%409 EEBREAELZ B S OFLak O

S 202045 H 18 H (H) 131 05 5y ~14 Kf 00 53

% B THRERZEZAMMERE €I —=3

A i BT (ZER) o O (RIZRR) 1ol i O HRE KRS kW)
B Uz D i 8K R ME A E EE O FAK BT O
MU fL—RR REAR b

N K& P&

[1] %5408 MEERHEFR () ZOoWTH#HbLIVKR ST,

[2] BENTRAELLEERAEERIIOVT FHEFH)

1-1-1) 4B TOIRBRIKHED R UL >V TER S, Fatenh R 1 KRR
1-1-2) Y4Bt TOVRBRMkBE O Z M EIC O W THFER SN, i e KRR

TR E 4 SO ATAIIEE R 2R & LT2T 2 b3~ 7 D TR BR
IKHEE 7 A N7 ¥R HEEAE

2) YPBE COIEBRMKEE DR S EIC O W THEE I N, TR AR
TR A RHRITEME 26T 2288 7~ h—T ABREFENRL LIEZV AT X~
7 ORER
KA Yot 7r—~< et

3) Bt TOIRBRIMERL D 2 HTEIC OV TR#E S L, A 1 K
IRBRERE A BEIAREE 1 b FHAUER
A YA At

4) BT OIRBRiMk D % M PEIZ OV TR S T, Fatenn e 7K
TBBRERIEA AL F U G D VITARM O FEIER R (FMF) 265 e L7z b2 U X
~ 7 Okt G-l
BILERM | 7 LAeX— - BEHRNE

5) MBE CTOIRBAME DU PEIC DWW TE#® S vz, EmER KR
BRI A Brigatinib M 2 FHEER
KFEE oS TS

[3] #HFR

I. FHZTANOEEFIZOWNT

1. 6B (E3EMN) 414

1) ZHETILHE LI TV D FERFRFBREGE., ERRRGRE I 2D X IRBR SN D 2 S EIZ S\ THR# S L

7 SR AR

TR 4 B NaEs BB A k52 & L7= MK-7902 (E7080) & MK-3475 %5 M FHEAER
S MSD Bt

2) TIETIZHE LTV D IERFIRBRAGE . BRR AR IC IS IR EM D 2 S PRI DWW TR S 4L
7o T A KR
TR R4 G PRI/ MR E L2 %19 % Rozanolixizumab @ &5 ITFAFER
RS 2 — T — b — Ty USRS

3) ITNFETIZH/ LTV D IERFRABR A, FRAR RIS X IR E O 4 M IC W THFE S L

7 AR KRR

1R AR LAE (ALS) BFEZ MR L L7127 7Y X~ 7 OF MR
kS TV vFy 7y —~<ERatt

4) TRETIZHE LN TO D IERRRBR AR, BAR KRR 2D STRBREM O 2 4 RISV THF#E S L
1



77 AR . KRR
BRI HHIE COVID-19 ik EEZ R L Lz b ) X~ 7 OF NAH KRR
KR E th AL B R A

2. 8B (B 14

1) ZNETITH LN TV D IEER R, BRI 2D ZIRBR N O 2 Y I >\ T S

7o TR AR

TR EA G-1 OBUMAE B % x5 & LT 2 sk Al ek
[k R4 JIMRO

0. 168 - MERGREBARRER #MEOBETITONT

1. FehZeERICET2BE (EELAEFSLOREREE) 70 4

e SN T BT R MG RICE T 2 3HE (EERAEFLOBRERES) 2200 T, ZNENO
1R - BB B EER AR 2 T2 Z L OB EICHOWTHEHR SNz, 1BREESE . 2EERMS 5
B (BB Rkl L) &Il L7 B o A 12 OXHGS FIESEICBE T 2 AN RS Tnbhd Z &
FEEE 2T 1RER - BUER SR ERIRRBR O IZ O W TTHRF S 4L, T TRV & LTRR SN
776

(01) EELAHEFG

TR 4 AT IS B 1T 2 —IRIBRICBIT 5T 2 v <=7 L R L A U A
7 OFE MLV IE T MR st L FIFER (HIMALAYA)

[SEEES 7 A b 7R HRAEH

(02) EELRHERS
TREREREA ONO-4538 DATHMAR AN AU BE & )t5 & U =A% i B A o 55 AR 7R R
e /NP R L T SRR A

(03) EELAEHES
TRBRERE A BRPR SR 1 b AR
A T —P A A

(04) HERAERZ
1RBRERE S Cabozantinib O 2 FHER
[SEEES RS T3kt

(05) EE/HEHS
R4 YIBRARBERTAI LS A & 56f 52 & L 7= BGB-A317 O & MFAFRER
KR E N7 4 H—F 2 a AR Ett

(06) HELAHFEHER, HERE

TRBRERE A RIBIE D RFTEAT AT S 2 xR e L, YT T72=T7 LR
N AR T ROT TV ) X~ TP &G 2 T R, 74 MEE
FRER AR AR

A RIAN S ey an

(07) BHEERAEFR, FRHWE

IR WEIZTERN Lo 7o FGFR2 HAJE 2 £ 5 MEAT M/ M SISV R RO BIBR AN 6E
72 BRI e BB A kP52 & L 7= INCB054828 DAF &It M ONZ2 4k & 34+ %
IEEWH, BB, ZhiaxILFE, 5 AR

IS IQVIA —E 2 —X Py U pkiEtt

(08) EELHERS
TR FEHMagE 2 k4 & L7 MK7902 (E7080) & MK-3475 % MIAHZER
KFEE MSD Bk &4k




(09) HELAEFES

TRERFR 4 SR B At & LT 2 b L~ 7 OFE MR
KR E T A TR RS
(10) EELHEFRS
R4 RFHIRRZS AR 26t 52 & L 72 MK-3475 O & MIAHFAER
SR MSD #R 4k
(11) EELHFEERSR, FRWRE
TREREREA FEFFERZE D JFFSMER L RS 28 (PSC) 12%FT 5 GS-9674 D 3 FHEER
{KFEE XYUT R P A RS
(12) EELAERES
TRERFRRE A 181 B BIAFHE 7 A )L A KGO BT INJ-73763989 MK T/ X% JNJ-
56136379 Z &K FIFH L U A L OBFIER NLEEMEE BT 55 2b M,
Ltk 3LE, “EEWK, FEEXE, T ¥ LR
ik Yoo 7y —~Stt
(13) EELAERS
R4 CHRURAEMENTFRE A BF IR T 2 VAR AT B/~ % 2 LD 3 FHRER
{KFEE XYT R A AR
(14) EELHERS, FERE
R4 it AT AR BB A5 4 & L7= Atezolizumab O MAHFER
{KFEE th AL PR A 1
(15) EELAEHSR
TREREREA FHEESE ) & BE OIS EMAIEISIE RIGR BE 2%t 5 & L7- Ustekinumab (2 XK %
B R L K OVE fRHERPRIE DR BV R OVE MR 2 B & L2 I
B, ZhiRiFE, 7T AR EER G
S Yoo 7y —~ St
(16) EELAERSR
TREREREA HESEN D BIEDIREIH O 7/ o —JRBEE2XRETDH TN I~ T DEL)
PE R ORI 2 BB & L= 0 /II4H, 5 &k, —EHEHR, 778K
K OSSR, WA TRER Eelk, 26 ik [R5 BR
{KFEE Yot 7y —< RSt
(17) EELHERS
TRERARE 4 HAESE D O BIEDTHFEMNE 7 0 — R E 2 x4 & LT risankizumab OA%N
PR OV 2 N9 2 sk LRI E Ak BB 77 & Ak IREE AL
KBR
M16-006 FRER S i% M15-991 Bk D& AL T L7 ; & L < 1% M15-989 &k
Badse T L7 u— 9wl EL2 S8 L LT risankizumab OA MK N4
M B3 5 S ltiak LR EE L —EER Y T AR 52 EFHERRER
B N OIE B Wik foe 56 -5l
KEEE VAR GIE= N

(18) EE/LHERSR

BB TR BEYE A R B 2 kG & L7 AMNLOT 25 THARRUER
A D PVT 4 R T 7 — BER A

(19) IRAFSCGE

| IhBRiE S

| A SUTERAYE D S R M B BAIE 4 %5 & L7- MLN9T08 % 3 fHRER




A

| Gt T A

(20) EHELAEHESL

(21)

(22)

(23)

(24)

(25)

(26)

27)

(28)

(29)

(30)

(31)

(32)

R4 IFE DI EREIE R 2 65 & L7= MLN9708 D5 3 7R
] N E S i S
HELHERS
TRERFRRE A RIBED LI B BEEBRE 2 %15 & L7~ BMS-901618 D [E PN 2 FHEG R 25
{KFEE TYVARL s =AY —RX A7 A THIEH
HELHERS
R4 LIV E BEIE R E 2 %t4: L L7~ Ixazomib Citrate (MLN9708) D% 3 fHZER
SR N e Y S
HELHERS
TRERERE A WIFE DR EM B A MR RE 2 B L LioR A F =7 D 2 FRER
KFEE 7 7 A VRSt
HELAEEER
TRERERE A RIBREDOONEAMERMIA B M) v N EEREEZ TR E LR TY A~ T
R RF L R-CHP (FFRE DA K 022 2% R-CHOP {F FRE & L4
% o5 TLAA #k5R
{KFEE Hh AR RS A
HERAEFR, FRASE
R4 R PR i P R i BB A 68 & L7~ RTA402 (Bardoxolone methyl) O MAREER
KFEE I ESR NG & Savear oy
HEHERS
TREREREA RERIREMEZ T8 ) T~ h—FT 2ABE LR L LU ATHF X~
7 DRBR
S Yo7y —< RSt
HELRAERER
TEER R 4, BETY U~ T BEE R E LT Filgotinib O R Mkt 550
KFEE XYUT R YA ARt
HELHERS
TREREREA, N— T AR BE A% L LT voclosporin DFMFAERER (HkHEsatER)
{KFEE PR =2
HERAEFR
R4 SELECT-Takayasu
KFEE 7 v U ARt
HELRAERS, FRFE
R4 B GRS P B s ER S A b 82 & L 7= RTA402 (Bardoxolone methyl) %5 IAHEER
S WXV Ukt
HEHERS
TREREREA FEE ME B 2 k5 & U7 K-877 D 4 FH#ER
KR E TV AI) i S
HERLAEFEFR, HERSE




(33)

(34)

(35)

(36)

(37)

(38)

(39)

(40)

(41)

(42)

(43)

(44)

1BBRERE S HIV-1 JEYeBE Z%l% & L7 GSK3516864 (KL T /I EN+T I T V0) D
NI A FBR
KR E AT B AR PPD
HELRAEER
TR A AK1820 5 M FAZER
KFEE JBALRL 7 7 —~ Xt
HELRAERER
TR A MK-3009 &5 IT FHFER
S MSD #R 4k
HELAERS, EEws
TREREREA FE/ NN S BB A6t 52 & L 7= BMS-936558 5 I FH A BR
KR E TYARV =AY —X R7 A THRKEHE
HERAGERSG
TRBREREA % 1 b FH/ 28 IAHFRER
SR HARA—T4 U ) —RA St
HELRAGERG
JL BRI 4, JE/ N T 2 %f 52 & 7= BMS-936558 (=7R/L~7) /BMS-734016 (£ E° U A
~7) OFEMIHRER
{KHEE TYVARV =AY —X A7 A T4
HERAGERSG
TRERER A4, Brigatinib ™% 2 tHFER
G N e i S
HERAGERG
1BBRER A ONO-4538 FEJ -5z FE/ NI T 23 A %6t 2 55 TTFH 3R BR
KFEE /NEPER A T MRS
HERLAEFR
TREREREA FE/ ISR RS 2 b & U 7= MK-3475 O %5 TTFH A BR
{KFEE MSD Bk &4k
HELAEEER
TRERFRRE A ONO-4538 5 TN FH R
BENAKLOEIE BT A TN AT 5 sk R EEA L~ kbR
{KFEE B, T 3RS
HELAERS, HEERE
TRBREREA BENAVBEEFELENS L LR~ T L A Y A~ 7 OFENFHRER
{KFEE INEPER S, T MRS
HERAGERS
TRBREREA YIBRABE S THRBME D ARG BB 2 %52 & L 7= INCB054828 5 M AHZABR
ko AP A D e RAF AT DN UERIEF
HERAGERSG
R4 FE/ NN RS 2 %52 & L 7= MEDI4736 O TFHEER

A

7 U =~— AR tE




(45)

(46)

(47)

(48)

(49)

(50)

(51)

(52)

(53)

(54)

(55)

(56)

HERAGERSG
BRI FJE/ N TS BB A )b & LU 7= CH5424802 (—i% 4 : 7 v 7 F=7) OHEIIH
AR
e AR R RR S A
HELAEEER
TEERARE 4 FHREME CRPC 2 9 AL EERIGEBE BT 5 abiraterone/ 7 L K=
Vi ) BAYS88-8223 DS IIAE 7T & 7R kit R b ik B
T EES INA )V ER RS
HERAGERSG
TRERER A4 WA MRS LT R PERINT IRE R 2 x4 & L7z ODM-201 O 7" 7 R 5t IR
I AH R BR
R AE N )V RS A
HERAERSR, KA - AT ~D L #—
TRER R4 RIBRIHINL IR ER BRI ORI TH 5 @ U A 7 ORI X R Tl TR R
WERE B RIG & LTz apalutamide DT X MMl —EHERK, 77 BRRRE
3 FHFRBR
{KFEE Yoy 7y —~ RSt
HELRAGERSG
TR R ST OIBR AN RE 72 IR IE LR R A x5 & L7z pemigatinib D& IFHF
B
ko AV A DN ANAFH AR Dy NUBREEH
FEI e
TRER AR E 4 DS-5565 0> FRX AR e S MR FBE & b & U 7= R 56 TIAH R
{KFEE o — ket
HELAERER
TRERIRE 4 INEREBE M B 2w L U7z Faricimab O MARRER
e Hp AR R R S A
HELAEEER
TRERER A, BAEIE A 55 & L= ONO-4538 (=AR/L~7) OBIMHRRO
KFEE /B R L T 3RS AL
EELRAEERES, FRAE
Ve ERHILIE £ Brivaracetam (uch34714) @ MAHFER
e a—— =y N USRS
HELRAERS, FRAE
TRBRER A, F 7 7 b~ T DEFEMRAVIE R & w5 & U2 R S ARG
SLIMFIERE 2RISR L LA 7 7Y A~ 7 OE M FHRER
KFEE ) NVTF 4 AT 7 — BRI
HERAERS, FRFE
TRBR AR 4 N DORMIRERIR AT N7 LEFEXNGE LT 7 ) X~ 7 OFMHR
B
IS TG Ty —~<AESHt

HELAEHR




(57)

(58)

(59)

(60)

(61)

(62)

(63)

(64)

(65)

(66)

TRBRFREA, EEVEFR MK F 283 2 EIEMEERE 2 XI5 & L2 ARGX-113 D% 3
R
EYHMWH KT 2B T 5 EEMEERE 2S5 L L7z ARGX-113 Ofikfif¢
5. &3 AR
KEEE P A IR e LR« 7)) = RS
HELAEEER
TREREREA T 7 ) A= T O N B2 k5 & U= B IHE — =Stk
e [A) 5 R
WHEE TLIIF Ty —v SRSt
HERAEFR
TREREREA HEAVE 2 B R B R I/ NRRE A xf g & L7 B AR R
KFEE TVI ATy —~ARE
HELAERER
TRERER A4 TSENHA O/ NI KGR B 2 %8 & L72 MD-0901 D% 1T/ MLAHFRER
EARI O/ NRIB B RIS R EBE & kb5 & L72 MD-0901 D% 1T / AR 7R BR
KFEE Fr H AP S1
HELAERER
R4 HIBRASRE 22 A TS B 2 k5 & L7= CYT001 55 T FAEG IR 5R
EILERD | I bas AR
HELHERS
TREREREA BB e B e 42, L A N DRBIEVE IR T M OB HEREIR T
IREBET 2EELL. —EHER, 77 BRR, Stk ItE. BEOE
B (EAH SRR
ELEAR | BN R
HEELAGERESR, HERE
TRERER A4, gV b F U S DI ARM OF I EEL (FMF) 254 & Lz by U X
~ T DT TR T X LM T EE R TR iR
gL b F U S DI OF I EEL (FMF) 254 é Lz v U X
~ 7 Ok 55k
HEE | 7L X— - BESENE
HELHERS
TRERFRRE A JEAE B 2 %5 & L7- Nivolumab (ONO-4538) 7 I fHZABR
EALERD | FEENE
HERLAEFR
TRBRFR A EGFR 18 1n 12 S G IER - b Rz e/ NAR I E (Z63 5 . FllEHbpiik & LT
DAV ANF =T+ T AUV~ T EF IV ANF =T DT o F LMEE TR
EALEAD | FEENE
HERLAEFR
TREREREA HER2 A5 DR 2780 2 ETIEEE N AEBETE 2R E LI T AV X<
T+ VLY X 7 L O S AR
EiLER | & - HESE
BERAESRESR, IRBREEMAE 5 AT L=/ BIER R
TREREREA BIERAHE discreteN2ITA-B HAFE/INHIIGE MR |2 %9~ 2 AL S2 e SRR A L Al

BT 12 O E 2 2 72 Quadruple—modality JBHEDARNME & 22 VEIZRE




ERAY AR
EALER | PSR
(67) EELAHEFG
TR Crow-Fukase (POEMS) JEMEREIZ %95 FPF300 Dfikfor ¢ 555k
a Ny g p—bha—A% HW & L7z Crow-Fukase (POEMS) JEMBEREEEIC
%192 FPF300 ikt 5 575k
FALERT | B
(68) EELAHEHFG
TR EA i F B E0302 O ZEfE AN SRV E (2563 2 55 TIAR R Bk — 2 fili 285 -
EATLERD | IR
(69) L
IR % SRR FERRIE 2% D MSA-01 DA RN OV k& atd 5 Sk kF 7
7 & Rt IR S M G BR
ETLERD | IR
(70) HELAEFR
el o B a7 ) 67T 4 (1g64) H CHURRME D EEMEIEME I IENENL
BEMEZ s (CIDP) HEFIZT 5 U Yy ~7 GEE LX) OFR)
P R OVEE A A fas 3 2 PR ER B RS BR
EALERD | RN

2. [GBICE DEFEHFE

1) BRI FHEEZE DR 33 4

AR TR

(01) {RBRFEBEZE, [FERASCE,. PRE OBETIH (R55%) (BT 28k (Flare Follow-up

Card)
TRBRER 4 HESEN D EIEOIEEIO 7 0 — R E EZNG LT 5 78V ~T DHR)
MR O Z MM E B LB 0/, 7 o2 Ak, —EHER, V78R
K OVFEHR A, WA TRERD Pk, 22 hi sk R 5ER
{KAHE Yo7y —~hatt
(02) VRBCEMEEEEH
TRBRER 4 RIGE D RPTEAT T BT A 5 e L, Y I 7 xz=7EX
N AT ROT TV ) A~ TG Z T 53EE5MHm, 74 2MEEI
HH Ife AR R
IR H Rk stk

(03) FPBhRE K OB A ORRIEEREL O H IRV, WASCE, [FEDIASCE, S&GETREM
XEOFRBRERNRE - FAERGEDZ A I 71220 T

(04)

<

TRERERE A FEHm s 2 k4 & L7 MK7902 (E7080) & MK-3475 % MIAHZ 5k
{KFEE MSD Bk &4k
HEANISAE SCE
TREREREA S AT AR R 2t G & LT=T 2 b )b~ 7 O AR ER
KFEE T A N T B R AR SHE
(05) WWRfF3CE:, FREMACE, SGIREMRACEDORIERGHSE - RERGOX A I 7250
TRERFRRE A TR AR 2o sif 52 & L7~ MK-3475 O MIAHRER

AR

MSD R £

(06) Global Site Communication(20 Mar 2020)



B FERTREZE O RS PR L RS 28 (PSC) 1245 GS-9674 D 3 FAZAER
KFEE XYUT R P Af v RS

(07) BB
TRERERE 4, 181 B HUIFR 7 A b 2R DRI ISV T INJ-73763989 KUY/ Xid JNJ-
56136379 Z E AP L A o DAIE R OV M2 9 55 2b 41,
Zhtig R, “HER, FIEIM, T AMERAR

[Ri2Ed Yrer 7y —~HREH

(08) TR EE
R4 I T B 25 & L7z Atezolizumab O F5 AR ER
(KR E Hh A B RS A

(09) COVID-19 Xtz DWW T D L % — (Dear Investigator Letter. HA Communication Letter., IRB

Letter)

TR 4 RIGRDO LM BIIERE 2 55 & L7- BMS-901618 DOEPNH 2 AH K A5
[SEEES TUARV A ¥ —RX 27 A THRRESHE

(10) JRBREAE £
TREREREA, RBIEEM A2 AT 28N ) T~ h—FT AREEZRNRE LIEZTVAT X~
7 DRBR

KFEE Yot 7y —~k&tt

(11) &R ORI TR
TREREREA NN9535 DIREEHIZ 1T 5 905 OV 4k
e DR JIVTF 4 AT T 7 —< At

(12) JRBRERAE S JR5R S m RIS
TREREREA B P A SEAR PRI 5 I SE 2 )42 & L7~ NS-304 (B L ¥ 37) OFEIFER
SES H AT AR S A

(13) COVID-19 XtV T D L % — (Dear Investigator Letter. HA Communication Letter. IRB
Letter)
1RERAREA FE/ BRI BB A kb5 & L7z BUS-936558 0 2F INAH#ER
KEEH TYRARL =¥ =X R7A TS

(14) Dear Investigator Letter

TR 4 FE/ ISR iR 2 ek 52 & L 7= BMS-936558 (=7R/L~~7) /BMS-734016 (£ &° 1 A
~7) OFMFEFER

[SEES TUARL e wA ¥ —X 27 A THRESHE

(15) [R)ER A SCE
TREREREA ONO-4538 FEJ - Bz FE/ NIRRT A3 AT %3 2 55 TAH Z R
SEES /NP R L T SRR A

(16) IRFI3CE. FEBPISCE
TRBRER A /MR i & kF 5 & L 7= MK-3475 25 AR ER
i | MSD BRaatt

(17) IRBRIENE PR K ONRBR AL Al — BailAR, TRBCRBE S I 3CE
TRBREREA IR RE SUFHAREME D RHAE B 2 kP52 & L 7= INCB054828 D BB I FH AR
R AP AN RAF AT VR Dy SUBESHE




(18) IRBRBEEE (IB) OFMHIRIERICE T 2BMoE

(19)

TBBRERIEA

AR

AR L A PERTNL I R % 6k 2 & L7z ODM-201 007 7 L R AR ES
ITFRRREBR
S VIR RS A

TEBREMGEE, FERASCE, MBRSINEME, MBRSINE ORFEEE (B9 2 iE E o
B

TRBRERE A

AR

RIBRIRN IR ER RN OB TH 5@ U A 7 ORI R T TR R
FEERFE A xtE L LT apalutamide D5 > X 2k, “EHEKR, 7T ERMBE
3 FHERER

Yoy 7y —<ihk St

(20) TRERFEMERIEIE ., [ENIZIT 2R8I AHIBIRE, TRBR M R BE e ORBR = AR Al — ]
M TRBREEEE . I SCE . I SCE. . DRI R OO IREE O BARTRBEICRE 9D L & — xS
MERICET o L2 —

(21)

(22)

(23)

(24)

(25)

(26)

@7)

(28)

1RBRAREA AR SUTUIBR AR 22 R 8 L RO B A %5 & L 72 pemigatinib O I FHFK
{KFEE AP A b e RAF T AT DN UERIEH

TR I Jifi e 7

TR AR 4 FHRIEERE 2 %5 L L= CL2020 O FFIR B
[SEES XSGR EA VAT 4T 22— b

R SCE:

TR AR 4 TR TE T 2o BB 2 %5 & L 7= Faricimab O MIAHEER
SEES AR R R A

GRS

TRBRER A4 JREEE % ot & L7 ONO-4538 (=K~ 7) OFEMIHREBRO
SRS /INEF R S T SRR S AL

FEIEDAE, H726 LWBEDOBEE

TRERIRE 4 Brivaracetam (ucb34714) O AR
[SEES 2= — B — U U RS

TRBR S Jiti = E NI S 1 B BN IR

TR AR 4, RN OIAREFRER AT N T AEEERRE LT 7V A~ 7 OFEIMFHER
[EES TV 7y —<ARatt

TR A S C, FHEERIK 1

TRERER A UIBRANRE 72 A TAT B FB S 2 b G & L 7= CYT001 D5 1 FHEGIAR R
ELER | M basNEE

TRBR ST S E R 1, TRBR SN G A 2

TRER AR E 4 EGFR &1 128 B PEFE R - LR IR/ N e it 12 k35 #lEbagik s LT

DFVANTF =T+T DI~ T T ANF =T DT & MMEEE T FERER

EALER | FEEE

TRBRSER T EE (Ver. 2.4) , JRBRSEHGEFH B ERHE, BEAGHm &

TRER AR E 4 HER2 5T DOHEIEZ 78D 2 THEEENA BT 2R E LTI N T AY X~

T oYL X< T HERE O AR ER

ELEM | Bl - B R

10




(29) JRBRIFEHEEHEIE (5 2. 3 i) . TRBRIEMAHE ERIK 1

TBBRERIEA

HAEERAD

fizale =y = A

et (CRME) U NREREZ RS E L2 ICGHE Y v EERICL D
U L RTREZWT « IRIRE OB B K OV 4t % 5Tl 9 5 BARE A — 7 ik
TERK « ERIVE

(30) JRERIZMEETEIE (55 3.0 iR . IRBREMFHEIERIME 5, RS SCE, RS A5
e DEELCBIY 5 FIAE, BREFEO FIAICEHT &R

TRER AR E 4 ¥ - WATEESHEE B A k5 & L7 iPS-NKT Al @hwys 2B 45 148
B
EALEAD | H S0 - SEFEE MR
(31) TRBRIA T E:
TRBR R4 a7 677 TR 4 (1g64) H CHURBS M O BRI B ME 2 SE
BEVEZ MR (CIDP) HBEICHT AV YR ~7 (GBI z) OA%)
PR OV M 2 FaT T 2 R R PG R AR R
EAEERD | RN R
(32) IpBRSEMERTIE (GF 3. 1K), [REMISCE, a0 ETIR (L5E%) I[CBT 288
BB 4 T NERFIBEGENE « TEARBEICT 5 A e 7af25ar b A R
IV 2 OPF TR AR R O B RO R ER
EAEERD | @ AF
(33) 1Rk S ke 51 B
TR RIGED LI EBEIE RS 254 & L7 BMS-901618 D [E NS 2 FH A A 5R
ko TURRL e wA¥—R 27 A THRDHE

2) HEMOER
SHEROE T ZHOWTER SAR ST,

(01) HIBR
TR A4 HARRE )N D BE DTS BIPEE S R IG R BE 2%t 4: & L7z Ustekinumab 12X %
B E AL L OV R HE R IR O R eV R OB MERHE 2 B R & L7281
fH, ZlhaskdklE, 77 2ARX IR EE R GAR
[k Yoo 7y —<&tt
(02) PFr@Zssr, WA 250, HIBR
TRERRE 4 AT BB X T 5 —IRIBRICBIT AT 2L L~ T L h LAY A
7 O MV Z L IE G M2 sk IR FER  (HIMALAYA)
{KAHE 7 A TR RS
(03) 540, FTRAR
TR 4 HARRE D O EAEDIREN D 7 v — VB E ARG L T 5 78V 7~ T Of%)
PR OV R 2 B & LB I /IFE, 72 Ak, —EEH, 771K
R OV IR, A TRERI LR, 26 hE sk L[] 5ABR
S5k Yoo 7y —< RSt
(04) a4, WA, HIBR
TR -E 4 RIGED RPTEAT T B E A x5 e Le, Y I 7 z=7EX
N R T ROT 7YV A~ 7RG 2T 23E5M, 7 04 MEE
A B R SBR
S5k H AR A s 1
(05) FTJ@Zss, WA 2500, HIBR
1RBRERE S FEAI s 2 %f 52 & L7= MK7902 (E7080) & MK-3475 %5 MIFHFER
S35k MSD #EA 2 th

11



(06) PriBZEM, WA ZEH, 5. HIFR

TRBREREA, ST BB 2R & L= T 2 b b~ 7 OB MR R
KFEE T A TR RS
(07) FTEZAE, B4 ZEH, HIBR, 54
TRER AR 4 FEAIRAAS AR 2t & L7~ MK-3475 O MTFHER
{KFEE MSD Bk &4k
(08) FTBAT, 4. MAZLT, HIBR
TRBRFR B4, SNEFHH TN ST BEIERIES D FFANA U 2 7 [Tl BE 2 xdg b L., 7
IT 4 T =g TR LRMBEEE L COT TV ) X~7 (T PD-L1
HiR) MORNY X< TG 2 kT 5 IF5H, T4 LMk, ikt
[i] 565 TILAH fige o
{KFEE rh AR PR A A
(09) 54, HIFR
TRBREREA, HEERED D EAEDIEENINE Y v — IR FE 2 x5 & L risankizumab OFZ)
PN V22 2 2 I3 2 Sl LR IE AL —EHE MR 7 7 & AR 5 RS AR L
N
e 7 v 4 BRIt
(10) ¥54 . HIFR
TRERAR 4 M16-006 55k LI M15-991 3R OB ARETE L7z ; # L < 1F M15-989 &
EBaZse T Lz a—2mBE 2 %45 L U risankizumab OBF MR NEZ4E
P2 G 3 2 2 sk LR E AL —EER T 7 BRI 52 @R R
B K O B Mk 7% -5
e 7 v 4 ElRStE
(11) B w, Hibk
BT A I T HERME O 2RI B BEIE 2 %5 & L7- MLN9708 D% 3 fH7AER
e B TS
(12) B w, HIbk
TRERAR 4 W% DL IV E BEIE A 256t 82 & L7- MLN9708 D% 3 FHFRER
e B TS
(13) W w, HIbk
TRBR R4 FE/ ISR S 2 it & U 7= MK-3475 O 55 THFH R BR
e MSD Bkt
(14) 54, FrBAER, HIBr
TREREREA, YIBRARE TR ME D JRAE i FR 3 2 %f 52 & L 7= INCB054828 55 I AHFABA
e AP A D e RAF ATV D N UERIES
(15) 54, HIFR
TRBRARL B4, IDCT-001 EEEEHS 1 / T AHGRBR K Okt Bl a5
KFEE MRSt 1D 77—~
(16) 54, HIFR
BB 4 FRRERE 265 & L7= CL2020 O fifiK 5k
SRS HRRESHAGRISEA VAT 4T 2— b

12



(17) HilEx

TEERERE 4 Brivaracetam (ucb34714) O MARFER
KR E 2— 33— b=V N USRS
(18) 54
R4 PEMRE MK T 26T 5 BEIEMEERE 2 xR E LTz ARGX-113 O 3 fH
RER
e YA XA e~V 7)) = H RS
(19) 84
BB 4 SEMWHIMNKT 263 2 BIEM B ERET 255 L Lz ARGX-113 DOtk
5. 3 FERER
{KFEE P A IR e LR - 7Y = IR S
(20) f544. FTRZHE, HIBR
R4 HIBRASRE 22 A TS B 2 k5 & L7= CYT001 O 1 FAEG IR 5R
EILERD | ks R
(21) 54 . HIFR
TREREREA FE/ KRt S 2O BRTE T - O EGFR 4 RGBT 2 AT F o+
v LILVE UHEREA IR E LA 7 4 F =7 Otz E 0 7
X DL IIARRRER (26 3% 3L [R] 1= Bl 32 5 R BR)
EILER | FERZRSAVE

3. E=F VY U TBREEICIOVT

8

R Ehize =4 U v 7l FITOWTR&®E S, IBROMk VKR ST,

1)
7 = U phase Il [Effi 3555k
HAEERT | I EEsR
2)
THERARES & S s SR ERME T MY » & (AITL) % OV O JEaTE~L  <—T Wik
U 2 ISR D YT =T O ek o T B Al 8RR
HAEEAT | iR
3)
RS EGFR {5 - A RIGVEIER T ERIE/ NI Z %95 #IlEHEERE L LT
DAYANF =T+ 5 BUNTT EFVANF =T DT 2 MU TR
BAEERT | AR
4)
BB EA Rt (CRVE) U o NRIEREE xR & LIZ 166 30t VB ERIC L D
U 2 ERIERSWT - IR DA NIER O B 2RI 2 Bl A — 7 3R
FUTEER | TRk - SRS
5)
1R B NI EBEGEE « FEARREICH T2 A e s A7m b A MR
VR v OB REAPEIR AL O F B LOGPERER
HAEEERT | e AR
6)
TR A Crow-Fukase (POEMS) JSEAEEEIZ%3 % FPF300 Ofkk: e 5.3k
FAEEERT | g A
7)
BB 4 i FH B E0302 D fl ZE MMM SR AR AL AE L k9~ 2 555 TIURR - 22 il 2 508 -
FAEEERD | g A
8)
| BBREEY [ Ere T ) 6T TR 4 (Ig64) B CHUARBYED A IR |

13



HIEER

BEVEZ FEPREAR (CIDP) BE T2 YF~7 (BiaFiaz) OF%)
MK OV S 2 Bt 2 RSB AR R TR
Jiifig PN

M. BROMERZERET S 72D OIRREMFTEE D b DBRELIZ DOV T

1. BEOMEWREERRET 25 720 OB T E) O OB@PLICEI T 2 M5 EIC OV TH#ak S UK
iz,
1) JRBRZEAM O 7= b D 3kf D A FHfi
TRERERE A P T SEAR P I v ITLESE 2 542 & L72 NS-304 (B L ¥ 37) OFE AR
IKFEE H A SR NSt
2) #&5 2BMKROBREREDAX v
TRERFRE A MD-711PAH #5 IT / I AH 7 BR
{KFEE Ff SRR S A
[4]RESHHE
1. BADOMERZ RS 5 72 O OIEER I £ b OB T 2@mE (BEE) 2OV THiE
N o7,
TRERFRE A MD-711PAH #5 IT / I AH 7 BR
{KFEE Fr SRR S A
2. BB ESEAEE R EEICOWTHEN D -T2,
1) BRIk
TRERER A, HESEN D BEIEDIREIH O /7 o —JRBE R ETDH T BN I~ T DEL)
PR OV Z B & L2 0/, 7 o2 2k, —EHER, 77 &R
K OSSR, WA TRER Eelk, 26k [R5 BR
G Yoo 7y —~ RSt
2) Flav oA AT 5 EARRER O3t E L2 —
R4 FE/ NS 2 56f 52 & L7~ BMS-936558 (=7 /L~ 7)) /BMS-734016 (£ E° U A
~ 7)) OFEMAHAER
e TYURRL e wA¥—R A7 A THRDIHAL
3. BROFIEFICETIMEEDREIZOWTHERH -T2,
TEERERRE 4, CTD-PAH B&A 255 & LT=7VL K%Y o v X F Lo MAERER
{KFEE a— 7 A s Dy RS
TREREREA fiE M EERE RS e Lm0 R Y a v A F Lo TR
{KFEE a—17 7 A Dy U S
4. BTHEEZOIRBIZOWTHENH -T2,
TREREREA, )L F UGB D UVIIARIOF IR YR (FMF) 2565 & L7- ko U X
<~ T DT TR T X LM T EE R TR i iR
FLER | 7L AX— - BEURENE

72k, LLES 409 [BRBREREE S DF#HIC

YT, IR GRER) BEAREMOPTE T 5 Y%t

51"
DFEEELB LOFIRAK OREICH 5 FELZEIT, Yixiah G oFaml Loz mL
HQAYSIAN

14



	［１］第408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）　　４件
	２．治験（医療機器）　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）　　70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　33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　　　８件

	Ⅲ．緊急の危険を回避するための治験実施計画書からの逸脱について
	［４]報告事項
	１．緊急の危険を回避するための治験実施計画書からの逸脱に関する通知書（合意書）について報告があった。
	２．治験実施計画書等変更報告書について報告があった。
	３．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。
	４．終了報告書の提出について報告があった。


