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SDIM TI& SDIM THIE SN TWARWEE A G D 5 7= SUPPQUAL &
WO —HDOT —F Yy hERETHIENTESL, ThHDT—FE
v ME SDIM DE R AL AZEID B THZ LDTE 2N T —HXIZx LT
FIHATDZEMNTE DM, BRI EE R ffATICEET 5 L5 3 E
BUXZIcE D 5 X TldZpu, SUPPQUAL (2, HRICFEIHET A RIZii#
D7V, KGRI %wf%%&%z%héﬁﬁ%ﬁbé*k%@ﬁ
LTWAEAITIX, FRIIC PMDA IZHEFE L. EBICEO-HEEICITT—
ATA RIZBWTHAT 5 Z EDRZEE L,
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W LT2T — % OFFRIZ K > T, SDIM OBEGFD KA A IZ3%H L
RWGEERD D, ZOXORGE, HEEICIL2MBD RA L (U
T IHAREZLRAL ] WD, ) BERT A2 ENABOLNTND
DT, T—EADBEGFD RAAL LY LN Ea2mR LT BT,
SDIM DFEIEH A RIZHENT A X LR AL V2B LT — % 26T 2
Tl WAALRAAL VOFHIINEL oA L EBIIT =2
A RICHHT AL, T2, DAZLRAAL ~DF—Z DN AR
ST AEAITIE. FHATIC PMDA IR T 2 Z LN E LUy,
4.1.1.3 ADaMT—Z& > b

fENTT — % & > BT CDISC FEHEIC I3 1F D ADaM ([ZHEVVERL LR 2,
FENTEHI SR SN2 TOMATIZ OV T ADaM 7 — X & » R &
T MBIV, ARSI T D EEMAT, BN (3 EREm IR
H 2B 2 B AR AT o B 2 e BB IR B 12 B3 M) | ekl
BE9 5 EEMNTCH EF LT 2 AN RN, BaMESCH M
B4 52 EEARK T OEEZ MG 57 OITE, Ao, e+
PG R R OHE - HEOREDORILIZES L D KRB R 215572
D ORI DONTIX, ADaMl 5 —F v FE2iEHT 52 &, BT 55F
— &y hOFGHEITONTIL, SFEIC PMDA IZHRT A Z ENEEL
W, ADaM 7 —# & v F TR WT —% v b &AW TIRBRGRERSE
DFENTFERIMER EN TV B EAICH., Lo fE - HEOREDR
WU B D D FRHTIC OV T, YR O BB ATHE7e ADaM |23 < fiF
Wrr—4ty hafgiiT22 L, b, ARPHERICHFEENRESEF
HADEIED 7= O FE i LTI DWW T, BINTHirT —4%t% > b
eI 2 HE TR0,

ADaM |21, #BRE L~ L D15 % & T Analysis Data Subject Level
(ADSL) EWoHTF—HtEy vR¥HV, ADaM 7 —% & v F&#HT 5%
REBREICO W TH T INERE LRTE 5720, £/, ADal 7 —
Ay MCERDENT RS LT D720, — I ADSL T —% & v b
ZEENS, RBREHGEE B INIETOREELZELE L2
L85 %, FAIE LT ADal 7 —X &y MIGHDHZE, ZHHOE
Bop L LTk, HEREICMA T, Rk GUREREIEESES) | £
Mifiex (hEsxds) . #ilk, E. BT o, whl, Fi, |’
R, TN Z2RT 7 T 7 R OEBERR—R T A T 59 5RE Y
BT AR H D,

ADSL LIS D ADaM 7 —# & v ME, B9 E T 2 4 OfEHT ORI
UCChHEX R BBORERE L VEDLZ D, BEEESCT X HA FIZ
LDONBEOHRHANEETHLZ EICHETHIRETH S,

ADaMl 7 —# ¥ v MIEBWT SDIM T —H v b LR UEEZ T
DAL, FOEBROBEME, NAESIXRKETDH Z L,

41.1.4 5—Fty hOT7 7 AL NVFERITDONT

CDISC fEHE|Z UEHL L 7= SDTM, ADaM 5 —#Z & v ~iL. SAS Institute A3
NS DT — X5k T 4 —~ v hT&H D SAS XPORT 7 7 A /VERIE T 4 —
<~ b Version5 B2 (LLF SAS XPORT B L\Ww9H, ) T, 15—
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2y b1l 7740 LTRETLZE, BB, SAS VAT AIZLD
YERIRFIZ1E SAS CPORT Procedure (M U722 &, HAGE CTOREHEHMN
VENOEY EEZE 2 LA (LT TEARGEHEE &\WoH, ) e
ENAHT—HEY MZBWTHEERIZZ 7 A U SAS XPORT B &
L. 7—4%%ty MEERFICHWO =X T8 v b XU/ &7
—H A RIZEHEDDHZ &,
SDTM }e TN ADaM 7 — & & v MZOWTIE, T—% kv haET7 7 AL
ZIXR—ETH2 L,
4.1.2 T—%ty FOERZERTEDOMOMET 23E
4.1.2.1 5—2k&y bOERE
SDTM, ADaM 7 —# & v MIBT B EZREIXZIZ4 CDISC IZBIT D
Define-XML JEHUZ LV, WEDRRDAIGERA X A /L — Fh~DZ M
ZEie XMLERO 7 7 A MCEEDT-ET, T D27 —4kEy FEFE
L7 NFIZHEARAZ AN — P EHITHEH L CTIRRHET 22 8, EF
EOT7 7 A N4 Tdefine.xml | &35, EREOAELLTLX 7
—Hty b, B BHEORVELME,. KOKHIHES=2— FICBET
HDERBNDEEND, FHEFEOHRIIIN—Var2Emd5 L,
KREFEEDT-OITHW LIS HEEEEHI W TR I 4L 5 MR S5
T — 2y N EOBBROEENES THDH Z LT, BIKRAERT
— X W AREEEZMBICEDLTZDICEETHD, Lo T,
ADaM 7 —Z v MBI+ AEREICIT, 4. 1. 1. 31T HF0M, 2tk
OEFERFER KL OHE - AEOBRE ORI BT D 5 KRB R 245
572D DRI DN T, FRNTHRE R & 5T 2T — 2 &~ F R A
SNDHEHEEORRERTENTAER A X T —# (Analysis Results
Metadata) WEFNDHZENLEFE LV, TR A XY T —HXIZBWT
X, FIEHTICOWTUTOHENREEND Z EDREFE LU,
o IBBRRIEIE E ISR SN AMITIE R & T R S L ONER R4
o ENTONE & FHEhEHiH
e [HHITHNRNT AL LK
o fRMTRIZR L 72 Bk
e [HTLZT—HEwh
o fRITRIZR L7722 L a— RoOsiIL%E
o RNTRTEIEICRIT DXIST DR, M e ST A4 R FIED
HERE
o FRMT HIEICKHS T DT 7 e 77 AR
ENTFER A X T — 2 ORI HOWTIZAREZREY CDISC 1T k%
Analysis Results Metadata Specification for Define-XML #%&% &
THZLELTEHN, EEZICEDTRET 2 Z & NREERGA I,
eCTD I8N K N eCTD B\ BENZ L » TED HAL T4 PDF 12 X 0 IR
THZENABETH D, 0B, ERFITBWT, %N AAEIC X
DIERRENTWTHELT 220,
4.1.2.2 FERFMF ZEFIHEE (Annotated CRF)
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TERRAT X GEBIHREZE (LLT lAnnotated CRFJ &9, ) IE. CRF (2
FONEINLGT—XOFEHE L, T2y MZEENDLIEHEX
I SH TR E R L2 DTH D, CRF OHEBEIZKHINT DA E LT,
CDISC fEUEIZHEIL L 727 — X & » MOV TIL SDIM D& A HW\ 5
IR OFEHE T IEIZ DWW TIL, CDISC 12X 5 SDTM Metadata Submission
Guideline (SDTM-MSG) 723&:%E & 7%,

CRE [Z LW I S NTeT —ZITATREZRBR Y SDIM 7 — & & » NTHHH
ENTI|HEHEINDZENEET LWV, EHSNAAWT—XTHALRH D
YA ZiX, Annotated CRF ETIFEHT —4% &y MG ENTWRWE
DaMbHERETDHELEHIZ, BFENRWVEREZT —X A NIZiE#H
TH5Z L, L, ZOEEAVPHALN 2L DIZHOWTIIRHT oL HE
=AY

Annotated CRF @7 7 A AU, JHAI, eCTD %1 O eCTD Bl Vi
FNZE - TEDHILTND PDF & L, 77 A4 1E Tacrf.pdf] &35
Tl FRAIELTSDIM T —# Yy NERIU 7 A VA ITHENT D2 &,
4.1.2.3 T—F A4 K

KREEROREBICL 2T —% Y NONE. RO HEMR 2Lt
THLELEBIC, HERICEDT—4 Yy MERICHTZ> THOT —Z1Z
YEDF RIS OVEILMEIZBE 9 23 2 FIRE & 3572, SDIM 7 — &
v FEON ADaM T— X &> hOZNENIZHOWT, T—X v FOE

M TTF—2 A REER L, FAlE LTxhT 567 —% &>

FNERIUZ A FITHA L TR 5 2 &

SDIM =%t v MZBET AT —Z A RiZidd < ELLLTOIEEB
EEOHI L ETD,

o ERRERBRA . 1RBREMEEEE %

o EEAREBREEICEST B

o HWHITAEE, FEIHEE, FEEMOEDONN—T g

o WEBRET — X DO

o T HIEWEAOHEPEIZEHTHHB (N T — 3 URERICEIT S

)

E7o, ADaMl F—F kv MCETEF—Z A FICILTFOEE A
EFNDZENEE LY,

ERRARER A . TR ESF B R 5%

fiEfTT — 2 > MBS 5 AR ER A 2 B9 2 B
A7, FhlHGE. SFERPZEDONR—V g v
BEOT—4 &y MIIBET HEE R

T—42t v NOIERKRICEET 2 EE R

T—XYv FNOFHH

T FREMEASDOWEPWEICEEIT 28] (NY T — 2 3 URERICEET 5 EEH)

SDTM, ADaM F—4% & v hZNETNDT —X HA ROIERIZH =D
CDISC FE¥EIC B W TIET — X A ROEMKWN 7 +—~ > b i%ﬁ?éﬂ
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TWRWA, FHAILEDDARICONTIE, LLFOBRZ5E (0T
HIZEMNTED,
e SDIMT—%ty MIETLT—ZHA
http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer’ s_Guide
o ADaMT—Zty MIETLT—ZHA
http://www. phusewiki. org/wiki/index. php?title=Analysis Data

Reviewer’ s _Guide
&rEIL, SRR eCTD @& KON eCTD BV EEINC BV TED HI TV 5

PDF CTYERK L. 7 7 A V44 1% SDIM, ADaM (ZkHies L CZENEIL Tstudy-

data-reviewers—guide. pdf | ranalysis data-reviewers—guide. pdf |

ETHZENREE LY, BB, T—F A NIFAKRETERLTHZE

LXK 2720,

4.1.3 fERTAHEEDNN—T 3 ZDONT

CDISC EEMEICHER L 7T — Xy NERNEREEZIERT HI2HT- 0 EH
9%, CDISC KEYE, Ml FHGE, SEEZIZOUV T, PMDA (2B W T IT AN
fE72/8—0 9 1% PMDA @ WEB Y1 | @ﬁpWWWUMagymﬂ BRI 5
Tl B ANV a O ANARIE, HEEEDARPEEICEET D
FEHAEA B &2 RYEIHET 5,

[Fl—HEN TR NN—Va VEEAT A EITE LI AWV, F—
RN T — LI N—=Ya v 20D Z &, Rl—ERBRNO—E
D RAA ZONTHD A=Y 5 B LFAIE, A LAY
9 Y ROZOHBIZONWTT —=Z A RIZBWTHHT 5 Z &,

B DR OFE AT OT— X & v MZOWTIL, KERRBROT
—HEy FREIN—T a VBRI S TVDLHETH>Th, fi— LA
— Vg VIREVMERT A2, A=Y a UR—IZEE L TER LN — T o
v OBRE, F72 53— 3 20 b DB BT 0 B LI SIS0
Tk, F—2H A Ric@E#T22 &,

4.1.4 BHRBEEROEREIZONT

e, REBHEBSAOT — 2 2B NT 5720, Z2< OFERBIZOWNTE
NF IR BGEIBAE®E (Therapeutic Area Standards) 723, CDISCIZ XL DA
Bl TV D, BRICEUENAR STV D EBIZOW TR E OREYREZ R H
THZENTELM, A LEEREZONTIEET Xty FOEREEKRD
T—HA RiZie#d5Z &,

4.1.5 HBHAEFET—FZDEROFNIONT

HARGECT — XL S, DOZNZEFGEICEWR LI-SEIZ—EDE#
DO DRBNN o DL OV TIX, HAGE TOFLEED MLE DD )
ThV, BAGECHH LT —% LT THRGET—F1 &vwo, ) &
m#a_e#m ECHD, HARFENE END ATHEMENH 5 LD F] % BIHK

2UTART D, ZHUTRD & DO TIELZR,

HAGEHAD RAAL VICEENDILEOHAET =X DT —4t v Fo~
DRI TIER O FEIZFERIE LT T LB L35, k. B3
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http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide

(2B 2R,

HYUTDHRALY (T—HFEy ) IZOWVWT, BRGET—XE v K
KOS HTEED ASCIT THE SN TWD Tt v hOAZTHR S
er—4%%y b~ (UTF R EFET—2Ey b &S, ) D250
T2ty NEERTHZ L,

HAGET —4 &y MIAAREHBEOAZ HAGEE L, ZRLSMNISE
BT —2y FeR—NEOFRTEOT—ZETH L,
HAGET —X bty T T— %ty MIABARGEHREB & ISk
It BT L FINOT — 2 FEDE N RE AL F— OGS L,
La— R, La—KRolEFEs 2507 —%t%y NI TR — &1 5
Zé, B, TFEY FOERFTIEEF TSy MIXT D
H DD DIAT LN,

BT —F 2y NHROBARGEEBICRY T HEITICIE. EEOT
— X TIER W EDRA LR EEESCFS] ([ JAPANESE TEXT 1IN
SOURCE DATABASE] %) %352 L, T—X EDHIBOD,
HAGET — & 2 OEB XTI O LV a— RIZHT THRNT 2 4
R LA, BT — 42ty hORET 5L a— RZBWT
MIEIGE L TFHN T 5 2 &,

Z OHFE T4 ( TJAPANESE TEXT IN SOURCE DATABASE] %) X1
HRTIT—ELTR—DObDEHN, T—FH A FXIIFT—4 &>
FDEFE (define. xml) IZHIRTHZ &,
AARGEZS0EMERLa— Y R NEITRHST 2 &P 30 ) 70 5
ARSI TEGE TR AN T 5 2 b, e, JEETINERNT 55
B EOFFEFINZMEAICKBT 2L ERNH 570 61X, KREICE
TEOT DI AN EY) ekt S A2 Y (1 0 TJAPANESE TEXT 1IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHKFELOXMTTE2T —2 HA FEIIRT L,
W FT— Ay NERTED 7 VA IZEDDHZ L, SDIMT —4 &
v MCHHST 2 HAGET — 4ty ME lsdtm_j] 7+ VFIZED,
ADaM 7 —# & v MIkHET 2 HAFET — %t v MX Tadam_j| 7+
NFEZEDDH &, T2y MAKOT VA E 2507 —4&
v FhTCR—DLDOEHNDZ &,

HAGEHBZEERWVRAAL NZOWTTERFEOTF—ZEy RO
HEPED T AN ED, BET L7 —%ty MR LenZ
&

728, AL L CHARZET —Z 2OV TIE SDIM JZ Y ADaM & $ 12 EFo
BTIETOIRMT A2 3608, HRGET — ¥ 25 CHIKRBRO T —
2 xR T 5 TEND DHGEICIX, ZOHEPHZFIZ OV TEFIIC PMDA (ZFH
RTHZENREFE LU,

4.1.6 FaFIr0HEBIZONT

4.1.6.1 #HT B 0T A

CDISC FEUE|CYEHL L /- BB 7 —Z I+ 527 e /o 48 LTI,
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ADaM T —%t » MERRA T 7 77 AR OFRNTH 7 v 75 A0 ZRD 2,
K70 7T AL EIVEIRNT O EROEFE DR, T L= Y
ALDOHERNTEZRATHY . ML H PDA DOBREICIBWTEDE FFEST
T5 2 ENAMREAE AN ONE & LTI 2 0BT, Fi2, FFED Y
TR 2 TRNR—=T 3 IRET D LD TIIRWS, 7 s T LaEk,
ITUFBREE (LA L—a Y AT A, V7 N7 ROFED/A—
Va ) IZETABRICOVWTHETT =2 H A RIZBW TR 5 2 &,
~suZff L0l 0B FEHALTCWAES, v~ /a7 a s T bR
THHETHZENEE LV, v 7 a7 a /T AORENKEE S, £i-.
T4ty M7 R 7T AOERBEREZINTHEEIC R L TR e /7 A
HIRDIRHBAREEZRIGE I, ST T VT Y XA 0D AR EZE DR
TELIXZR\,
4.1.6.2 arlIF L0757 AN
4.1.6.1 TRTEBY, 707 T NIFFEDY 7 hU =T oN— 3 Z
[RET D HDTITRD, 77 A NWVAIIT#NT Y 7 b T =7 M5 L7 rik
TEEHD L, JEETDRRNT 7 A NEDEGEIET 7 A VBRI 560
BHZT—2 A4 RiZghsn L,
4.2 FI1HAR, BRAREEARSOSMER CBAREKERROMTICET 5 H5FE
FT—HFEHZONT
AR SREESEIR O A7 — 2 X & — R R W OV i R SR B E IR 0 H 35
BT —H R OT 07T NEO BRI ERHNRICOWN T, HEILT XX HIEA L
TR,
4.2.1 BRI DOETFT —F v r—VFAE] 1220 T
(EEAREBEI OB T — X N\ r—VHiHE] 3. PEETT
— X — b A VAT AL VBT HEEICAR—Z VYA b |
TAN EN DR T — X TRHNEOERL S PMDA 2MEKT 5 Z &
N, XELLTHHTAZEEFARETHD, B, VAT AEE
FAERICE T 7 7 ANVEZRORNTHEEICIE, 3.7 HIZRLIZEBY

TSV 7 7 A)VERNT S LT,

PMDA 12 W T TERIEHMER OB T — 2Ny r— Vb E ] &

VERT BRI BRI TREO LB TH D,

e Study ID (%K#tBR% kA4 2 0F51)

o T7ANWINRRAR TyANLEGL) BB, F— b T2 A VAT
DI T 7 AN RE BB G ARIAT 2D 7 7 A NVRADAS
EOZE-YAAN

o S ST AT OFEEE (STS (EVERZRSEYEhiEMElT) . POP (R
EFHMENT) . PBPK (AEBRPRUSEM L ERE T /L) XUE Other (£
Do) ORNE, WEEHACTANT D, ), 7ok, STS (ZiTHE#e
1 7 SR B REARAT & [RIRE O J5 15 CTHRAT S 7= i BhRe /38 )~ iR
Wraate,

s 7 ANDOHNREDEHY, &7 7 A NVDOHECMDO 7 7 AL D
BRENRETE A IDICEEMZTSIHTHZ &, o5, ANJTED
AR SCFEIE 100 LFETH 5,
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4.2.2 HWFEBEFT—F OEAEHRREHARIZONT
TEHERY 70 S Eh REMRAT . RESEIMREAT M OVE B2 10 KWk B 5 & 7 VR AT

DEZNLZNZ DOV THERA XS FIHA L TIRT, 2d, T OFEIC K

59, F—Xt v F& SAS XPORT B TIRIT 2BICIE,. T—Ft v M4

ET 7 ANAITR LT HI L,

4.2.2.1 BEERN 2Ry EIRBAENT
ADaM LIS D FER CREHER 70 S Bh REMFATIZBE 9~ 2 REESE 7 — ¥ 244
HEFENIONWT, T T —4 1y REOT—4t v NEREOFEMIL FReo
LB ThD,
O ffrT—42 &> b
77 AR, LFOWT OB ETHZ EREE LY,

SAS XPORT JE=( (k. xpt)

ASCII Format Data Files
Phoenix Projects (k. phxproj)
WinNonlin Files (. pmo, *. pwo)

@ F—rty NERS

Ty NERZEITIX, D L EEL K OEH O %
EHbHZ Ll L, B4 ZSHIMERT D2 L, 7ok, TR
RMEZFSEITLE DL HLGE1E. TOF EXEY -V AT
HTETELIZIR,

77 A NERUE, JFEAIL eCTD 8 H1 M TY eCTD Bl il FNI L -
TEOHILTWDPIF 352 EREFE LU,

4.2.2.2 BEMBT (ETNMIESIKVIarb—variEl, )
FHEMBHTIC BT 5 BT — % 2T 285812\, i —#
Ty NEOT —HtEy NEREOFHMIZTREO LB ThHD,
O T —%t > b
77 ANVERIL. LFOWTOEXETHZ EnEE LN

SAS XPORT JEZ= Gk xpt)
ASCIT Format Data Files

@ 7T—styv MERE

T—HEy NEREITIE, D ELERL K OEHOFBH A
GHbHZ Ll L, B4 ZBFIMERT D2 L, 7ok, RNTHE
RWEZFESEITHREDHLGE1E. TOF EZEY—VEHRT
HZETELIZR,

77 AL, JRAL eCTD @ %1 & TN eCTD Bk @ ENIC X -
TEDHIVTWDPIF ETH5Z ENREFE LV,

4.2.2.3 ABZHIEYEERETT VBN (ETNVICESK VY Iz2b—Y
arEate, )

APPSR B AR T T VRITIC BT A HEEE T —# IR A5 A
IZoNWT, BT D7 7 AL, TSy KOS =Sy MNERESEOR
I TFRRDOLEBY TH D,

O HTICHWEET LV OMREE, BE LTI L OEB T A —F2 0

B, AT FINEORE R ORE ST EDIHFRB B END 7 7 AV
7 7 ANMERIL, O TELZ R0,
@ MmHRET —2EE2EULRARROT —2 2y b
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FEDY 7 by =T THITTE5 L9127 — 4%ty F&ERCUIMN T
L CWBIEAITIE, YEEF T 7 AL (Simcyp PE Data Files (xml &
K) 55 ZEHITHZENREE LV, B, BEDY 7 by =T HIC
FT—=F Yy FEERXUIINLL TWARWEED T 7 A VIERIL, (&
DI TE LI Z R,

@ Tty hEFRE

o T—Hbty MEREILL, D ELEEL R OB O %
GHHZEE L, KA EBEBIERT D L, B, TR
RPEEEISLED O L GE81T. TOF EZY—V IR T
HIETHELIZZRW,

o Ty AL, AL, eCTD &I M TN eCTD HUAF\V VEANIZ K -
TEDHBITWDHPIF 52 EMEFE LYY,

4.2.3 777 2EOBREHREEANFIZONT
4.2.3.1 HEHEN 2 KW BIREARYT
S ENRE TSR ENRE /3 ) A BT A TR E U X E AU HE U T

TREGFROFEMI TREDO LB TH D,

o fRMTT AU XL (FlzIX, HEWENE T A —Z DR FIESE)
ER FIRARMOT — & OB, i U 7= AT 2B 3 2 BT
EELHLOTHD, B, T —%ty NARICYZERDE F
584 (Phoenix Projects (k. phxproj) @ Text Output %) 1.
ZTOEEHRTDZETELEZ R, £7o. BTHEES Y5
BN EENIHEE. TN ERETHZ L TELI AR,

o TrANMERIL, EEOENTELI RN,

4.2.3.2 RBEMBT (ETMIESIK VYIalb—varzale, )

RHEMBRITIC B 2 HEEE T — % 2T 285812\, 7usJ A

Ty AN, FERERNHNENTZ T 7 AN KOT 07T AFEEED Y

Ralb—valilBlTA 7 AN RO LB TH D,

DO FurlIL77Ab
T7ANMERNIL, TFA N 77 AR ETHZENEE LU,

@ FEREENH DI 7 7 A/ (NONEM output %)

7 7 AMVERIL, RO TELI R0,

@ vIal—ya ETAH T AL
77 ANMVERIL, EEORTELLZ X,

Fo, Tl 7 AFIREOGEHII RO LB Th D,

o Ul TLEFTTHEOOFMPIRELTEHT I HDOTHS,

o Ml b, T TATFANKKENT O T T AOFHMEED
HZ LU, BIRS #BBIERTHZ &, ok, RS
Tul S AEEHTHICHT- o T, AL OFRES, HRll 2l
BAAT O MENRWIEAIZIX, AN 1 77 AFIREDO#R
HIIRETH D,

5. HEETFT—F% L CID & DORERIZONT
5.1 HFEETT —F% & «CID OEf%
JFHIE LT, 2 TOHFEETFT — XL, eCIDRXy 7 R—UNHERIND
ZENEEITH D, LU s, eCTD @ LY eCTD B\ vBAEN =T
HEIZ LD eCTD T A 8A1%. eCTD Ny 7 R — 2 KR eCTD 7 # /L & KT
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ICHEEE T — X IRDER NI T 7 ANV EEDRNT &, 72720, FH1E
DGR —EICR#E T 2 HEE T — X OO EZIREE T L ICii#
THI L,
5.2 R—H NV A M XD eCID ZMNEFDOEE
eCTD 42T BB, R—F VA b LERNCRETE B L OB
WAEAN L, eCTIDZAMEFFEZRSGT L2 L, VERFEROFIILLFO@EY T

H D,
o HIFESH H ORIEA
® EF'%FJI:
o CHHIHFEIT—ERFEDN
o« IER, ZEZDJ
e fEHTEHR

5.3 R—Z NP A M LTz eCTD OfH
eCTD DT H TV . HFEE IIMINEHRE R —Z A b TR, B
IFIANT D, FAIEROFENILLTOHEY TH D, B, 2 TOHBIZDOW
TR O NTREE, BIRXIIATIZ RO L EH DO TR0,
o EAR, ZH, EX, K77 ZERZFEOH
o  HF— N AZfEE
o oCID &
TR
L (=—FR)
HREX Sy
FZE L H O—%94 Bk
EF'nFJDD H @E&%%
A NVATF x v 7 B Bl
XML A AH A (eCID /N 7 IR—2) OF = v 7 LB

o EhEREREREL
o FREHIYE KON eCTD HAiTH Y4 8 & L
()

FRARER, B|IRUIAT L2, 189D eCTD @ b v ' L~UL 7 b
BN —H YA b ETEE L, PDAIZEET D, A—F VA k EDEE
HI 2R EIC DWW TR R T,

5.4 HN—FZ NV A haf LT SNz CID OZ4H

PMDA (X E L7z eCTD 1K L VA N AF = v 7 RO F—2 g & FET
L. TOEFRE & HIT eCTD ZZfH A5 ORFMRE F 4 FEEE (2T 5, eCTD
Zxt+ 2230 F—va CARSNIE, JRHANE LT PMDA @ WEB ¥ A1 |
(http://www. pmda. go. jp/) (ZZABHT 25 eCTD REEY —/VO#{E~ =T /L
BABEITLH L,

5.5 eCID A 7% A 7 L& BFFEBFT—F DR

HEEE 7 — X IR EICRATREERO - ThHoZ b, HEEE
7 =2 %2 H (GBI, BEEIIHIER) 723548 1%, eCTDEWETT5 2 &0
WY TH D, eCTD EHGEE 7T — X o F CTIRRIET 2546, 3.3 IR T H5E
BT — AR D IER AR5 2 & T, UHEE T — & LB
% eCTD DFFENFIHEE 70D, WIFETT — X &M T 2ICH-0 ., LLTFOD

ICHETHZ &,

@ eCTD #EHEHEHCI_RE T 2 HEEE T — 4
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WIEHEHIC BT 2 HGEE -7 — X & L. PMDA DS HFEE 7 —
X GEHERE A T T 1212, MRS BE S B REEE T — X ZBINiE
Hd 252 ST TE 0,
@ MBI HEIEICIRMN T 2 HEEST —H
ST BRI T 2 HGEE 7 — X3, $FED eCTD i
ik L EE ST, BIEORMERE LTEHR—Z LA &L TR
H3 5,
@ eCTD LRI T 2 HGEE T —#
e FH@THRHELIZHFEEFT—FD5H, PMDA 2% eCTD hETHICE
DHLDOE L TRDIEHL DL, eCTD dETRFICIERICIZR T 5,
e MEHORFETLT —X L OESORLERET 5, LiaiOH HHE kG
HS CIRE LEHEEST — 4 2 HERET 20T 0,
o HFEE T — X LUSMTHHT 5 eCTD BRI NFELE LR WA, T2
JFEIZ DUV TCERNZ PMDA IZF#T 5 Z &,
e PMDA 22O HIFEE 7 — ¥ K 22 T 12110, YixteHEmi % =
CEHET A HEEAST X 2B TS Z L IXTE RN,
o ERLHMERICHFE T —X 2T 2581 IAREO FNEIZHE O,
5.6 HEEFT—-RHEOEERE
CTD X1 eCTD SeaTHHIC HIFEE 7 — & AR T 25 &1, THESRM 0K
REE ORI OMERRIZOWT ) CFRR 22 4 12 A 27 BAHT 3R
1227001 BARSZATEOE NEIE G EFRESRR A EE R EEE) BIRO 6 12R
FTEFERAIC, BFRBE LT —ZICHOWTHHT AL, 0L x, #HT
HETDT 7 A NEEFREICIGT 50631372 < . FRABRICEEET 5 HiEE
FT =2 —ROFEPHFTE I L,

6. it
HEEE 7T — 2 DIRHEZ RO LIIRLE O O 6, AR ERMNERN LT
L CID THDIZ EEZRDTNZRNEDITHOWNWT, Yi%ih B OAGEH U
GEE 3. THRET 2 HIEICIVETMICIRET SN TE D, TOHAED
AGRH EHINATE R OREYER) 720 8 AR IZ DWW T BIE R T,
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B 1

AAA RTHWS AEDOER

BT AN (K= VEN L TIRRET22TO7 7 A1)

FARHEROEBE LT —4 (=BT —%) (G ER@mcix M7 —4 ) Lit#)
Fhs R R BR 7 — &

| F [BERRBRT — ¥ 05 bEREHEEROBREE 7T — 2 TR\ o, ]

| | FCDISC #§L7— % (=CDISCIZ#EJLL 7257 — %)

| | | =%ty (=8HT—%EvF)

| | | | FSDIMF—%tvk (=SDTMICL DT —%& v F)

| | | | Y#ths—%&>y b (=ADAM T —4% &y h=ADaMIc L 55T —% &> 1)
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B 2

HAFEN S LD IS & D KB 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
BT --REASND Reason Not Done |Char when value is NOT DONE. !
Relationship to An opinion as to whether the event may have been
S| --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
CcO COVAL Comment Char |can be added to additional columns COVALI-|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.
M CMTRT giﬁgtf/i dN’aélrle of Char Vgrbatim 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 P Char CMMODIFY will contain the modified textg. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
HYPERTENSION.
EX EXADI Regson for Dose Char Dgscribes 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 Ezngsgrgsgefgi Char |Verbatim name of the event. Req
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term P Char AEMODIFY will contain the modified text.g Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
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.”
MH MHTERM glzp&r::fi?czlem for Char Verbgtjm 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.

(2% . SDTM Ver.1.2, SDTM IG Ver.3.1.2 L%, R8I —E5E 1)




B 3

HA<FE

— Z ¥ ITiE DB

fil 1) HARSEOEMEHAEZ SRETZOE ERMNT 255
AE RAA Y (FETT—HEv F)

HAGECTT —ZINE LT
TEXT IN SOURCE DATABASE] %

F A MAEBIZOWTIEHZEGELTS] ( TJAPANESE
52) kAT 5 (AETERM %54 H AZE TUEE)

Row [STUDYID |[DOMAIN |USUBJID |AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
1 |aBci2s  |AE 123101 |1 JAPANESE  TEXT INJog05-10-12 2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN X . .
2 ABC123 AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 ABC123 AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
. DEFINITELY NOT
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE 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/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) gECOVERING/RESOLVIN v v 9 AFTER
AE AL (AARGET—%t > h)
- AARFETCT—HWE LT XA VHBIZOWTL, AAREEZZTOE ERMNT D,
Row [STUDYID |[DOMAIN |USUBJID [AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |[AEDECOD
1 ABC123 |AE 123101 1 GG 2005-10-12 2005-10-12 Headache
2 ABC123 |AE 123101 2 A 2005-10-13T13:05 |2005-10-13T19:00 Back pain
i Pulmonary
3 ABC123 |AE 123101 3 V/Eigia 2005-10-21 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE SEEX\ITIEELY NOT
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/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) (F;ECOVERING/RESOLVIN v v 9 AFTER

B 2) JFSCOHAFEZIGRT 5 Z ENNETH Y |

it 14 % 943R 3074 2 A A X

THMLEND DG

QS RAA Y (HFT—4 kv )

Row [STUDYID [DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST

1 ABC123 QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEO1
2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEO2
3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3
QS RAA Y (AARGET—XEY )

Row [STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD |[QSTEST

1 ABC123 QS 123101 1 QSTEST1 H2 THlfie 817 F 970> ?

2 ABC123 QS 123101 2 QSTEST?2 o EAPIIETEES D ?

3 ABC123 Qs 123101 3 QSTEST3 Z e L TH K TT0?




Bk 4

(3%8) 7—%ty MNERE

Dataset: : XXXXX ( IXXXXX] 137 —% &~ 44)

No.  Variable ** Description *2
! 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 BELELHT D&,
K2 BEOBH LT D Z L,



HIARS

&B) FurJrFEE

No. Program file name *? Description *?2
Y7 ho=7 : OO Ver.@
FEFHBM .« « < (ZHW,
filt ARF DR ER

TN N T ANERNTDH TNV X% TFRROITTHRET D,
XXXXX <-"/X AL

C DT T T ANERIET BT A NS & FROITTHIET 5.
XXXXX<- "/ A"
! XXX c FROGFETT 0 YT 2 EETT 5,
exportData(XXXXX)

CHRE LT 7 A (xxxxx) ([ZHIS72 CSV 7 740 ( Txxxx) ) (Zxf
LT, YIalb—yaryHAD - - « 7740 (xxxxxx) & FT7T 5,
TNy FT7 7 A (xXxxxX) &, ETHRELEZZA/LHZ (xxxxx) I
RAFET 5,
s TREDITIHH 7 u 7 7 AD0FETEHBAL, RFLET YNy F 77 A
JV XXXXX) % g dre Z FFRNTT 5

XXXXX <- importData(XXXXX)

EHYZ7 =7 OO Ver.@
FEFHBR . - - < IZHWT,
X XXXXXX fE RO E A

X1: a7 I hT7 s ANLERETLI L,
X2 m s L0ME FHYZ Foy7, FHER, FHEOEESRS) #2528,



