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AN T AT, — e LTTFED X 512 Tanalysis] 7+ AX DT D
gz Tepl 7AWV R T, TOFITKMT HZ EREZILLND, 2
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T 5, kB, YT — X OKEMEFEE LIS TLE IR L DT
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LD P OFEFREIZIINED Z &, ¥iZT — X OMTIEIC O N T, &
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R Z L I A RS R Z & ITER &S s 7
FIVH T A NELITE AR — BT
X 5RBREF S (studyl23, 72 E) L4250, R
MrofEihl (iss, ise, 72&) L35 L,

KT F IV T A NVEUND T 7 A VoG
OTIT R B0,
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F IV,

KT ANV T A NVEUND T 7 A VoG
OTITR B0,

adam

ADaM 7 —%t v NEOT v VT LEKNT 57
FIVH

KT FNEIZTALT A VEUND T 7 A VoG
O TIEZe B,
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programs
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T LEREINT DT VA,

adam_j
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T A IVHE L = A

KT IVEICTMT A VELUSND T 7 A Vs
DTIER DR,

legacy 5 [SDIM S0 —EL£ENDT—4t% > b &
AT D7 5,

sdtm 5 |SDIMT—#%tv NEHNT D7+ 1H,

sdtm_j 5 |#EET SDIM T — &t v MIxHET 5 ARET —

Y NERNT DT IV E, K7+ /LZICH
AFESDIM T —H v NUSND T 7 A VAL
TIER B0,

3.6 HEEE T —ZIZEHT AN T —2 3 14220 T
R—2 VWA Fad LTI SNTEREEE 7 —ZIZxt L, 7 — % OFRIIIS
CTenY F—2 g BN TN D, N T—2 3 VORERIL, A—2 181 b
SR U CHREEIOEKE SND, 2B, 3.6.1 (7)) SIRTIL—/UMTER LTV
LHFEE T —ZICOWTL, KGR EL IR T2 ETCIEIELZ LT, & C
DT —2 ZFEtT 5 ENLEE L,
T = A ELECR—Z N A NERERIORAE LT T =IOV T, A=Y
A hAINVTT AT GG DRIV, FRae=zid b2 L,
3.6.1 CDISC ¥fllT — X Zxf 3 BN T— 3
PMDA |% CDISC #E#il5— # |Z%f L CI%. Pinnacle 21 Enterprise Z >
NYF— g9 %2179,
NYF—2 g NN IL— L2 DWW TIL, HEEA~OBEAME & RREE
IBFBHT— 5ﬂm@§5é\mwﬁ$w E%ﬁ«%%%ﬁ%f 2D
% J O PMDA (28 1) 2 BERARER T — & DRk FHZEE L T, %1
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(7) BB L TWAEAIZITMEEESND £ TEENBB I N2V IL—L
- T PR R ;Ob\TMxéﬁTJ?)Z)T K N DOFESEDIEFITHEAR
Hy7pL— L

(1) EX L TWAEEIZ, FANCHWAN 2 WIEEIZITEIES D £ TF
W) RV A WAV
%< DA, BFEHER OFEET A FICHAEIZED 5 TWDHL—L
THY ., EX L TWAEEIITZFOEEB L OMEIENRAIRE/ZR BRI
DU THEERTIZ PMDA [ZFHFE L. S BICT —Z A RIZBW AT
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() EXLTEHAETHLLT L ZOMBHEZRD RV L—L

2B, B (7) 2o Th, BERRBRT — X2 OEOB AN, EXOD

BEIZOWTHIEHRAZ RO D561 5,

PMDA IZBIT B8 F—v g v O EFEEREE O, {f % DL—)1 &U%
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HEIT O MERH D, N—I U OWN TS %MK AT S 3D Al REMEN
HHZELIHEEL, BICKRTOEREWR LIz LT F—v 3 v 25
THIE, B, VAV OWENH HLGEITIE, WEZDO/L—VOm M E
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= NY A NN T MMM TN ERE - BT T — 28X
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DIRHDPTZ2WATEEMEDR H 5, £ DA, PDARE DI TR 21T 5 D
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4. T REHFET —FFIIONT
4.1 CDISC FEYEIZHEHL U 7= GETE 17 — & L OB 5 LD\ T
4.1.1 T 7—%Ev |k
4.1.1.1 A3
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CDISC fEHE L BAp A CUWE SN T — X Z HEERICIRE T 5720
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DRI AR S3 S D A2, SRS PMDA IZHHRE T2 2 &,
k. T—Zt v MEMRHZIE CDISC EHEA T U, FIHT 54
HABESHEICCEINELE 20 EHEHATI L, A2

7



Vo TRRILF - INUFHEORLEEL LW &,
4.1.1.2 SODIMT—% &> k
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LTCWb, WESNTET—ZRNEENDEEICHO VT, ZOH%EI
WO LT HEERBY 2 TOEKOT — X 2ET D &, B,
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T HMENTIRND, AEEICEE T 5 EEMNT, BIRMENT (£ ZREh A
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IRAE R R OV - HEOBRE ORI D 2 FATIC OV T, Hakhs
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Zty MZLDEMIT ARG ET D20, —IZ ADSL 7 —X & v b
IZEEND, RBREMFHE BRSNS ETCOREELZ O &2
L% %, JRAIE LT ADal T — Xty MZE®HHZE, TNHDOE
Bopl L LTk, XHEEICMA T, Rk GUREmEIRESS) | £
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o T—XEy N0
o T HIEWEADOVERPMEICEET DB (NU T — g URERICEET S
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http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
A 30ET, JRAL eCTD 381K O eCTD Bl MEEIC BN TED HIL TV D
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— Xy RBEIN—V a YRR S TNDHEETH-TH, H— L7
—Va VIEVERRT S Z L, A=Y a U ICBR L TR LN =V s
YOBREH, B N—T g UL OEBIIHTZ D EE LT REIZ DN
TIL, T—F A NIZRi#HT 5 2 &,

4.1.4  BIREGEOEEEZONT

BUE, FRBHEBEFAOT — 2 2T 5720, Z< ORBIZHOWNWTE
N IVIE B EEAE (Therapeutic Area Standards) 723, CDISCIZ LV
BlS N TV 5, BEICEEDRAR SN TV A ERIZ OV TIEE OEREZ FIH
THZLEMTEHMN, A LIZEEZOWTIEET 4ty hOERELD
F R HA NIRRT BT,

4.1.5 BAFET —HX OB NN T

AARGECT —FWE I, DOENEIEEEICEE L GA I —EDO R
DO DRNN o DHEENZ OV TIE, HAGE TOFLEE M E DD )
Thy, BARFECRH LT —% UT THRFET—F] 2o, ) &k
M2 EMARETH D, HARGENE LD ATREMEDN & 2 25 D 6 % RHIHK
2ITRTHA, ZHITRD DO TR,

AAFEHA N RAL VCHENDHAEDORARET — 2 OT —2 & v b~
DA T IER O FIEIZREAIE LT T EEY 35, 7ok, B3
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Wil &2~

o HYTHRAALY (FT—HEY ) IZONWT, HAET—FEY b
RO HTEED ASCIT THESINTWD LTt v hOARTHER I
TeTr—4%y ks (LT [#EH7T—4%y b L), ) 250
Ty NEERTDH I L,

o HAFET—ZtEy MIHAFBHHEHOAZHAGELEL L, TSN
Brr—42ty b ER-NBEOFERTEDT =2 ET5H L,

e HARET—4Ftyv bhEsElTT—4ty MIBAGEEE L2
JST B R TFLFHNOT — 2 ROEWERE 2R OREE L,
L o— R V:~p@mr§2o@? Sty FETR—ET5
Tl B, T—FtEy NOEREIIEETT—FtE Y MIXT 5
HDODEEHD AT I,

o FHTT—HFEy MMOHARGEEBIZEY T HEANICIE, EEOT
— X TIE 72V ENIH B IR EFE i%ﬂ ( [ JAPANESE TEXT 1IN
SOURCE DATABASE] %) ZH#&#NT 5 Z &, E@ﬂ@@t
HARGET — &%@ﬁ®ﬁﬁXi@ﬁ®v:~k ST THANT D
ERHHGE. T T —Fty MOXILT oL a— RN T
UHIGE L TFHN T 5 2 &,

o ZOHEESCH] ( [JAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
HRTIT—ELTR—DObDEH, T—ZHA RXIT—Zt& v
FDOEFREE (define. xml) IZHRTAHZ &,

o HAFEAZSULHERMFESLT— Y X MNEICKHGT D EPTITEY) /e 58
ﬁXi%ai%ﬂéﬁﬁﬁé Lo ek, FEESUTFA AT 5

. ZOTEGESLTHNEHAEICKBT A2MERDH 572 51X, KBICE
E%Oié@k@%u%ﬂ@ﬁﬁ%@@(ﬂzVMMW%TMTW
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TTOHARGEEOMIGT T 2T —2 A REIIRT I L,

s BT T XLy NEMIED 7 ANZIZEDDHI L, SDIMT —X &
v NIRRT HDHARFET =Xy ME Tsdtm_j] 74V FIZED,
ADaM 7 — %t v MZKHGT D HAGET —4% %~ MMi ladam_j] 7 %
NHIZEGDDHE, T—HEy MAKRTIXNVAIT2O5OT —FE
v N TCRI—DOHEDEHWNLZ &,

o HABHEZESERWRAAL NIOWTIEEERFEDOT —ZEY O
HEFTED T ANV ED, BEET LT —4 8y MEEH LN
o

7ok, JFEAIE U TCTHAZEST —ZIZHOWTIEZ SDTM KON ADaM & 12 FEo

AN TIETORET 2L 20, BARET — 4 250 lERBROT —
2 BT A TEND HGEITIE, £ OHEPHEIZ OV TERNIZ PMDA (Z4HH
RTHZENEFE LV,
4.1.6 7Fa s LORHIZHONT
4.1.6.1 BT 707 T A

CDISC PEUE|ZYHERL L 7-HFEE T — X IZET 5 7 rn /7 AL LTiE
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4.1 1.3 (T AE. RO EERAER KO - HEOBREDRIL
B0 2 B REERAS R A 15 5 7= D DFRHTIZOVWT, ADaMl T — % & MERCH
077 AR OWT 7 0 77 AORMERD D, K7 077 NI, ZhEN
FEHT FH OZEAERR OB OIS, T 7 /v T Y X AOWHEGEN FE 72 BRI TH
. UFLE PDA OBREICBWTEDEEIE(TT D2 ENATRERIER LD
AR E L TRRHT20B032, o, FFEDY 7 My =703 —V 3 U
RET D HOTIHRVA, 7 ar T AafEk, FTULRE (LA
L—ya U VAT A, VT MU 2T ROZFONR—T g 0) ([T AR
WTHFECT—2 A RIZBW TRk 562 &, v~/ nzflflL7=7 v s o
LEEHLTCWAEA, ~7ua7a /I A6 CIRET D2 EREE LN
N, vrurar g AORMBKNEERGE, e, T4y NeTm s
LDOVERR B IR Z SN EFE L TR Y 7'u 77 A BIROFRH N NE /255
ZiE, T T VU R ADG s HHAREEORH TE LR 2 720,

4.1.6.2 T DT 7 A IV

4.1.6.1 TRTERBD, 7al T ANIRFEDY 7 hy=T0N\—V 3 Z
RIET 2 HDTIERV, 7 7 A NIRRT Y 7 T =7 B35 U= dEE
TaEHDH T L, PWRTBIRNT 7 A NVAHDEEILT 7 A4 MERICBET 551
BHZT—2 T4 RIZghsn L,

4.1.7 55T AHERER, IR SEHERBR S o i M O SR ER AR O AT IS B4 5

CDISC FEHEIZHERL L 7= REEEE -7 — Z 21T DUV T
55 1 AREER, B SEPRSEREE O B M OV AR SEPRAEI D AIFAT IZ B9 5 CDISC

AL L - R T — X OV RNE 4. 1.1 25 4.1.6 LREERTHD
D, FHCHET_REHEHA L FIOTRT,
4.1.7.1 SDIMF—%E v k

%%%%N?%~&@\%hﬁ%ﬂ%ﬂﬂ%#é%@%ﬁﬁ?~&kbf
EHZAOND I END, FEYRET — X BRI LT PC FAA A,
SN ENRE ST A—2 % PP RAAL KL T A 2 &, H)F
AA UL PP RAAL DT —% % v FORRIE, SDIM IG {235 RELREC 21k
LTI 2 2 ERZEE LV, SDIM IG ICEESW B R e B 4%
WZIET —F A FETHIATHZ L TELIZXRN,

72%5. CDISC AZHEIZHEIL L 7= AN DT —F > b & PC RAAL & PP
NAA AZEW L T 25813, FL—HEV T 12345 FHE (PC
RAA L PP RAAL L OVERRTFIR, 2 OBHREDPC KA A L PP R A
A ANCEENDIEBROBWR) &7 —2 A RETHHTHIZ &, BB, b
—VE VT 4 ZHT 2 HA T, PC RAAL U DERYEIRE T A —H &
BT DM,
4.1.7.2 ADaMT—%E& > b

1 HE R OVPR HR R EE 1 B9 2 SR BN RE M OB RE /S ) AT T — 2 &
k% ADaM JEAACHEHH T 2855513, IBIIDONI TEESARE T ADaMl 7 —X &~ b
’ié%ﬁﬁﬁﬁ%ﬁ@f%h“\:h%®?~&%@ko@?~5?yﬁ

IZE LD THRZ TR L TH LV,

FERTRF T 2 ADaM FEAUISA DT —Z &~ b Z7KGRHIGEREIC ADall FZUC
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4.2

T CHEHT D50, FEEOMINZAWET —4 v s ORHIFAETH
%, 12120, T—HF¥y FED s L—Y U T ¢ TN EZ 3T 5 ET
ARRERTHHBEEIF, UET— 4y R L LTI N
TZ 5,

51 FHRRER, BRI SREE AR OO Bk M OGRS ERAEIR O FRAT I 2 B2 IGHE
FT—HEIZONT

EERSRESEIR O 7 — 2 X 7 — R E ] W OV i R SR L GE IR 0 H 55

BT —X M OT 17T LNEO B 7 HNEICOW T, YL & HIF AL
TR T,

4.2.1 AR SEBREIR D -7 — X /N 7 — Vi E ] 12O T
[FER IR DOE T — X Ny r—VUiHE] (X, ST —4 %

T—= R 2 A VAT LML VIERT AR —2 1A N ETCATISS

R B T — X SR HHNAEOIEHR D PMDA 2MERKT 5 2 kﬂ%\i%kbf

RET A EIIARETH D, B, VAT LAEERARICES 7 7 AV E

WORHTHBICIE, 3.7 IR LIZEBD, TSV 77 A NV ERET 52

LTI,

PMDA IZ\W T TR BRFEIR O 17 — ¥ /v 7 — Vil E ] Z2/ERT

LB IERIZITRROERBY TH D,

o Study ID (%iEBRZFRBIT 5 074

o TFANNRR (TrANLEEGT) , "B, = U x=A AT AIZ
77 AN RAE BHEIMIZGRAIAT T2, 7 7 A NN AD AT IFTNLER
v,

o EhE SN fENTOFER (STS (BEYERIZRSKMpEhREMEHT) . POP (RHEEM
fiEHT) . PBPK (ZEERZEAVEMEEIRT T L) XX Other (ZDfh) @
Bz, B2 HAWTANT D, ) . 72k, STS ([ZIFEHER 22 38 Eh T
AT & [RIRR D J5 1 CRENT S 7= S BN RE /3K AT 2 & e,

s T ANDONEDWRH, &7 7 A NORECMD T 7 A4V ORRYE
DREFETE DIz RE T L, o, AITEHHRALT
i3 100 XFTH D,

4.2.2 WFEETT—X OB BEHNRIZOWNT
FEVER) 70 SR B REMRAT . BEEE FHARHT Mo OV B2 A 3Kk Eﬁ%?w%ﬁ

DZNZIUZDO W THEIT REFIHALL FIIrT, s, fffrofEHEIC

59, F—& %t v F% SAS XPORT JER CTHEHT HEICIZ, T — &t/k%

k774w%iﬂ ETH L,
7pds. G T FHERER . ERRSEPREER S O AR K OV AR S PR AE I8k O fi AT 1 2 BS

ﬁé%%%%f 2D H B, CDISC FEAEIZHEPL L /=7 — X I DWW\ Tid,

4. 1.7TIZEH 2 &,

4.2.2.1 FEYERY 72 S BN REMRAHT
AN 70 SENREMRAT I BT~ 2 GEE 77 — X 12DV T ADaM DI DFZ
TfRNTT — 2> b ERENT A%, it —4%2y NEKOYT—F Yy NE
REOFEI RO LBV TH D,

O T —H v b
FYENIE XTI ) /T A —Z ORIV T — 2~ PR
SEMENRE X TBE ) F 3T A —F OFEFR RSN W BT T — &
v b GURHEHEOEHOAEIT S AR ZiEHT 5, 7
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7 A WVERIX, BIZIZLLFOEERE 2 Hivd,

e SAS XPORT Bz (% xpt)

e ASCII Format Data Files

e Phoenix Projects Ck phxproj)

e WinNonlin Files Ck pmo, *.pwo)

@ F—Fty hE#RE

o Tty MEREICIL, D7 EOEEL L OEHOFHN %
GHLHZ L, B4 EBEBICERT DL, B, T
RMEEEISFER LG0T, TOE EXYX—VE2URT
HIETELIZR,

o Ty AL, AL, eCTD @& M TN eCTD HUARV VEANIZ L -
TEDHBINTWHPIF E 52 EMEFE LU,

4.2.2.2 FHEMBNT (EFMCESL VI a2l —v a8t )

RHEMNAEHTIC R 2 HEEE 7 — ¥ 2T 256, i —4%t > b K
W —&ty MNEREOFHMII TR LB ThD,

O f#trs—4%% v b

FERET IV, T T VLB T BRI BACAC AV, 4.2.3.2 D
R TETNDT T T BT 7 A )IKHE LT T — % &~ b &
35, 77 A VERIL, BIZIELL TFTORERNE Z Hiv5,
e SAS XPORT B2 Gk xpt)
e ASCII Format Data Files
Q@ FT—Ftv hEEE
4.2 2. 1% 452 &,
4.2.2.3 EHFREYEETRET VN (E7 MIZESL Y Iab—v
a vEETr, )
AEPRERSEYE B SR T T VAT ICEE S 2 EEE T — ¥ T A 54
T 7740, T—Fty NEOT —H ¥y MNEREEOZHMIL RO
LB Ths,
O ITICHWTEET VORIE, RE LTEEY KL PEE T A =20
5. AT FNEORE R ORE ST EDIHFRNEZEND 7 71V
7 7 AMVERIL, RO TELI R0,

© MHRET —2%EL2 5 CHRKRBROT —4 Y b
BREDY 7 h =T T C& 5 L5125 —4% %y hE/ERRSUIINT
LTCWAEAITIE, Y%ET 7 71/ (Simeyp PE Data Files (xml J&
R) ) ZIEHTHZENEE LV, BB, BEDY 7 hy =T HIC
T—2ty FEERSUIIM L L TWRWGEED 7 7 A VERIL, {EE
DI TE LI AN,

® FT—Ftv hEHEE
4.2.2. 1Q%ZWT 5 L,

4.2.3  7ar T NEOBAEREENAIZ OV T
4.2.3.1 FEAEN) /2 3B REMZAT

SEMERE ISR ENRE/ )1 BT D AT AR ST E AU HE U T
TREFROFEMI FREOE B TH D,

o fRMTT AU XL (FlZIX, EWENE T A — X OEHGIEE)

ER NRARMOT — &% ORARWE, FEht U 72 fETIZBI 3 2 FEAI TS
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ELLbDOThD, ek, T —4# &y FERICYZE RN S E
55 E (Phoenix Projects (k. phxproj) ® Text Output %) I,
ZTOBEEWHRTDHZ ETELEAR, Fio, MW E5I1245%
HERNEENDIHEIE. TNOERETHZ ETELIXZIR,
o T7rANERIT, EEOEXNTELIKZIRN,
4.2.3.2 RHEMENT (ETICESILvIalb—varz g, )
RHEMBATICBE T B EEE T — 4 24T 25512\, 7u /7 A
Ty A, FERERENHNENTE T A NKOT 07T AFEEED Y
Ral—ya T AT A NVOFFEII RO ERBY TH S,
ORVA=Y/ A FNvAeZ W)Y

BAET IV, BET NV EE WO T 0 7T 57 7 A )V a4

H9 2, 77 A VERE, I TORANEZ 55,

e ASCIT Format Data Files

@ FERFERENHIENTZT 7 A4 (NONMEM output %%)
EAET IV, EEET VS OO RN G TN 27 7
ANEERHT 5, 77 AWV, [EEOFEATEL LR,

@ vIal—rva i@EIsrT A

V3al—va T ANELT vSal—vayT—H

ERAESEDHEDOTa T T 0T 7 A, I alb— a3 LV OEMIC

AWETa I L07 7 ANKEOY I 2 Lb—ya URERE R LTENED

BT 0 77 L7 7 ANV EZTRNT 5, 2B, 7077 LADMEHTE

VAT, TNV AEAR g HEEEEREN TS, e s T

D7 7 ANERIZ, EEOFATELI X,

Fle, a7 7 AFIEELRML. 20T TREO LB L35,

o Tl T LEFETTLHEOOFEMTPIEATEH T IO TH D,

o Wi bb, THITTATFANGKKNT 0T T MO EE D
HZEEL, KB ZZBITERT A2 &, o, RSN
Fal5 AEEHATAICHT o T, AL OFRES., HRl i
BRZAT O BN RWSEEIZIE, BRI v 7T AFIREDRE
MIIRETH 5,

HEEEFT — % & oCTID & OEURIC OV T

5.1 HEEE 7 — X% L eCTD OBf%

JFRIE LT, 2 TOHEBTT — XL, eCIDRNy 7 R—NHEHRIN5
ZEREYITHD, LU S, eCTD i@H &N eCTD B\ VBN R )
HEIZ LD eCTD Z42EH T 55415, eCTD Ny 7 AR — 2 KN eCTD 7 A+ L XK
WCHFEETT —ZIRDERXII T 7 AN EEZDRNT &, 2L, FH1E
DORAER—BICE#ET 2 HEEE 77 — ¥ O oF 2§45 E T LI
T5HZ L,

5.2 IN—H YA MM XD eCTD ZATFF D EAS

eCTD Z#EH T BRI, RN—Z VA FHERNTRETE B KON
WAEAII L, eCIDZAMEFEIET L2 L, VEREROFIILLFO@EY T
b5,

o HIFHM B OIRIE4

® Eﬁgﬁlzﬁj\

o BRI EHFEOR
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o« IER, ZBOH

o fEHTEH
5.3 m—HF WA F&EI L7z eCTD D

eCTD DIRITH -V | WHEEH IIMAIEHRE AN —F A b B TREk, 3R

XIIATIT D, FHIEROBFNILL T O®EY THDH, B, £ TOHEBIZON
TR O NIR S, BIRXIIATIZRDH D TIE /20,

o IEAR, ZE, ERX, RT7H, EHZZOH

o HF— T xAZfEE

o eCIDXZA1HEH

o fEHIEHE S

« #Hal (=—F)

. RIS

o HEESDH ORI

HiEEdR H OIRTEA

© UANAF =y 7T LB

o NMLAPAZUA (LD Ny 7 HR—=2) DF =73 LBIEIE

o BYEMERBEREL
o HREFRMIH KON eCTD Bt 248 OGS
N
EEAERGE, BIRIIAS L%, #2325 eCTD O by L7 )L
ZaR—2 V%A b ETEEL, PDAIZEET D, A—H /¥4 b EDEK
B 72 B E IS O W TR R T,
5.4 R—HNYA NES LTI ST eCTD D48
PMDA 1352{2 L7= eCTD ISk LA VAT = v 7 O Y F—3 3 v & FAT
L. ZORERE L HIC eCTD ZFHFE OFmAL R A FEEH 1T . eCTD
x4+ 52N 77— a3 CRNRFIE, JKHIE LT PMDA @ WEB A K
(http://www. pmda. go. jp/) TR 2 eCTD MFEY — LV DEfE~ =2 T )L
BEBEILTH L,
5.5 eCID TA 7HA /L& REETT—X DRI
HEEE T 7 — A THGE I TN EERO—MTH 5 Z b, HiEE
FT— 2 2R GBI, EIRSUIHIER) T 25613, eCIDZWET 5 2 &2
WY T %, eCTD & HFEET T —# 200 THRHT D55, 3.3 (TR HE
BT —ZIRHMERE R T 52 LT, UEHPGEE T — & LT
% eCTD DFFENFIREL 725, WEBETT —# ZRHT2ICHY | LT D
RICHET D2 &,
@  eCTD W R IR 3 5 HEEEF 7 — &
BRI BE S 5 REEE 7 — % 42 L, PMDA 725 HGEEF7 — 4
SCREIHEAR 2252 T T2 RIS MR I BT S GRS T — & BN
THZEIETER,
@ MSHTHEEICIRMAT L HREETT —4
MRS D EIIRAT T 2 HEE 17 — 2 1L, FFED eCTD fa e
e tBEEIET, BIZXORFERE LTAR—Z A MESr LT
A
® eCTD YATHHICHRIT 2 HES 77 — 4
o LRLOTRHLIZHGEETT—Z D55, PMDA 2% eCTD FTHFICE
HWHHEDOE L TRDIEHDIE, eCTD &ETHHICIERICEHT 5,
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o BERHOREETT —X LOESOLEZRET D, LIATOH HiHEk
HHCIRHLIZHEETT — &%ﬁf&ﬁ?ézgi@w
o HIFFEFT —HLUSMTHRHT D eCTD BRI NFLE LR WEEAIT, 71
FFEIZ OV TR PMDA IZFHFR T2 2 &
* PMDA "B HIFEE 7 — ¥ & 22 T 721412, YixteHEmeE =
EBET D HEERE T — X 2 BIEHT S 2 &if%ﬁm
o EELHMEBRIIHFEETTT — X 2B T 258 FIAEO FIEIZHE S
5.6 HGEE 7 — X fEHIEO L TR
CTD XiZ& eCTD SLiTHEICHFEE 77 — ¥ 24 HT 2581, THiEK L OK
PR OEPIROMEZRIZ OV T (Fpk 22 4 12 H 27 BT SR
1227001 SANAATEOE NEIE G R RS SRS K@) BRoO 6 [2R
TEFFEIC, YEHPEETT —XIZOoOWCR#HTos2 &, 20L&, /T
HETDT 7 A V%I HE %£¢5z£1ﬁ<\%ﬁ%’%@¢é$%g
FF—F —RoOFENHFTENIT IV, 2L, KRB FEROBETFT—
&%mK%#5£%%$@KOmTJ(ﬁﬁzﬂﬁwﬂmaﬁiiﬁﬁﬁ%
0427 % 1 FIEAS A ERE N REAEHEEET) DD 2. (2) TI
BRI T — b2 A VAT LEHWTHEI L CID i3+ 25 81E. £
E /AN

a2tk
HEEE T — % DIRHZRODIRRME DO B, AGBHRERMNER 0T
LHCTD THDHZ k%*@f“@w%®;OWT WEdh B ORGSR
%ﬂ%3fﬁm#5ﬁ& EFICIRET 22 M TE 5, ZOHAD
TR %H%ﬂ@ﬁﬁ%ﬁ %Mﬁﬁ_owfiﬁ wRT,
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BIHE 1

AKITA RTHWDHEOKESR

BT AN (R—=FNVZ2N L THRETZ2E2TOT 71 V)
FAGRHGERFOE 7 — % (=HEE T —%) GF: BAMEmCE IEBrr—4) i)
HiG R R R T — #
| F [BERBRT —% 05 LEEREHEERORFEE T — X TRr0nb o, |
| | FCDISC#:L5— 4% (=CDISCIZH#EHL L 725 — %)
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BITHK 2

HARGED & £ D ATRENEDS & 5 R DB

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
s -
S S i} REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
S Si] --RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |Char |[Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
CO COVAL Comment Char |can be added to additional columns COVALI1-|Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN”.
SV SVUPDES Description o.f ' Char Description of What happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . L L
M CMTRT Drug, Med, or Char Vgrbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXADI] Reqson for Dose Char Dqscrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
Reported Name of .
SU SUTRT Char |Substance name. Examples: Cigarettes, Coffee. |Req
Substance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancq use consumption amounts or a range of| Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
. event that are unrelated to dose adjustments of]
Other Action
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.|Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition Char |but others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . . .
M MHTERM the Medical Char Verb'flt}m or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlled

terminology in  DVDECOD, such as

TREATMENT DEVIATION.




Domain |Variable . CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |If the examination was not performed on a|Exp
Finding particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.
Verbatim name of the question or group of]
Qs QSTEST Question Name Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer
than 40 characters.

(%% : SDTM Ver.1.2. SDTM IG Ver.3.1.2 VA, Ze#IL—EBE L)
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Bl 1) BAFEOEMGEEHEZ SRET 2O ERNT 255
AE RAA Y (FEHTT—HE v F)

- AARETT—HAWNELETIFAMERIZOWTIL®EZE LTS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) Z#&f43 % (AETERM % % H AGE CUUE)
Row [STUDYID |DOMAIN |USUBJID |AESEQ |[AETERM AESTDTC |AEENDTC |AEMODIFY |AEDECOD
JAPANESE TEXT IN)|
1 ABC123 AE 123101 1 SOURCE DATABASE 2005-10-12  [{2005-10-12 Headache
JAPANESE TEXT IN|2005-10- 2005-10- .
2 |ABCI23AE 12310112 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 ABCI123 AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row |AEBODSYS AESEV AESER|AEACN AEREL
1 (cont) [Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) [Musculoskeletal and connective tissue disorders MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)|Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB [AESDTH |AESHOSP |[AESLIFE |AESMIE |AESTDY |AEENDY |AEENRF
1 (conty| RECOVERED/ F y
oMY |IRESOLVED
RECOVERED/
2 (con) | RESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER
AE RAA Y (ARGET 4T F)
© BHARGETT—ZWNE LT XA NABIZOWTIL, BAREEZZOEEHKMNT D,
Row |STUDYID [DOMAIN |USUBJID [AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |[AEDECOD
1 ABCI123 AE 123101 1 R 2005-10-12 2005-10-12 Headache
o 2005-10- 2005-10- A
2 ABC123 AE 123101 2 EEE 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 ViE34 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEV AESER |AEACN AEREL
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) [Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)|Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB [AESDTH |AESHOSP |[AESLIFE |AESMIE |[AESTDY |AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1
RESOLVED ) ]
RECOVERED/
2 (con) | RESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

B12) JFXDAAGEZRRT L 2 ENRNETH Y . T 2 EFECF8 2 A A

THMEND DG

QS RAA Y (FEHFT—FtEv N)

Row [STUDYID [DOMAIN |[USUBJID QSSEQ QSTESTCD |QSTEST

1 ABCI23  |QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO!
2 ABCI123 [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02
3 ABCI123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS RAA L (AARGET—XtE v )

Row [STUDYID [DOMAIN |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABCI23  |QS 123101 QSTESTI 7 TH[HEEIT F T 70 ?

2 ABCI23 |QS 123101 2 QSTEST2 EOEAPNIFTTEFT 0?2

3 ABCI23  |QS 123101 3 QSTEST3 Z G LT HFRTT D ?
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Dataset; : XXXXX ( [XXXXX] (TT57—%t v )

No. Variable *!

Description *?

1

ID Unique subject identifier
2 STUDYID  Study number
3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 DV Plasma concentration
Number of the compartment where the parameter was measured
1 =Dosing
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXXX

K1 BB LT DT &,
X2 ABOBTHEZRLHT L L,
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Program file name *!

Description *?

XXXXXX

FERYZ7 =7 1 OO Ver.@

B - - - IV,

fiEFARF DR E A

T UNT Y N T 7 ANEHITEHT7 3NV H % FtDIT TRET 5,

XXXXX <- "INAL"

DT H T ANERET DT NE E R OITTHRIET D,
XXXXX<- "X A"
s FEEDITETTI R I T L5 FE(TT A,
exportData(XXXXX)
HRELTE 7 A NH (xxxxx) ([THIIENTZCSV 7 7 A0 ( Ixxxx) ) 12k
LT, Iab—yal HD » « « 7740 (xxxxxx) & FEIT79 5,
e TRy b T 7 AN (xxxxx) . ETHRELEZ7 14 (xxxxx) T
RFET 5,
s TROITMOET R I LOFETEHERL, RELET Y Ty b7 7 A
I Xxxxx) & a2 HENTT D,
xxxxx <- importData(XXXXX)

XXXXXX

FHY 7 ry =7 0 OO Ver.@
B/ : » - - IZHWT,
FEFRF O E A

X1: 7l T L7 7 ANAERLETH L,
X2 T A0 ERAY 7 =7, HHEBM., FHAKOEESS) ZidEidsZ L,



