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Advanced Review with Electronic Data Promotion Group, Pharmaceuticals and Medical Devices Agency

HE

WD EIRBIFICB O TL, BROBEBREIZBIT 57 — 2 1285 < E BN F RO R 225 H
MHED DTN D, AR TIE, HEFEEREEE CF 2546 H 14 BNMEBEREER. EASEHRE - Bk
KREHAE) IZBWT, ERLEFRERR AR (PMDA) (BT &R HRFET — & & —BIEH L727K
REAECHROE O RO 5N T\ 5, BIE, PMDA TR T — & OB TEHE2%1F 5 =
& MBI, EIRAKGE RIS SN D RRER T — 2 R H O 720 0 BRNR 21T CTRBY . %
DIERH) 72 FEIZ DN TA AR HRFERFOE 7 — IR 2 FARNE 2 FIZon T (CEpk 26
6 H 20 HIKAFEA 0620 55 6 5) NREHINZEZATH D, EELOAREFEE~OEKABRT —
S ORI KORERI R ERT — Z OB 22512 IE, 7 — ZREOFH AR X TH Y, PMDA T
IE, 7—FiEHEL LT CDISC IC K DEHEARATHTETH D, EEMIZILSHERINTVHIEED
ML D PMDA K OHGEE OMIEIZIW T, [EFREHEE 2 B 2 A7z X0 @805 i Sebin O iR <
FHESAIRE L 72D L EZ BD, AFEFE TIL, PMDA (BT BRI « BWAFH AR AHI OB E, Ui IR
&L FEhEF oA vy N EET CDISC OFIFIZET 2 H MO\ TR T 5,

F—U—FK: 7?(;1114 %%%ﬁﬁﬁ?“—y\ :7‘“’—&*%@

RAEARGEA - FHAR A

ITAFEDEFLBAFEICIB VT, BABOBERIREIZE T DT —ZITHD < ERERRE RO 22 5] 1 23
HENTWD, BIRTIZELNDEL OFREFILET ML VS LIRZEDOFHNICH VD Modeling and
Simulation DFFIZZDRER R D TH D, — T, EFMZHIE LARBFGELZITOHEORRL T FAEY)R

IZBW T HERRRERT — % K OB EFIEOBER, K OEmARIEHZED 2 Z LITEETH Y | EERE
s (CEAk 25426 A 14 HRMEBERERE. BEATHARE - BHEKEHRESE) 2BV TIE, EEMLERESR GRS
Pt (PMDA) (231 2 KGRHGET — # & —@TE M LI KREACHR OB Om LR Hiv T %, PMDA

T, P 2549 AL HD Wkﬁ‘ﬁﬁﬁ FHERARHIER =) ORRE., Pk 26 £ 4 A 1 B TIRIREAS
HEHESR ) ~DSHLZ R T, BIfE, HRFICHRH SN D BRI T — % 2 — @l A L 7o ARE A-CH R O
FRUZ OV TEHAEN BT DPED DN TNWDL EZATHY , ZOREARN A FEHIET 2l [EGEHGERO



BT T — ZREICET 2 HEARRB 2 HICONT) (PR 26 4F 6 A 20 HIEEHFA T 0620 2 6 5) ¥ h
72 ZATHD,

AGRHFEREICHR I SN D BRI T — 213, ETIEEM B OFEOEL, SEAOTZDIZHHAIND,
PMDA & ZiVE TOHFAIZIBWTIEL, PMDA B H DR OEIRE L~ DEFT —Z ZFf > TV ho
22 EnD, AIMEROZEMEORFHIIB W THFEER L LTI SN TWRWRHT ORE R 2 78T 5 32
BAELTGE, 2 COMMTZRFEE ICERELE/RL THL L IMNERH 72, LLRRL, HRE Lo
BT —HANATAREL 70D Z L2 LD, —EDMITIZ OV TIL PMDA WCTHEi§ 5%, HaEH ORI
WSnAMENHD EBZ2 NG, £z, V7 bU=T OFMIC &L 2R EBFE RO, BB D
BIBRE DT — 2 ~DT 7w ANKH 2 5%, WK ﬁ%#%@i@ﬁﬂ&@ﬁmﬁ EL/D T L LIS
b, —JH. ARBHFFRECRE SN A2EHG B OBKRRT — 2 hEHEIhD 2 i o B Z R E DR
%@%ﬁ%ﬂ%?é&ﬁ&m%&@ﬁ:ﬁm&%ﬁﬂﬁghéﬂ%ﬁ%%éo_@;9&@%K%d<ﬁ4
RI A 0%, EMINTT — 2 PSRN ZRERRBBER ORISR L 2 L b s D,

PMDA (Z81F % CDISC OF| Iz T

KRR FEIFIZ PMDA (2%t L CERIRERBROE 77 — ¥ MR SN 25 A 12, FERRRO T — 2 03— E DOFE
BT THER SN TV D DENIIEFICEE L 70D, FEBIIFEACHITICEL S, 4 ORRIKRROT
— X ONEZBRT DMEN D D05, 7 — X DFFE DRI > TV HSE AN R S 1272 5 & RIREC
EHEOHERZBEL TELNTY 7 MU ZTICL Y T — X ORTALEZREHIATO ZENTE D, o, [
MR BRET — ¥ OFEMI 2 RENC T, SRR O T — 2 BNRFEDO T — X FEREIZHERL L TV D 2 & 3R A]
RERD, FHERRT —ZREA~ORERUT, EIEGLOFED LS T HHR BRI O ERINZEHESFIZB N T
HBETHLEEZ LD,

PMDA Tl K R T — % 05 — Z fE#E L L C CDISC (Clinical Data Interchange Standards Consortium) |
X HEWERAT S 2 L L L, SDTM (Study Data Tabulation Model) (Z%¢ 9 BB T — % . ADaM (Analysis
Data Model) (27 o figtiT 7 — % . KO B DEFEK T 7 A /v (Define.xml) Ot 2k 5 T & T 5, PMDA
31T % CDISC (ZHEHL L 2 BRABR T — X D AFIIHOTHOZ L TH Y | HFAED CDISC ~DEE 2L
ETOLEDPDH D, T, HEHICELTYH, 7—2FEHEL LTCDISC 2R &, £HITiE->TT —# 7
FLOOLNTWLHNTELEZIUILEL RN E D Th D, PMDA [T TIT Pk 25 e L 0 | FEERICHS
=275 CDISC FRHEICHERL L TE & b EARER T — Z 242 L TH 51, PMDA T —E O AT 23 7]

HRThHILEMERTH Ay FEFEBLTEY, (v hOFEEEEFE 2 T+ CDISC K@i@?j%&
FHCZDDEWRH D Z 2B L TVD, ZOX I REVHH TS 2E & LT, fRx ZRERRRBRIC
%ﬁ%&%ﬁ%®%®@%@%%é#\%Em®ﬁm5@ﬁ%@gw%%z%ﬂéo%%\K%ZEVT
CDISC DFIM ZH#EE L TV < IZd 7o - TR, FHER RO BEEEROLAZED D Z ENEHTH D LE R
Do

Atk D R
PMDA TIIHE, THARMNE 2 FH] (e, BHENREMCET 2B ED D NXHEBIZOWTER L
TEY, 528 LEBRELOZHELH, Moy hOEREZISE 2 TRHAZED TV FETH S, i

CDISC FEHE|ZHEHL L 7= B IRARBR T — X IZBI L Cid. TNE TR L 727 — F 2{ER LT 2 & O 5 HRE
DERBEE 2T, FIFICHTZ» TOEESL, SDTM, ADaM ZNEN DT T /VIZBT 5 1B O & A%



DXV FHEMENEZRMIET L2 ENEETH DL LB X THY | EEEICHIERIE KL CRO O FEHHYUF D)
HAF T, BAINAIZRIEIL AT A NIZERE T RERNE LRGN Th 5, AW TRRBHGERFO AR E 7
—HREPTEINTND Z &, CDISCIZ X 2 BFIEEICONWTIIASHRON—Va T vy b ESND Z
b, CDISC OFIAICE LTI A FEDORMITMA T, FIHENOHBERIEFRILEALEETHL L E X
bhd, A%, BRRRICE T 57— % OE, BESCRITT —2 % v N &AW EROMNT, AGRHE
DUEFE, HFEE TORBPE T CDISC IRHET — Z [Tfb 2 EBH L H L, KRFEEICT —F &5 PMDA
LED, FHORREMEE X2 -2 A4 L) —RIEREFITID | RFUTIIT 5 CDISC DO o 0 ZHED ©
N5 EREFEILD,

35Sk
JEAE S E A AR HE . KRB EROBFT — BT T 2 EANE 2 FlzonT), Pk
26 46 H 20 HIEAFFARE 0620 55 6 7



