= BUF% 0128 55 1
5341 H 28 H

#ooE g R
| e BT R OE | WmAETEE (R kO
iy ll X

R 7 B A R B R
W 78 B € ik B AR K
(& H & W)

[THRAEERREDOZEVEOMMAREICET 2158, THAEERRESEORZ MDA
HCBAT A BT ) KO THAEERSEOREM ORI T 2 BT
HHL OBHFZOWT) KO TERRVFEERT RO T4 2>\ T ) O—
ERELIEIZ DV T

AR E OZEMEOMERFITEE T DB TR CERL 26 2457 @8 o

110 5) IS WMIEREBE DO EMIZY 7> CORBEBFRERHEEIZOWTIL, [TH
EERE DR ENMEDOMIRE T 21EF) . [HAEERREO LMD EFICH
T OWEREMEAT S KO TFRAEEREOZ MO BT 2 EEmTHAL ©
BT HOWNT ) (FRK 26 4F 10 H 31 B AT T [EBOERS 1031 3 1 5 R 57 #E =
B R T B R IR BER aln, DU TRk 26 4F@%n ) Ev9H,) 12k v, £,
IRWFZEEERBATHLA (R 30 AFRAEE HE 17 5) ICE DS HIERFEFSDE
FEIZ Y 72> COREBEFEEIZOWTIE, TEERVFIEIERIT R OREITE4IZ DV T
Tk 30 45 2 H 28 BAHTEBORIE 0228 55 1 5 « FEEAFFE 0228 45 1 52 /E 57
B8 = BUR A iR R S O ZE B R IR BUER R4 i@ A, DA R TRk 30 ARam%n ) &
WI) ICEVEBRLLTWS EZATYT,

Ao AR RS D% M DO REAREE 2 B A IEEHES T HLEI K OV R AT 22 V5 M
ITHRAIO =82 SET 585 (B 3HEABETEH 14 5) P34 1 A
28 HAHIF T &, FIfFFE2 A 1 BAHT THEAT S35 Z L ITFE, ARk 26 4@
FNORLZRER L — 1 OFEFERDO LBV | KOV 26 4R O BIEEEX 9
R — 200 WONIFERL 30 F@BE OAR L 2 RIS 2 — 1 OFTIHxHRZE
DEFRY . KOE 30 FmE ORI 1 ZRIIR 2 — 2 D LBV LIEL, &
SE2H1IREVEHTAZEELELEZOTHEHALET,

TGO b, BISREA, BILREEREICE MK 2 X5 & & bIT, FOFEEICHE
s &) ThEABRBEWVLET,



BT — 1

O  IHAEERREOLZEOMMEICET 2L THAERRFEOREMEOMRFICET 2IEEMTS ) KO THAERREOZEVEOMREIZET 2 ik
TR OBFRANZHOWT (FRR 26 42 10 A 31 HAT T EEAISE 1031 55 1 5545784 R BURAUE B e IR BUER R am ) 8T [H kTR

(FHROFB 1T IER77)

% E # TG
IV R SR ST IV BRI ST
(W) (W)
(7) BAETEE 6 SR (7) BAETEE6 SR
O~@ () O~@ ()
® ) ® W)
(7) ~ (%) () (7) ~ (%) ()
(B) O TYRIAHREEE A 5 IS & A7 BT SV T M SR (&) O TYRIAHREEE 5 5 BG S U7 BE T SV T R i
UL E DIREEE I I & T I TR S N o E T DOREE D DA & BT 5 TR S RO
BFFE D7 D12 VS B % TRENE X100 P SRS R 485 5 e e D72 DI VS B % TTRENE 1o P SRHE R 4R Bk 5 e
MRt B AT, 70 SR OREE R BRI THE & MRS DA, 0B R OS2 Z T B AIC B TAE S
NBIA TV TIL, FIE A 5 5 TR S e RS RBIEIT OV TIL, IS A 5 I IR S MU
WIS BB TTRERE A b B M. AT 5 PRI TR I BB TTRERE A b B AT, AT B A
R B B R ORI O TR B T RO R ERE ~0 SR B B R ORI D T BT . DA R
RO AT & S, ARG S5 N % TTREAIR D B3 b 0 RO TR & G, AR5E S5 NG % TTREATR D B3 b 0
LB, Ele. LENEDD b AEREEZI A DED L35,
EALSNET — 5 2 6 5 TEOEE, RUOTERDLHE
ST EORM (WO DE D AHIETEOTF— 5 235
1) ERRET DL,




(V) - (#) (&)

() - (¥) (&)

® () ® (1)
(%) (%)
(18) HFH8RD AN 1 b Y 18 75 % TR (18) HHHBRD A 1 b H; 18 5 E THLR
O~® () O~® (1)
@ (%) @ ()
(7) (&) (7) (%)

(1) SHEROFEEXEORAIL, EFHETREC T ROET
TANTER 13 FJROH 14 RICHET 2FHE TR, (7) KD
(32) ~_(49) iZHEH> bDEFTH I L,

(1) FIACELONRIECEZEOERICIT, BEAETLE SRS T
A ONTHE 13 - OV 14 FRICHET HDFEE G, (7) KO
(B1) ~ (46) IZEH>bDETHZ L,

(7) (%) (7) (%)
(=) (%) (=) (%)
i) ~iv) (%) i) ~iv) (W)
(HIIBR) v) AR WIS A R 2 T D0 b S S T BRHE
IZHOWT, ARt I HAEERE L2 Z T 2 HE PO RESY
132 FEAL CIHARE SN2 WEROIED - DIZHV B 5 Al e
PE Ut OB FERE R SRS 2 ATREME S B B AT, £ O E
CREEELRSICBO THESNLINE
(%) (&)
() (%)
(46) HTHE 13 55 2 T 19 5% (46) BTH 13 55 2 T 19 5%
(%) (%)
(47) ADH 13 550 2 T 20 5Bk CBrax

(F AR RSE 252 1T D H7 b S SHERBHEIZ oW T, Y%




2> B[R 2 52 2 R CIIREE SR WEER OISR D 7= HICHV B
AL 2 FIREME St o0 RS BRI SR 2 ATREME N B S B BITIE, £
DELAEEZSZT DREICBWTHRE SN DNE | IZOWTE, [FH
B AT DA CCIIRRE SN AR WA ER ISR RICHV b D
AIREMED D DB A AT D AR ERSEICAR 2 B R NEE O F
FEIZIBWT, FEROFAERE~OHMA O REMEEZ ED, AEIh
ZNEZAREZBYVHFHTL O TS, Fio, FEREDI L,
BARFELZZ Tl 0B OEAMLINET =2 2632 TE
DEHE, ROTENRHDGEIEZTEDTHM (WO ED XSk
BECEoTF— 2 &R 50) ZHRTEH L&,

_(48) BEE 13 40 2 THE 21 SRR _(47) B 13 456 2 TR 21 SRR
(%) (%)
_(49) BB 13 55 2 T 23 HEfR _(48) AT 13 455 2 I 23 SRR
(%) (%)
_(50) B 14 SBI% _(49) B4 14 S4B
(%) (%)
_(51) A 16 5555 1 THEAR _(50) A 16 555 1 THER
(%) (%)
_(52) B4 16 455 2 THEIR _(51) AEH 16 556 2 THER
(%) (%)
_(53) A 16 45 3 AR _(52) HE 16 55 3 HBR
(%) (%)
_(54) BB 17T 55 4 HEAR _(53) B 1T 55 4 HBR
(%) (%)




(55) A 18 4:Bf%R

(54) A 18 4Bf%

(%) (W)
_(66) HBH 19 SRBIR _(55) B4 19 4BI%R
(%) (%)
_(67) BWH 20 &5 1 HEIR _(66) AWE 20 555 1 HEAR
(%) (%)
_(58) AHGH 20 & 2 55 1 HBIR _(67) A 20 40 2 55 1 THEAMR
(%) (%)
_(59) AHGH 20 & 2 5 4 IR _(68) AW 20 20 2 5 A THEAfR
(%) (%)
_(60) AHGH 22 &5 1 HML O 2 HER _(69) AWH 22 &5 1 HK U 2 HEMR
(%) (%)
_(61) A4 25 4545 1 THEIR _(60) H455 25 445 1 THER
(%) (%)
_(62) AHGH 26 SE% _(61) H%F 26 5:Ff%
(%) (%)
(63) BB 26 5D 3B 26 50 13 £ TRIR (62) B 26 5D 3B 26 50 13 ¥ TRG
(%) (%)
_(64) B 26 50 6 Bf% _(63) HH 26 50 6 Bf%
(%) (%)




BIRARUE L (BN ILER)  (KiH)
AR 12
G T OB
& H H

JEL A= 5 1 K P e
T IR AR R &

AERERERIERE 4 W

(S

EEHE (S L FAT
FoL LCHEMIT 256 K 4
TREFEHE) ORA

TRO LBV, BEEFREORMAZK T LoD T, HAERREDOLZEMOMIMREIZET 2 iEHE
REATHLRIE 8 2k 9 2 2 HOBUEIZ LV | H £

G

1 ARG R AL i D 44 Pr5E

@ | FHAE R SR AT B O F i 5

@ | A S DAL R

C)%EEE@%%§E%®%%(%E
% 7)

2 FEERESORSIEOER
BRI T H

Completion date

T fit i 51 BT

Result actual enrolment

PR P e 52 ) 7= 3 O Se it
Baseline Characteristics
HAEBEEDOT VA 0 CTEIT
BB % 1F )

Participant flow

YIRS DI IR ILD FE & D
Adverse events
FEFIIE B & ORIKEEHmEE ©
T — B EAT Jo OVt S

Outcome measures

[GREAES D)

Brief summary

NPT E H

@ @ |©@|e|®

®| ©

S




IR UE L (BRSO ILBER)  (Fim)

T FAZ B D I MO HIRRA) T DR
H
@

Date of the first journal
publication of results

FER & U B9 D URL (HE3K
Al)

URL hyperlink(s) related to
results and publications

@

3 IPD (deidentified individual clinical trial participant-level data) =7 U7
(FFAEERE T Tl x OFDEALENTT — % DILF)

ARG 2 2 T8 OB OBA| | o e
LENF=F— 4 T 5TiE
Plan to share IPD
R E DA

Plan description

®

(R EFH)

(1) Ao RE X1, AdLT5HZ L,

(2) #EHT, EXR1@BETDH L,

(3) @ THZEMEETH] 1T, 2 TOFBEE IR DT — % OWEEZIT 5 T2 OHE 13 #&

TLEHA REBICHEERSEZZ T -FHORKEBER) 28 AT5H2 L,

(4) O IFEEME] X, YEFEERSLZZ T -EORETRAT I &,

(5) ® HAEERFELZTEEHEOERIFR) X, ETCOREEEELZTE,. &8 (7
ARG 2 T T2 ORI OETT) T 7 Vv —7 (OHRtRO 7 v—7) 12250V T,
HARBEOBRBRFICINESINT-T — X 2 AT D L, Fim, Mz ETe &,

(6) OO THEEEEOT A NS U ETIRBUCET 2 ®) 13, BEEERESEOKERE
L C, EESCHAERS 2Z T -EOROBSEETATHI L,

(7) @D TEHEEORARNOE L) 1T, FBAEERKSEORMFITE Z o 72 WTREK 7%
—EMIMNICK Z > - FHAERELZ ST -85 OBERSE (BELOMFE L < R0 ERR
BEEREZST) | R TCOEERAFFR, L) ITOVWTRRATLHI L,

(8) @0 FEFAMEH L OBIWKEHEEH ©OF — % KON #E R 13, BB T/ L —
T, FEFMEE LORIREHEEE . 00 OFEEICET 57— & i ONZ BRI
W R R ST O RS2 TATH 2 &

(9) @D TARTEHR ] X, BAEREEDLZEMEOHERE IR T 2 A THRIE 8 &£0
9% A TIZHLET 2 FEEFHMIE B i E U TREREZEOME O AN AIEER TE H 250
ANTDHZ &,

(10) @ MFERICET 2RO ERH TORER] KOO THERE HRICBET HURL (8
BA]) 2o WT, KTREZBORHES CIXRATERWEAITZEM TR L, ABHEEC
BB NG T AT — F _R— R CERT A LIk, AT AL,

(11) G TERFPEOFHEM X, WO THAEEREELZZ T x OFOEALINT-T —
ZEIETHTE] C A ZERLEGAS, WOl X s FiEcEor—2 %23
DHNEFTLATDHZ L,



B 2— 1

O ERARMHEERATRAIORATEIZOWT (CERK 30 422 H 28 HATIT EEGRESE 0228 55 1 %5 -« EBWIFE 0228 25 1 A4 5544 = BUR R ik & S OWIFFERE JE 8%
BURRE A @) AT IH xR

(FHROFB 1T IER77)

% IE 1 A )
2. EF 2 =R 2. VEH 2 EREMR
(W) (%)
(11) B 14 £ 1 5065 18 5 F TR (11) BRI 14 K5 1 5065 18 5 £ TR
O~® (&) O~® (%)
@  TERRFEOREE T HHALNEORE (ZNHIZHNWD @  THERFEOREH T HHAKNEORE (ZNHIZHND
HRXEET,) ) ORBICY > TE, RICBIFI2HFHEICEETHZ BRXZETe,) ] ORHMIZY > TE, RICBIT2FHICHETHZ
& &o
(7) ~ (=) (%) (7) ~ (=) (&)
() (%) () (%)
i) ~iv) (%) i) ~iv) (W)
(HIIBR) v) BERIFZEOXGF DO BS S 73k - F#IZ oW, BR
T DX RFE D [FE 2 15 2 R CIEFRE S L 7e W o i
FEDT=HIZHV B B ATHENE IS O BFFeASRE I Z SR k9~ 5 Rl fE
PERHDEGEITIE, ZOF LRIBEAHLRFAIZBWTRE SN
LNR
(F1) ~ (&) (%) (1) ~ (&) (%)
®-©® W) ®-©® )
(W) (%)




(47) HHIZE 46 456 8 5 Bif%
(W)

(47) HLRZE 46 556 8 = BAf%
(%)

(48) JARIEE 46 2555 10 SR

O _EERARNITE DX RE O AN EHRORGEIZEE 9D FIH) |

AG Sz alEE - fEBIC OV T, BRI ZE DM REE ) D [AE 24

2 g IR E S VAR VW ERRDBFFED 72 D IV B 2 ATRENE XS

i OWFFERERAIC IR BL 2 ATREME DN H 2 B EICIE, T DR LHEZS

LRSI BWTHESNOINEEZ G Z &,

Q@ QOOFHDH L, FEMKMIIEDE ~x DX ZEOEA LS NZT

— A MAT L TEOHEE, MOTEDND DA UL T EDEM

(WHOEDEIRFETEDT—F & ifMT 50 Z2HrT5Z

CHrax

&

_(49) HLRIES 46 5556 11 5 Bf% _(48) LRI 46 5256 11 5 Bf%
() (1)

_(50) HLHIES 46 5556 14 5 Bf% _(49) BRI 46 5256 14 5 Bf%
(%) (%)

_(51) HLHIES 46 5555 15 5 Bf% _(50) HLHIZS 46 5226 15 7 Bf%
(%) (%)

_(52) HLHIES 46 5556 16 7 Bf% _(51) LRI 46 5226 16 7 Bf%
(%) (%)

_(53) HLHIES 46 5556 17 5 Bf% _(52) LRI 46 5256 17 5 Bf%
(%) (%)

_(54) HLAIE 46 54555 18 5 Bf% _(53) LA 46 54226 18 5 Bf%
(%) (%)




_(55) MRS 47 555 1 5B _(54) BIRIE 47 556 1 Bk
(%) (%)

_(56) MRS 47 555 2 5B _(55) BRIE 47 456 2 S Bk
(%) (%)

_(57) HRRNES 48 Z:BA% _(56) HIAE 48 Z:B9f%
(%) (%)

_(58) HLAIZ 49 S:BILR _(67) HIRIE 49 4:Faf%
(%) (%)

_(59) HLAIZ 50 S:BILR _(58) HiAIZ 50 4:PF9f%
(%) (%)

_(60) HLAIZ 52 S:BItR _(59) MR 52 4:B9f%
(%) (%)

_(61) 5% 10 SRR _(60) VEHS 10 5Btk
(%) (%)

_(62) BIHIZ 53 455 1 B 2 SRR _(61) HIHIZ 53 456 1 IHE 2 SRR
(%) (%)

_(63) HRNIEE 53 558 2 HEBIR _(62) HHIE 53 456 2 PR
(%) (%)

_(64) BLHIEE 53 4o 3 TR _(63) HHIZ 53 455 3 PR
(%) (%)

_(65) Tk 13 ZBfR _(64) VA 13 5Btk
(%) (%)

_(66) HLAIZ 54 S:BILR _(65) HIHIZE 54 S:BIt%
(%) (%)




_(67) BHIZ 54 55 3 THEAR _(66) HIAIZE 54 555 3 THEALR
(%) (%)

_(68) MR 56 5<Ba{% _(67) BIAI% 56 4<B94%
(%) (%)

_(69) MR 59 F<B% _(68) HIAE 59 Z:B94%
(%) (%)

_(70) BIHIE 59 4555 3 TEEI% _(69) HIHIZE 59 4556 3 THEAM%
(%) (%)

_(71) HLAIEE 60 S:BILR _(70) HAIZ 60 4:F9%
(%) (%)

_(72) HIAIZE 61 S:BILR _(71) HAIE 61 5:BI%
(%) (%)

_(73) BRI 62 455 1 TEEIR _(72) HIHIZE 62 45565 1 TEEM%
(%) (%)

_(74) BRI 62 455 2 THEIR _(73) HIHIZE 62 4555 2 THEIM%
(%) (%)

_(75) EE 21 S OVRANE 63 SRR _(74) ¥E 21 SR OHRIES 63 6%
(%) (%)




BEs2 — 2

AR 1

O

®TE

ARERR Bz

WRETEL (BHERRHERARE LTERT K £
BEEI1E. HRARELM) £ Fr

TERDESY. BRRIATEAETRR (ERS0EREFBEREITS) FUXESEMREICLVIRHLET,
g

=1111}

1 EREIRORIE

@ | EEEEOEHHEES

@ | e

@ | TRLHEAH

@ | PEHFEHRBESE20LH REED)

oy

2 FRREAEHRERDERN

AR TH

Completion date

SEHEREBIEL

Result actual enrolment
ERARIIZE DR EDERIFER

Baseline Characteristics

BRI D TH A VIS U= TIKIR <R
ERGIEE

Participant flow

FIREDREILADFE LD

Adverse events

FEFHMIEE R CRIRGHEEE O 7—45 fi#
MRURER

Outcome measures

R R

Brief summary

AFFER

ERICET SRAIDHIRI TOREKR

Date of the first journal publication of results
FER & HhRICEET AURL (#EAD

URL hyperlink(s) related to results and

publications

Q @ ©

®

©

®

e ©

®

3 IPD (deidentified individual clinical trial participant-level data) T 7') >4 (EERRKRMEDELDRZEEDERILSN-T—4
DHE)

® | BFEREAEOE2OREENELLSH | OF O
T3 %#ETEHFE
Plan to share IPD

LEEF D

Plan description




(BE=18E)

(1) BMORESE, A4LETHIE,

(2) RHEIF. ER1EETEIL,

(3) &N TEREMIET A &, 2 TOFHBEEBIZHST—2 DIEEITIT=ODERIET LTIzA (REDERRAEO
FEOREERA) FRATHIL,

(4) ©0 TEIEERE £, HEXERRMITICSMURRERETLATH L,

(5) @0 TERFRMIEDOFNZFENERIFR (&. S TORKAEORNEE. 2 ERRMAROXNZREORAOEILTT) XIFtt
BUIN—T GOWRZEDTIL—) [2DULVT, ERERHZRARH CIE SN T—2 EBATH I &, Flh. HRZED S
&

(6) @D MERFRPIEDTHA UG CI-ETIKRICEET 2158 (&, ERRIROREREE L T, E5-ClRERARONRE
BB EETEATDH L,

(7) OO0 NEREORERRDELD] (. ERRFIZEOEMRSDXISEAFEE TR —EEARNITRE C S F-ERRARORREDE
wE BELOFELGVEL GBREEEEEZED). 2 TOEELGFEEER. L) ITDOVWTEATHI L,
(8) (O FEFHEEERUERIVEHEEEOT—42 TR URER] (3, SBEXIIHEY I —TZEI, FTEFHIER RUEI

JEHEIEE RUZN S DIBZEICRET 57 —42 . REEMI OB E TR ORBRE LA TH I &,

(9) @0 TARFERI (&, ERRATEMRITIRAISE2455 S IBISRE T SIEREENHE. MZTAEE. HeRmitES
DA AR FERZFELAT H I Lo

(10) B0 HERICET HFHDEMRMTOFRRA] RUGD #EREEMRMICEET HURL GEEAD 1 1ZDULVT, BRTEED
RS TIIEATERMGAITHTIRE L. AFFICBEEFTBANEHRT 2T I R—RIZEHITHZ LITkY., &
R

(11) D TEERFEDEHME 1ZIE. HFERRMZEOEL DMFEDERILSNI-T—22£ET5FEI T TH] #=RL
=188, WOEDESIBHETEDT L E/ETINERLAT I &,



	【課長通知】「「再生医療等の安全性確保等に関する法律」、「再生医療等の安全性確保等に関する法律施行令」及び「再生医療等の安全性の確保等に関する法律施行規則」の取扱いについて」及び「臨床研究法施行規則の施行等について」の一部改正について
	【別添1-1】（新旧対照表）「再生医療等の安全性確保等に関する法律」、「再生医療等の安全性確保等に関する法律施行令」及び「再生医療等の安全性の確保等に関する法律施行規則」の取扱いについて
	【別添1-2】別紙様式第九_総括報告書の概要
	【別添2-1】（新旧対照表）臨床研究法施行規則の施行等について
	【別添2-2】別紙様式1_終了届書

