR

IR A
A

RIBED LI RIIERE 2 %% & L7- BUS-901618 D[ENE 2 tHEG KR
TUYURARL A=K ZAT A TS

(11

) EERAERS

IR A
A

LI EBEIE R A %f5 L L7- Ixazomib Citrate (MLN9708) D7 3 FHEER
T R L Tt

(12

) EERAEES

BB A
AR

K178 DN BEME A M EE 2R & LIER AT =7 O 2 AR
7 7 A Pkt

(13

) EERAEES

IRBREREA
AR

B Y o~FBE %% L L1~ Filgotinib O & MAHER
XUT R H Ao RS

(14

) HELRAERR

TBBRERIEA

AR

. R
7 TR NRME 7 v o v TIEERERE 2 k5 & Lz LC1699 D
I1 AR R

S VT 4 ATy — R

(15

) EERAEES

BB A
AR

Ea L AT —)VIIJERE Z XS E Lz AMG145 O F MIAHFABR
FTATFTA T ALz « AT T 7 —< A ett

(16

) EERAEES

IRBRERE A

A

ONO-1162 £ L AH 7%

BPELAREITHT 27 T B R a5 & Lz S haakdtm — m SRR AT
T iR

/NP TR AL

(17

) EERAERSR

TBBRERIEA

AR

i 1 A FEAR M i B UTESE 2 658 & L7 NS-304 (B L3 37) O
B
H A SRR tt

e

(18

) EERAEFSR

BB A
A

CTD-PAH BE ZxtG & LIz L K%Y v 2 2 F Lo FH AR
K&t Integrated Development Associates (JREREPNEFEAN)

(19

) EERAERS

TRBRERE A
A

RO4876646 & I1 AH il R 7k
4SSy




(20) EERAEFEFR, HERS

TR 4 /NI R A5 & L7-BMS— 9 3 6 5 5 8 OFE IR
BIBRASHE 72 B h B2 il R B % %1 52 & L 7= BMS-936558/BMS-734016 D7 & A
A —7"0 7~ VB M AHRER
T EES TYARL e =AY —RX 274 THAEH

(21

) EERAERS

TRBRERE A
A

%5 1 b FH/5 AHBR
AAA =54V U —fRKth

(22

) HERAERR

o HEE

1RBRERE S FE/ NSRS & )t & L7- BMS-936558 (=7 /L~7) /BMS-734016 (A &'V
L=T) OFMFHFER
RS TYVARL <A —RX A7 A THRXEE
(23) HERAEES
TRBRERE 4 OIBR AN REEAT TR R EE (W UIR T ERE) B ektg s L
MK—-3475 @2 LA F AR AR
S5k MSD R4k
(24) HELRAERS
TR 4 HEAT P e T Aol B A e FR A 2 b8 & L7 MK-3475 D55 TR ER IR
bR
S5k MSD FE 4k
(25) EELFEHES

TRBRERE A
A

ONO-4538 &5 L H 7R
BB ANTRT D S 3 A E 2 LI B RalR
/NP TR A

(26

) EERAEER

TBBRERIEA

AR

ONO-4538 5 NI AH Bk
BED A OB B AT AT 5 SZhtak R EE AL — S Rl
SBT3 R A

(27

) HELRAERR

TRBRERE A
A

ONO-4538 £ I / I AH AR
B8 A RS 2 MBS 2 LA
B TR A

2

0

) EERAERR

 EER S

(29

(30

TRERER A BENAVBEFEEZSLL L=RL~Y T L A B A~ 7 OFENFERER
KFEE INEFSE L T3St

) EELAHERES

TRERER A HER2 B Pktisfe Mg B 2 %5 & L7~ PB-272 (neratinib) & NIAHZERKE
KFEE K& B A2 PPD

) EE A ERG

R4 RN 26 52 & L 7= MEDI4736 O AEEER
{KFEE 7 ) =~_— 2t

(31) HEERAFFR, WHJums, HERLEMEH




TRBRERE A
A

HEZEME CRPC 23 AL FIRIERIGEEE 21T 5 abiraterone/ 7' L K=
v a E ] BAYS8-8223 DS TIAE 7T & AR xf WA ik Br
NA )V ER RS AT

(32

) EERAERS

TREREREA R ME R LT VIR VERINI RS BB 2 %P5 & L7z 0DM-201 O 7 F R %R
T AH AR
KFEE A VRS
(33) HELAERS
TREREREA T Y I RRERR S R AR B
KFEE T AT T AR S
(34) HELHAERS
TRERFRRE A e M R E BB 2 55 & L7 PF-04383119 O MIAHER
{KFEE 7 7 A P—kA Stk
(35) AW
TREREREA T0-206 25 1T / TIUFH & AR 5B
{KHEE ol =p A ST aN
(36) EELHAERS

BB A
A

BRME AT RO TREZEZRGE L2 MT-5199 O 1/ MAHFRER
3 = ZE R RS 1

(37

) EERAERS

TR A4 ONO-4538 5 T FH 7k
JBEERE A 55 & L7- ONO-4538 (=KL~ 7) OBIFHRER
ONO-4538 D5 11 fHRBR D
5k /NP EE S TSR N A

(38) HEELAFEFER, FRIE

(39

TR A 3 MO BB 2 %t4 & L7- Eculizumab O AR ER
FFIE NMO FRE % %42 & L 7= Eculizumab 055 MLFHAKGERABR
K TV Fd Ty = BRI
) HELAERS
TR EIERGESE B A58 & L7z Eculizumab O 5 MR FE B ikl bR
{KAEA TLIIF T —< AR

(40

) EERAEES

TBBRERIEA

HAEERAD

SEFF R ERE (T D MR = v = — A 2 Ve T 2 A
7R A, CEERIATI R  E IAERER
B

(41

) EERAEFSR

TBBRERIEA
HATEAD

k) R T DORENIEIE AT 4 VIR D AR kR
7 LLX— - BERNE

(42

) EERAERR

TRBRERE A
FATEERAD

r U X2 T DRANBIEAT 4 VIR 58 (ko) P58k
7 L X— - BEIRENE

(43

) HELRAERR




TRBRERE A

HIEER

RAREROBFRICKT 5V Y X o~ T OFAMEEZHREET 258 1/ HZ%
Sz e[/ 7 Z 2 Ak RV E 2 L RABR
FE N

2 BRICETDEFEHREE

1) RBR SN A 5 DA

(01) 1RBCRBEEE

15 4 e 1 N TOKRR

BB A
A

FF ARG 2 %152 & U 7= MK-3475 O AR ER
MSD KR4t

(02) IRBRSEMEAT I  HIAL) . [R]E SO

TRBRERIEA

AR

GIERARE AT MR B IS 2 —RIBRIC BT 27 27 =7 & F LAY
L= 7 OFEMAREIER LI E RS M LAY (HIMALAYA) 7 A R T EB X7
Btk

(03) TRBRIZfEFTMIE, BTN AR OBk EF, RBRE B 2 Bk

IR A
A

REEN Y v~ F & k5 L LT Filgotinib @& MIFHZER
XUT R HAgzr s RS

(04) TRERFATE

TRBRERE A
A

TEEME L — 7 AR BE 258 & L7z Voclosporin @& NI FHAER
Uy 7 RSt

(05

) IRBRER AW, RS SR

TRBREREA
A

7o TR ERS NI o TREEREBRE S & L= LCI699 D
11 FH R BR
D NIVT 4 AT <R EHt

(06

) BERORAAIHIIE £

TRBRERE A
A

MK-0653H O HANE 2 L 27 v — )VIGEBRE 254 & L F I E S
VR
MSD #R 4k

(07) JR%BR I 5w . [ ER A SCE, [FEFI SCE /TR B SCE Addendum 24GT O ZHEHHE, SmPC (7
LB E ANKRTTF VAT TF 0 N7 Y EXEL)

BB A
A

FE/INFI N s BB R A k5 & L 7= BMS—936558 26 I FHEAER
TYURARL <A —X RT7 A TRASHE

(08

(09

(10

) IRBRIBE S

TRBRERE A
A

IR ARBEMEST TR EE (BESUIR Y L) BF e L
MK-3475 @ &5 IAH B AR 55k
MSD ¥4t

) IRBRIBE S

TRBRERE A
A

HEATVE B MR ST B B A SR RS & b5 & L 7= MK-3475 D55 ARG R
R
MSD ¥Rk

) {RBR I

TRBRERE A

(11) [FEHRIISCE

A

BENVBEEZNGEL LT =RL~w T LA B A~ 7 OFMFERER
/NP L T R




TRBRERE A
A

HEZEME CRPC 23 AL FIRIERIGEEE 21T 5 abiraterone/ 7' L K=
v a E ] BAYS8-8223 DS TIAE 7T & AR xf WA ik Br
NA )V ER RS AT

(12) 1RBRIFEMERT I, [FIER I SCE

BB A
A

MRI1A8 0> 7 ILFA R R SR
HA IR

(13) {BBREmEEE, BURK 1, pIik 2, FEBIASCE, IGBREEEE

IR A
AR

RA RS AN Tt (Extracorporeal Membrane Oxygenation : ECMO) (2 X 5
TR e ot &9 % BIE RPN 1253 % MJ-CP042-01 DR R AR
FT 4 T N—T e D NS

(14) PpRE OFETFIE (RE%) (B4 28k

IR A
A

BRME AT AT REZRGE L2 MT-5199 O 1/ TAHFRER
3 = 28 SRR Ut

(15) 1EBROEPICET 2 FIEE Corazh IR oSALBM, HEFEEEDBR) . BaAshmF

TRBRERE A

HIEER

SRR ERF (ST D IRER = v = — A2 W e T o H Ak, 7
7 BRI, CEERATI R 5 AR
BIHF

2) SHEROEE
SHEOEFIZHOWTEE SARI N,

(01) #5654 - HIBR

TR A BB R E AR5 L LTz S-588410 O 3 fHER KR
KFEE SN S R SRy O
(02) HIBs:
TRBRFREA R R LB R MRS IR R 2 65 & L7 ODM-201 O 7 7 R %R
I AR 7R
{KFEE A VR R
(03) f544
TRERER A, WEBIEINC I 1 D #RE 1R 5 K OB B #E R 255 & LTz glsCel DEEIIAH
LR ER
KFEE A ety —+ L
(04) f84 - HIbR
BB A Crow-Fukase (POEMS) SEMEREIZ %95 FPF300 Dk % 5-alBR
E(LERD | fRRNE
(05) f84 - HIbR
TRERFRRE A gy Ry vagx—ha—A% HM)E L7z Crow-Fukase (POEMS) SEfERE B E1C
519" % FPF300 Dk ¥ 53R
EALERD | RN

3. ®2=F V) VU THREEIZOWNT

71

RSN E'T=2 ) THREFIZONTHFER S, TBBROMKRGEN KRR ST,

1)
TRBRARL B4, Werner JEMERED R JETEERE 2558 & L7z SR-0379 iR DGR AR
EAEERT | BERIE - A NOWNE
2)
LRSS | YU A T ORARSEA T 4 VIRICET B B R




[ HEER [ 7L aE— - BRI
3)
TRER R4 h U X2 T ORRNFEIEAT 4 VR T 2 B8 (k) #5388
EEEM | 7 LA — - BEISEAE
4)
TRER R4 B O PET I 8 (IE IS )T 5 SK-1401 Wi ASIHK| D % a2 4L R /E 4 v — &
BT AR TRER PeiilER  (PAGE 3U5R)
EATER | FER g R
5)
TRBREREA, FE/NREA I S22 OISR % T - EGFR ZEELSMFIC T 5 AT T F o+
v LILVE UHREEAZ SRR E LT 7 0 F =T OB BRSO T
Z DAL S AR RRER (250t a% 3 R [2= Al SR8 R BR)
EAEERM | PR R R
6)
TRER R4 MO F M 2 x5 & LIRS B XA 0722t KO M2 BT 5
EEER | IRE
7)
R4 S har RY T7HARE (Leigh IMIE) 22X E LI-EALEV#ENa & 7T 18R
E DT U MM EE R AR TR
EATLEM | NERE

4 . BEEHEEICOVT

14

R S BEEREEIC OV THEM S, 1ROk KRR STz,

TBBRERIEA

HAEERAD

B O Pt B FE S %E 95 SK-1401 W A BLKI D 2 i 2 He [R M /E &L — &
BT T v AR R TRER] E ek BR  (PAGE 7ER)
0% g N

[4] #idH
1. SEGLEN

1) WEFEICI VAR I Z Lt Shi,

TRBRERE A
AR

TBP-101 D g A B R Lk 4E

2. TR OLERE
BRI L VAR IR Z Engs sz, CFERk 3143 A 31 H £ THER)

TBBRERIEA
A

P NMO BB 2 x4 & L7z Eculizumab O MARZRER
TVI VAL Ty -~ ARSt

3. BROZBIEFIZONWTHERH -7,

1) BBHIETE . EHTOEEI OB
TRBRFRE A TEBVERIGAR OIERICI 1T D, MLN0002 (300mg) D5 3 AHFRER
{KFEE B HIE S TRt
2) TRIZET - R L OB
TRERFRRE A FET IV a— LPERFSE (NASH) I25%73° % Selonsertib O 3 fHFER
{KHEE XUT R P Az RS
3) TR - RS OB

TBBRERIEA

AR

RABTENFIEZE 23 5T /v 2 — APEARHTFZS (NASH) (2% 5 Selonsertib
DF 3 FAFER
XUT R« g XS




4. BRTHEHEORBICOWTHERH -T2

TRBR AR 4 B O s P it a5 1 E LS 6b 9 5 SK-1401 B ALK 0> 2 fifi 2 e [5] M/ 2, — &
BT T AR B TRER] i ik B (PAGE #5R)
EATEER | FEWR AN R

[5] FPF300 (¥ U F<=A F) BBROFAEICHOVT
FPF300 1RO T /0 A B FEUC oV C ., A TS = & BN S, Eia, AN
AT X ORBRARIVEL, TR 0 IR F 4T U T O AN < B,

7285, VLB 383 MG ERZBESDOFHEICEB VT, 1B GRUBR) f&[ﬁﬂmﬁﬁﬁﬁ“éém/
BlOFELZTBE L LOFISH ORREICH D FAEZE L., UixER GBR) oFEl ORI
AL TR U,



	［１］第382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　　２件
	２．医師主導治験（体外診断薬）　1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）　43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　　　15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.監査報告書について　　　１件

	［４］報告事項
	１．症例追加
	２．契約期間の変更
	３．治験の契約変更について報告があった。
	４. 終了報告書の提出について報告があった

	［５］FPF300（サリドマイド）治験の調査について

