PaJE 2024 4206 A 07 H

IERIEE e SN
BES KPR R B Je B & B 2
FER ik

bl

HiF . PEE 2024 05 A 29 H (K) 15 ¥ 00 43 ~15 [K§ 05 %

it EPIMREEE

M ke —B1L i ER R SFRD BT O, Il FeA, REE RE.
B K. R SR

RIS AR B NFREE R IME R

FHE - KL, AR, FEE

LFTHR G
BN

2T A A
2-1 IR EE IR B A
A=Y

2-2 R HGESE
1) Z{+EE 63 F (2024 4 4 H 19 HZ4H)

B BRI R [ P AF Lo T N — Y@z X5 b R/ MBS RE TUHEE O RTE 2T

]

WRBLRE) EA B R ZE M BRRE LR SWAR BH FH
2GS (WFERH B A | S S CE L ONEE SCEOE H | EhEt s 8| )
LR AR PCAE BRI T (BR2 B) 25, BFZE S IR AV ANE T | /R ZE )
FHHERBIVHFNEIZOWTGRHRH -T2,
PLE SFOfE R, KGREL, (2—3)

2-3 FEHIHE
1) 2 (1% E 63 % (2024 4 4 H 16 A24E)
K ERRF R AFL TN —Yu b2 35 b B/MEBSBE TUESE D R FEZ I
%]
MRBAEGRE) B BB RZEZHMBRBE FLIRNOWSE B FH
FHERIDHFFENREIZOW TR H -T2,



VLE, O R, KRBE L, (22—

2-4 FOMEHE IR
BN

Uk



[EISL RSB NEE IS R MR
RRMMERAZ RS REORLEOME

B H i P& 2024 4205 A 29 H (UK) 15 K¢ 05 43 ~15 IRf 50 43

BRI PR i

HiwZEB4 |ake —B Fnl ER AT TR, BN ECEIL s REE R,
B R TR e

PR 1 D2021010 B EERRZEERERE V¥ —ORIEIC X D REBEY
T 4 G MRt B TR LT, ARSE R R E & ALSE it

RIS T TV ) A~ T BT 5 IEEOR M & bhig
T57 7 AMEFEMFHRE  (NRG-LU005)

(i) R W L2 e %
(##k) THBRICBIY 5 ® Appendix for Japanese Institutions, SOP (ZB¥ %2

PRS- 1 D2021011 TUMN KZFIRBE DOUIEIZ K 2 B8 B A mi s B
TR AR X927 aF T I ROFIMER ONEEMEEBREIZ

AT 255 11 M= I8 T55R

(i) COMBFE TRE=FV L 7WE, E=F Y U VREICHETOERE

IR S D2022006 K3 RGBSR B e DR FELS X B 4B 58 B iR
FmhE R - KR Fh kb L U= NPC-12K D224t . BAME K O 2hitk

ERREHT B S MR EE A 1/ TR B A a5

S

HEPLFE S+ D2023008 HALKREAHBED KIS & 2 G2l TIamh o2k
T 4 T G PEFRBUE NS O FEPEMIZREIZ 695 PAT-1 FLE 3L

T™M5614 O 7" Z & AR — B B/ 1 FH A 328555

() 1RBRICBIT DA H s OZRICBI T 2 ERHCB T D& H
(k) TOMFLE =4V VREFHETOIHFEA

A 1 $2017013 N VBRSO I K D R O /KB B
TR AR MRPEIER DX ) BB E A xS L LT

copanlisib(V Y ¥ ~70H) ORI/ OV et %
P S EEA L, —EER, 77 AR, SI4HE
i KBk © CHRONOS-3

(FFatk) LM HE LTS

HPRAEE- 1 S2018016 JNEF SR L T RS O fE I X D ONO-4059 O T HH
e 1 KGR AR

S




PR 1 S2019005 CSL =V o FRRA S ORI K 5 Rl N B 5 2%

Ferehs R - KR (DM) FRE % %I 5212 TgPro20 (2 FIESH ASE 7/ 0~
U > Hizentra) OAZMWE, 224K O ENTE 2 5
ERAEaY

(k) LRVERWSE LRV
(i) THBUCBIY DT IR B Y 5 AW

PRI © $2020002 TV e AI AT T A RS OKIEIZ L D IRH

Featera A 1 KR D S-S O FEIE A £ O JEIE MR ERRAE % (PBC) &
FH\ZHkFT % Linerixibat RHIE G-REOLZ MK ORE
P2 W % R

(i) LRMEERE 2GR

PR $2020007 Fral) AN F T 7 = RS OKIEIZ X %5 0BP-

R MEDOH 301 D I FHFER

(HRE) 1RBRAE T » ik - Hlr YRR TICBI T 255

FEPRF 5 1 $2020009 T v 7 4 BRSO X 5 B BERRMEIE B & x5

A R KR ({2 Navitoclax E/VF Y U F =T OG- L LX)

F =T OHAZREE LT 5 EIEAL _EHE R T 7k
A 111 AHEBR  (TRANSFORM-1)

(i) LRMEERE 2 eEERE

FEPRA S+ S2020011 N U R SAEORIEIC & 2 F% - AT
A R KR FEBHIMAMEIEAR Y U o8 fE (NHL) BB 25t g &9

% ME—-401 o %5 11 AH B PR A BR

(i) LRMEERE 2 EMEERE

IR 1 $2020014 7 7 A PR SO KIEIC L AR 2/
FrE oL« AR BN 25 G & LTz CP-690, 550 O &5 THFHABR
(Hak) LRV WE 2R

FKPRF 1 $2020015 Yok r 7y = HRASHOKRIEIC L 2P EE)HEH
et A 0 KR KE DTGB R IGR/NRBE 2R L Ly AT

I X~ T ORI, etk Uy EhRER R

(B LM e A
(B BRI B RS B A 4

PRI 1 $2020016 Yo7 7 —~HRREHOKIEIC L D SERENSE
TR AR JEDIEEIH 7 v — i D/NRRBREE R E LI AT

I X~ T ORI, etk Uy EhRER R




(FFik) 1RBRICBIT DA E RRIEMEEFICH T 0L R

PR+ $2020020 BRENEEAN Iy 7 BRASHOKEHIZ L 5/
A R KR RN L ~Yp & 65 & L7 ATB200/AT2221 ff F# 1%
D 3 FHFE B R

(k) LWRVENEWME e RE
FEPRF S 1 S2021003 P 7 A RASHOERIEIC L D@ U R 7 LR M E B
ot AL 1 KR JIf % %42 & L 7= SAR650984 oD %5 L FH 3B

(k) MWL e s
(FFik) 1RBRICBIT DA H IR EEFICH T 0L R

B 1 $2021006 FTURARL =¥ —R R7 A THASHOKEIZ &
TR AR HAFIEER M BB R B A%t & L= CC-93538 D5 3 FH
B

(i) MWL et s
(FFik) 1RBRICBIT 2L RO HEMICB T DA H

PR 52021007 TS50« AI AT T4 R ESHOKIEIZ LD H
TR AR - EHEMEZ R B HEIERE 2 %P5 & L belantamab

mafodotin & AR~V KX REOTFH A XV L O
WREE, KU R RERLT Y I TROFFH A
Vv L OO L & ERET 5 5 TTT AR

(k) ZAEVERTHSE RN
(%) TRBRICBIT 24 Note to File for a Clinical Trial ICBIJ 24 H

PRS- 1 52021014 TURRL w7 —RRAT A THRASHOKIEIZ L
Feamab gL . KGR B UFIRER M H B AR B A Xkt 5 & L7z CC-93538 D 3 4H
B

(i) MWL e s
(FFik) 1RBRICBIT 2L RO HEMICB T DA H

PR S2021015 T YRR A Y= RAT A THRAEHEDOEIEIC X
Featens R - KR 2 AFERERME A TE RIBFH 2 /P4 & L7- CC-93538 D 3 fH
Hkfot # 5-a R

(i) LRVEN WS 2 RE

FEPRFR S 1 S2021017 HAMUSEIR S A O HEIC K D TR E L — 7 AR
Featera AL KR Fraxgl LA ey X~7 0 111 Mk

(i) LRVEERE 2GR

PR 52021018 7 7 A P RASHOKRIEIC L D22 EEE 2
A R KR %4 & L7- Elranatamab (PF-06863135) 5 3 fHiBR




(k) ZaetEifmE et
(FFik) TRBRICBI DA H IGBRE

15 5
it

. MBS ES BRI — R oL E

RS 1 $2022001
AR KRR

) =YL 7 7 —< BRSO IEIC X B REEvERE (L E
D R A xtde & L7 NPC-12Y Jh:~* L 05 111 48
bR

(i) L&

(7

PETG A e e
%) IGRICBET 2L TR E R I 24 H

RS 1 52022003
TR . AR

Yoty 7 7y —~ RSO KIEEIC X D/ NRERE
B2 U AT X<T ORYMGEERS S ZA 7 > N

(k) ZaetEifmE /e

PR 5
GEiE) 1RBRICBT A8 IRBRSE RS I

ESERay Al

AR E 1 52022004
RS KRR

(BRRENEELN) PR B AR PPD OKIIC
LRI NBE 2R L LI T TNVTFFE LR
PH20 SC D5 2/3 FH7H

(k) MWL et

15 5
CHRAs) 1RBRIET « Wik - Bl BHR O F IR

B4 % Wil

RS 1 52022005
AR KR

T LY = RS OREEIC X BN R A 5
L L7 AMGA0T (7 F L5 A M) D 111 fHEER

(i) RS &%

EURLRE

A

=

RS 52022008
TR AR

Yoty 77 —~vHRASHOEBICE D 1 74 Uk
D RNEFEIEDS 8> 2 T3 SUTEEEME D 2RV BEE
Xt L LT talquetamab SC ¥ EGHLHF| X TV AvT
SC FeH5-A Je R~ U K I KOG (Tal-DP) XiZ
talquetamab SC #5-8AIK NZ T Y A~ 7 SC % 5-5HA|
OO (Tal-D) &, &7 h~7 SCEGHHF|, K~V
RIRROTHH A% (DPd) LT 55 3 M7
A LA FABR

Porin

(Hak) LRV WE 2R

PR 52022009 Yoty 77—~ BRSO MRIEIC X 5 INJ-78934804
Feamens R - KR 1% 12 TUFHBR

(k) LRV WE 7S

PR 1 $2022012 T AT T AMUIERASH ORI L D= P2 IR
B o S DEFRRBRIC SN LI RN BE x4 L L7258 11

FHE & Wik 4 G-k
(i) LRMEERE 2 eEERE




FEHLR 5 S2023001 IRBREWNEEEAN  Worldwide Clinical Trials Japan £k
e R« WG DI KEFEOIHIC L 5 C3 B F 7o 13018 & AR I 1
FEMRER AR I D BE &kt & L7z, Pegcetacoplan O
B OV et T 25 11, BIER, 7
TR, ZEHEMR, Zha IR R

(™) 1RBRAET « ik - Tl TRBRIE TICB 2 WiE
(#™) IRB i S0 2 aVER A (2R3 o Wil

PR 52023002 TYRARL » A —RK AT A TEHERDIOKIEIC X
TR AR HHETCBH SN2 R EHERE AR E LTZH

FEEHIIOBAES: O iberdomide fERFEEA LU KX K
HERPIRTE & Hele 3 2 55 11T AHEER

(i) APERS AR 22 b s
(FFth) TRBICBIT B A GBS EERIC BT A

HPRF 7 1 S2023003 CSL _— U > ZREEAH O IEIC I 2 TE K& Orh 4805 i,
F AR KR N B D BARNRABIEBE &% 5IC o KU e

N IR EEE S IX K Padua ZBEAZEA L 5
7T JBEfE Y A VAR 2 — (AAV5-hF1Xco-Padua
[CSL222]) ZHHEIFE L1z & & O L2t %
M 2 IEE M. L dkEE 3 AHRER

(FFik) RSB 2 AW MIRBRFE AT &, SASCE . FESCE, Subject ID Card (GBR
ZINA— F) | FEERRICE S 2800 O FIE, FEsER I H Rtk AR BT 5 & %

PR ¢ $2023004 AN T)VIR IR A SR ORI L 2 HEIERIRPAZE IC &
TR AR HEPREEICB T AEAET 7 )~k 7 oM
KOV

(i) AbERS AR 2R e
(FFh) TRBUCBIT B A IRBRS EERIC BT B A

HEHLA 7 1 52023005 7 7 A P HRASH ORI & 5 2RI A BEEE 2

Hasn A KRR WL Liem)L T4 ~7 (PF-06863135) &5 MAHA
B

() ReVEEWE et dE

PR 52023007 7 A N T BRSO KA X D 25 MR AE &

Frs oL« AR HTHRABELZMGLE L7 =7 0L~ 7 O 3R
B

(k) MWL e s
(FFik) TRBRICBIT DA E MR EEFICH T 0L R




HPRAE- + $2023009 7T AN EBRX RS OKBEIC L 2m U 27 /i
TR AR ITHESERmEE 2% L L= Volrustomig D 111 4H
R (eVOLVE-Cervical)

S

PR ¢+ S2023010 TT7Y e AI AT T A URRASHORIEIC L 225

B o S PEFREE Y O MEMEMRE 26 D RN BE & k5
ELTeRY AT OFEMER LR E 7T B R &
B3 % R

CE) ERMEIE RIS
() BRI SR REOSEO I (555 [T 3 EHOEE

AR 52023012 IEBRENSEEAN L T8 - f 2 —F 2 a3 FAEk
TR AR REHOEIHIC L 2 LRI EHIEREEZ ISR E L

REGN5458 M55 1/11 FH#ER

(i) MWL e s
(FFik) RBRICBIT DA E MR EEFICH T 0L R

PR 5 1 S2023013 T AN T B ARASHOIKIIZ L D 12 5% ~80 K DO 4T

Ferehs A - KR FRERMERIER R E A XIR L LT B~ L~ TI12 LD
FER M OBIEMRR O E 7 TR L OEIZ L VK
% R

G RENENWE 7 R W
(%) THBUCBIT 248 /Unblinding Communication Card (2B 24 H

HEEF 0 52023014 Yoy 7y - BASHOKIEIC L 2 PEE D E

A R KR JiE D=5 VERLRE RS & 5t G & L7z INJ-77242113 D% 3
FA R

(%) 1RBRICBIT DA IRBRE G E FIC T 5 A E

PR 1 S2023015 BRSSO RIEIC X DB BIEO Bl & %21

Farb R - KR % B g & Uiz TRU-270 O R

(i) HEELRAEFLE HEELAGEFELE (F2@)

HEHLE S 1 $2023016 B =Tl AR FE AT ORI & 2 Seim ELRE K OF

atems A KR T EAEE NEBE %65 & Uiz SK-5307 O 11/111
FR R

(FFig) LWRVENEWME e RE

PR ¢ S2023017 AARNR—Y U H— A A DERSHOKIEIC X

A R KR % A PETR RO AT A x5 & L7 BT 685509 O 11 48
B




(i) MWL e s

FEHIEK S+ S2023018 I PSNVT 4 AT 7 < RS OREEIC & DDA 4R
B o S F a4 & L= XXBT50 O 11 FH7AER

(i) R W 2 %
(Fak) IRBICBIT DT IRy BIERICBIY S A E

PRS- 52023019 T ALY = RS ORI L D5 Tb/11 FHFER
AR KRR

(k) MWL e s
(FFik) TRBRICBIT DA GBI SRS, IRFEE SAmT 7 by MCBET2ALH

FHF S 1 S2023020 RBRENEEAN ICON 7 U=+ —F KRt
AR KRR DK 12 L A Expanded Access Study for the

Treatment of Patients with Commercially Out—of-

Specification Axicabtagene Ciloleucel
B HIEK S Axicabtagene Ciloleucel Z W= HBETE
OO DR T 7 & 275 (EAP)

(i) MWL et s
(FFak) TRBRICBI 2 AW GRS, 16RO HEMICB T 2L H

LA ¢ S2023021 7 7 A P RASHOKRIEIC L 52 2R EE 2
A R KR MG E LT ~7 (PF-06863135) O IAH
(i) LRMEERE 2 EMEERE

PR B 52023022 7 7 A P —RASHOEKIEIZ L 5 APD334/PF-07915503
Featera A KR D 1T FIRAER

(k) MWL e s
(FFak) TRBRICBI 2L H /BIASCE, MESCE, MM E SIS oL E

B 52024001 MSD Bkt DI L 5 CLL/SLL BE A% & L
FlhE R - KR MK-1026 %5 AR5

(FFak) WIEHFA, PImFA
INETICHELN TV ORBRAMICE S, IBRFEOZ L TEIZ O N THEHR L,

P 52024002 T AN T BRI A ORI X A R
TR AR PERIST IR B E 2%l & L= AZD5305 O 111 tHERER

G IR EIE: o )| EIE
INETIHELN TV DRI IS, IRFEm O Z A PRI OV THRH LT,




	20240529_認定IRB委員会審査議事録
	20240529_治験審査議事録（公開用）.pdf



