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@t — & & v F L CDISC EEIZISIT 5 ADaM (ZPEVVHERE LIRHT 5,
FEMTEIEEICER SN2 T OB oW T ADal 7 —# & v PR EH
TAHLERRWE, BRECET A EERN. BIRMAENT (FEFME
BIZET 3 RIRMITCEE BRI MMEE IS 28T . B2EIZ
B4 3 EEMETRE B ERICHE S B EARNRMYT. BREPHFIMEIZ
B4 3BEERETFOEELRINTILDOMTE, FE, BE&ED
TERRRERCAE - AROBEORMICEHDL S BRAEPHEREED
7= D DEMTITDWTIE, ADaM F—F kv b2RHTAZE, BHTS
F—A¥y hOTHMET DN TiE, FHNC PMDA ICHRETHZ L EE
LvY, ADaM F—ZF v FTRAVWTF—& &y MEAWVTRRBERES
EOMITRRPERS LTI HEICY, EROFHE, ZefEoE
HERERREEUAE - BEOREDORLIZED AHEITICONTIE, H¥
WROBEHSTRES ADaM IZESMFF—F vy NERETHZ &,
d, ARBHEBEICEBINRAEEA~OREZEOOITEM L MR
[N, BT — & ' v b 2T 5 SHE>RY,

ADaM iZ)E, #EBRE L~ A DIF#R % S 1e Analysis Data Subject Level
(ADSL) WA F—&ZEw hAH Y, ADaM F—F v NERET S5
REEIZOVWTH T INERE LATRIZR SR, £72, ADall F—
2ty ML BB ERS ETAI), —i%MIC ADSL 7—F &y b
EENS, RBREMHEZIERRINZI2TOXEELZTOE LR
AZEHE. FRE LTS ADaMl F—F &y MIgHhd i &, ZhbDE
Bofle LTk, £FECNL2 T, R BRREMEESES) | £
MiiER (EREE) . R, E. S0 ohiaE, AL FE R
W, RNEHEZTT 77V RUOBELRR—ATA VBT HHRBREY
BT AEEND B,

ADSL LASRD ADaM 57— & & » hid, BE& T 5 E 4 QT OREICE
UTHx REROBRE L V/EL LD, EREST —F 1 FIC
LANBOTHERBEETHA L LIZEETHIRETH A,

ADaM F—& F v MZIBWT SDIM F—# & » b & F CEHZ AT
LB, TOEEOBN, WEZIIRERE T2 L,

41.1.4 F—F¥y bOT7 7 A AFEIZONT '



CDISC {Z¥EIZYEYL L 72 SDTM, ADaM 7 —# & » hiZ, SAS Institute A%
AT BT —HEEERT +—< v N TH D SAS XPORT 7 7 A NVEEE 7 4 —
<w b Version 5= (BAF [SAS XPORT =) &5, ) T, 15—
ey b l77A40E LTREHTHZ L, 228, SAS VAT AIZLD
{ERRFRIZ 13 SAS CPORT Procedure ifER L72WZ &, BAFETOILHEHS
DEPNOBHEEZONDSEL (LIT THARFEHEE) W), ) BE
ENBHT—FEy MNZBWTHREKICT 7 4 AFERUE SAS XPORT oz &
L, =%ty MERRIZRBWARZXFE v P EHBILFRE T
—Z A NZghd i,

SDTM BT} ADaM F— & v MMz 2oWTid, F—&ky "E L 77 AV
ZEFE—ETARILE,

4.1.2 F—&ky NOBEERTEOMOMHETH3CE
4,1,2.1 55—y hOEBEHEER

SDTM, ADaM ¥ — & » MBI 2 EHZEEIZZNFh CDISC ikiT 3
Define-XML e LV, ABRDRTBAERAZ A NI — b~DER
EEDXMEROT7 7 ANMIELDEET, M BT —FEy e
D74 NFIEGRAT AN — IR TIRET A2 L, ES
EBDOT7 7 A NV4EA Tdefine.xml] &4 5, EHBEBONEL LT, 7
—&Ey b, B FHEOBVEIE, RUKHAE =2 — FIKBT
HERDPEEND, HEEDBFRIZIZIA—Varz2ghdl e,

RBBEDTEDICTAVEN S HFEERIBWTRAR IS BITRR
CHFTT—F Ty N OBEBROBEBBES THLHZ LT, BERART
— 2 B AWEAREEZHIBILEDLITEDICEETHD, LoT,
ADaM F—Z & v MIBET A ESEIIT. 4.1, 1. 3 IR a5, e
DOEERFEREROCRE - FROBREORINCEDL D EHRABER LS
B O DORITIZONT, R LIS T AT — &7y NOFIA
ENAEBELOURETRTHEITHERA #5—4 (Analysis Results
Metadata) BEENDZEBREE LY, BRBEAFZT—F BT
I, BIATIC OV TUTOERNEEND Z ENZEE L,

o IEBRREREBECERRINIMBAERELZ T TRREESERURTL
o fRATORNE & EHEEH ,

o FHTAHRTA—-FZELEa—FK

o fEITRISRE RDEE

s FERATABET—-FEy b

o fRTRIBRE 2D L a— FORREHE

o HRITEHEEICBI AN T ARE, BT e ST bA, BITFED

ABENE
o BEFTHBRICSHRNT AT 1 T AR

MR AZ T —ZOERIC DOV TITARERBRY DISC 12k 3
Analysis Results Metadata Specification for Define—XML ’i’ﬁ%&
THIEETAN, EBENNSOTRHT S Z EREEERESICE,
eCID AR O} eCID Bl EBANZ & o TESH HAL TV 5 PDF | ;Dﬁﬁ%m
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THZLRTETHD, 28, EEBLRVT, RHALSRAREC L
DIERER T THLELIEZRW, ' '
4.1.2.2 BERMFZEFRESE (Annotated CRF)

BT X EMSEE (LLF (Annotated CRF] &5, ) #&, CRF (T
IVIREENETF—FDKIERE, T—FEy MIEENLIEH LR
IREETERERLEDDOTH D, CRF OEBICHIGT 28K L LT,
CDISC B L 727 —F &y MT-OWTid SDTH OEHEZH WD
VIR DFM FIEIC 2V T, CDISC (245 SDTM Metadata Submission
Guideline (SDIM-MSG) 3% L5, :

CRF 2 L W INE ST — X T FEERR Y SDIM 7 —# & v H
ShTREERZZENEE LW, #BHEWARAWT—FEEXHD
AT, Amnotated CRF ECIHRHT —& &y MIEERTHWRVE
MM HFRRET DL EBIZ, FERBVEBELRT —Z 01 FICi#
TAEZE, L, FOEHEIHALM R LD OVWTHEHERTALE
PR,

Annotated CRF @7 7 A NAFERE. FAN, eCID @& O eCID Hiffy viE
HIZE-TEDOLNTWS PDF & L, 77 ANVAE Tacrf. pdf] & 55
Tk, FAIE LTSN T —4 ¥y hERIUZ7ANMFICBRTHE é:
41.2.3 F—FHA K

%Eﬁ®%£§kiéT~&f/ﬁ®W@\%@®E%%EL
#5&&% . HBHFICLEF—FEy MERICH > TOF—F &
HEOF| BRI E OYEHEIZ BT A B2 AR E 757D, SDIM 7 —4&
Ty PR ADaM F—4 Ey FOFRERIZOWT, T—F By FOE
HEBIIMEZTTF—F A FRERL, RAIE LTHIET 2T — %y

FERUZ A NMFITEMLUTRIHTHZ &,

SDIM ¥ — &ty MG BT —FZHA Ficiid2 EH LT OEAE
EEDDHZELETD,

o BRERABRA, TRREMFEEESE

o RERABREEICEE 3 5 RER

o RAWVWBKNEEEE HHIBERE, BERCEDONA—Va v

o HBRET—FORH |

o F S EEA~OWENEIC T AHE (N F-va VERICETS
FHEA)

Eir, ADaM F—Z Ty MIETAT —F A FIZIZTOEB MBS

ETNATENEE LY, :

o HRREBRA ., BRERHEEEES .

o RN —F vy MCBEET AR EICET 57HA
o FAWDHITAERE, REAE, EFEROEONN—Ta v
 BROT—ZEy MIKBETIEER

e F—FEy FOERICETHIEER

e F—FEvy FOWHH
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o T—FEE~OMEHEICETIHE (N T3 VERICETS
#ER)
SDIM, ADaM 5—# & v FZNFNOT—Z HA FOERIZH Y. DISC
BBV TRET — 2 A A FORERIRT 4 —= v MNIRFES TR,
%IEE ZEDBNEITONTIE. UTOEEEBECTEENTES,
o SIMF—FEy NCBTBEF—FHA K
http://www. phusewiki. otg/wiki/index. php?title=Study_Data_Rev
iewer s_Guide \
e ADaMT —FEy MCBETEIT—FH A1 K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
& 3EiE, JERI, eCID K R eCID B\ EHICISWTED bIvTInNG
PDF THERL L. 7 7 A A4k SDTM, ADaM IZxii L CTERFN study-
data-reviewers—guide. pdf| [analysis—data—reviewers—guide. pdf]
ETHIENEFZ LY, BB, T—FHA FIZEARE 'C{’EEEL’C%%
LIZ 270,
4.1.3 fERTIEBRONA—T g 22T

CDISC fRYEICHEP L /=7 —F vy FROEREEZIER T DITHIZVEMA
9%, CDISC #R#E, FMHIARE., HEFITO>VWT, PMDA IZBWTRITANRRA
REZR/N—T0 3 Ui PMDA @ WEB ¥+ b (http://www. pmda, go. jp/) HZHBT 5
Zl, BB, A—Va rOZANAERIL, PEESAEHEFICERRTS
RHER B 2 BRI 3, ,
F—HFERATRRLINA—Va B2 EHTHZ L RELI ARV, FA—
BERRBANTIIHE— L= a y2HEVWAZ L, F—BERBRAO—ER
D RAAL NTDNTHD A~V g U ESR LIEBEIT. R LA~
a VR OFOBBIZSOWTT —F2HA4 RIZBWCHEATS b
BEOBRERBROBKAMITOT —2 £y Mz oWTiE, FBRERBROT
— &y FRIES A—Ta VBRI oTVA %A;Cébo’c%) H— Lz
— Vg VIZHEWERTA D L, A=V a B L GEIR LA~ s
OBFFEB, BRd/ =T a3 Vb OERIC %tb%ﬁbtﬁ%_ow
Tit, T—&# A FICER#BTIZ &,
4.1.4 BREEFIROBIETONT

R, FRBEBBECT —Z 2T 2710, £ DERARICOWTE
NENEBFIRIZHE (Therapeutic Area Standards) 2%, CDISCIZX W /n
SN TV D, BCEESAR SN TV HREBIC >V TI T OEELFIH
FTBHZERTEBRN, FE LEEEBC O NWTRT— 4y hOERERO
F—F A FIZEEHT D&,

4.1.5 HBHAEFET—F OBV FMIDONT

AAETF—FESH, POThEEBICER LIEBEI—EOHR
DR 5B IR H 2 EHIT OV TIL, E$ E-CORRBMLEID>HY]
THY, AAFETER LT —F (UT TBERETFT—F) &), ) 28
M4 D ENAETHS, H AENEEND RN B 2 B OF % B
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2IRTA, ZHIUTERD b O TR,

AABEENR FAAL VIEEENIBROEAEF —F DT —F Y b
DI ER CRHFERERN E LTUTo LB &5, 2B, B3
BT,

YT B RAALY (F—FEy ) 220 T, BEET—FE> b
BOFEHFELED ASCII THESRTVAEXFE Y MOATRHERRS
rF—2Ey b (LT [#EHFEFT—FEy b L5, ) ©2250

Pty PEERTB L,

HAZEF —X ¥y MIBAEBIERAOAZAARESL L, ThUMIE
HEF—sEy FER-HAOREFEEDT X L35 &,
HAEF—4 ¥y FEEETT—4F 1y MNIBEARGEERE &2k
ST B EETXFFIOF—F ROBVEREL FH—OFEEE L,
Loa— R, L a—FoJEFb 2007 —4F -ty METHE—&T5 .
Zl, BB, F—FEy FOEHBRIPFT—FEy MIHT D
HODT|HD LT LW,
FFEF— 2y bROBAFEEBICHRYTLEIICE. EREOT
— TV ERHE B NRIEETFF ( [JAPANESE TEXT IN
SOURCE DATABASE| %) #¥M3 52 &, T —FROHIRDOZH,
AAZEF —F 2EBOEEGIEERO L o— FIZod TEWT 5 4%
ERHLHEE, BEFEF -y MHOIRTH LV a— FiZBNT
WL E T2 BT 5 2 &,

T OBEETFF] ( [TAPANESE TEXT IN SOURCE DATABASE] %) &1
RBPCHE—BLTRA—ObOEHN, F—2 A FXZF—F v

. FPOEFEE (define. xml) AR THZ &,

AAEYSHEMFRLa— FU X MECHIET 2 @ ETIC I E e
RNITEEXFEF|#HNTHZ &, B, BEXTFIIZHENT 55
A, FORBXFFEHRECKINTALERH SR HIE. RBILE
B0l 57 EERICET 22 Y (5 ;. [JAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02 ) , EOEEKELORSTTEF—FZ A4 FEIDRTIE,
HEES -y NERTED 7 AN FICEDBZ L, SDINT—4& 1
v MZRST 3 BAFES— 2y M Tsdtn_j] 74 A FED,
ADaMF — & &y Mttt % BAET — &y M Tadam_jl 7=
NFWEDB L, F—EEy MARRTNVAIL22DT —F &
v FCRI—ObLOERBNB L,

HABEE 25T R0 KAL VoW TRERFEDT—F Y bO
HEFREDTZ A NFIED, BEHT AT —F 2y FEIEHLRNI
&

728, EEIE LCHAZET —ZIZ 20 Cit SDIM KUt ADaM & Bz LEED
AR TORMT A2 L &9 58, AREF—4F 2 2URRRBROT—
#ERHTITFEPHLHEITIE, EOMES OV THEANS PUDA ITH
WTHILBEELY, '
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4.1.6 s AOEHICOWT
4.1.6.1 BHTH 0 FA
CDISC FREEICIEWL LI HRETF 7 —F Wi T 57 2 /7 A & LT,
4.1.1. 3 ITRTHME, BeE0EERERE R « HEOREDRILZ
B8 2 BRI R 215 B 12 O DFTIZ OV T, ADaMT—& % » MEFHEZ
n /I ARUETRT 0 77 AORBERD S, £l T AL, FhEh
IEAT R DO BBV EROBRROIERESS, 7T/ T Y X AOHERIPER BN TH
D, HTLDH DA OBRFIZBWNCEDEEETTS 2 L BRTERAFEAEC
AR L LTRHT 2 ME TR, F, FEOY 7 by TR~V g il
[RET B bOTIRAR, 7ur5 sk bk, ETUERE R LA
g Y VATA, V7 M2 T ROEODAA—D g ) BT AERIZ
W CT—F H A FlZBW RS2 2L, v~ 7 uzfiLica s s
AEZERALTHWEEE, v/ a7 sI AL CiRMT2 2 EB8ZEE L
M, wrural I AORMBERRES, £/, T—Fky Mrmss
LOVERR B B NSHSERIC R L TR Y 'u /T A B DR BEE RS
BIZVE, R T AT Y X ADAEEESEORHTELE LR,
4.1.6.2 T hLhDT 7 A NFE
4.1.6.1 TRTEEY, nlI MMEEDY 7 vy =T~V a iz
RET D LD TR, 77 A NEITIRTY 7 b U= 735 UiiRE
FEEHDHI &, TBEFRRNT 7 A NEDEBEEET 7 A NVERICET 281
HET—2HA RIZEDHD L,
4.1.7 F1 AR5, HRREERRS O OREEEEROMITIZ BT 5
- CDISC EHE ZHEL U 7 R — F BTN T
% 1 tERER, ERRIERRE O R R R OfEITICEE T2 (DISC
PRI U BB T — A EOWMOENNT 4 L1 225 4.1.6 LFEIRTH S
B, FRCEE T REHER LU TIORT,
41.7.1 SDIMF—&Ew |
FLENRR < T A —& 13, FNEFIERICEET 2K ER T —4 & LT
EHABNBT LG, BMRET—F BRI L BC AL TNE, B
HEN-IEYBIIR/ ST A—F % PP FAA VITHBHLTIRHET 328, BC K
AL EPP RAL VDF—2Ey NOBRIZ, SDIM IG (ZH-5& RELREC 21
FRLUTREAT 2 Z = E LUVAS, SDIM IG oS ER S R e a%
AT =2 A FETHIATRZ L TELEZ 2,
2k3, CDISC ABMEZHEHL L e TBRLISNDFT —FEy & PC KA & PP
RAA AR LU TIRET 25681, F—3 T2 icBdT3FE PC
FAA & PP RAA OVERRFIE, EEROBREDPC AL EPP-F A
A NCEENDEROBR) 27 —2 A FETHBETAZ &, 0B, L
— U T 4 BT AERT, PC AL b YERE T A—4 2 F
BHT 2 BB,
41,7.2 AaUF—FE>H
I R VR HR R BV BE 2 SR BN RE T USRI B RE /SR 1t T — 7 & v
F% ADaM TR T 285613, BMOMNITERRET ADal 7 —F v b
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I AR ES 2O THIUEL, ThbDF—F2U0E 207 —FEy b

WWEEDTHRLIZEB LU TH &V,

AEATREIZ BV iz ADaM TR ISA T — & v b & RKGR HEERFC ADaM FB=UT
THL U CIRE T 235E. EBOFEITHCRAVWET—4 v FORBIIAETH
A, Tl L, F—FEy MO FL—3 v 7 o OTNEEHAT 5 £ T
ARMERTHIEEIL, YT —F £y MeRH U ETHRATHZ &0
T&5,

4.2 #I1HERR, BARERBREORME CERISEEROMITICEET 2 HiHEE

FF—FETONT
[EE R D BT 7 — & Ny 7 —VRAE | WO R KERRO B iE

BFF—F RO 17T LEOBARRIBHNFICOWT, BT EFHEZ L
TIrT,

4.2.1 [RREBERROBTT — & Ny r—VHRAE] 2o T |
[EEREEIROBFTF — & Ry r—VHAE] 13, REEFT %%

F— b o VAT LT X VRHETHEICR—Z Y4 b ETATSND

PRI T — M IRIENAEDIEH,D PMDA 2MERTA Z b, XLHFE L LT

BHT A LIEIRETH D, BB, VAT LAEERLERICETF I 7M1V %

ORI ABICIE, 3.7 EIRLEERY, TSV 77 A VERHTSZ

ETLWY,

PMDA (28T TERREBEISOET T —# Yy F— VRS Z1ERT
AR MERERIITROLBY TH B,

o Study ID (&3RBRZ BT 2 30FF0)

o T ANNRAR (TrANBESE) , B, F— bV xA VAT A
77 A NRAE BEIBIC AR, T 7 A VN ADATTHER
VY,

o EMSNETOMIE (STS (REM R EKYENRRAEYT) | POP (B4R
fif47) . PBPK (ZEHZRQIRMEERTT V) XL Other (£Df) D
Bla, BEEAVWTANTS, ) . 28, SIS ITIHERER R EMER
EAT & R O 51 CHEAMT & iz KBk / 3 2T A B e

o TrANDABEDHRHA, K77 ANORBROMDT 7 AN OBRE
PIEFETELLIICHEZRBTE L, B, ANTEDIHRIF
2 100 LFETH B, |

4.2.2 HFEETFT—¥ ORENRBENEICOWT

YRR R I EhREARAT, BT R OV BRI B R %Twmﬁ
DENFNIZ OV THEINTREFELL TICRT, 28, T OREIC
53, F—&¥v & SAS XPORT BN CHRET A BEITIX. 7“??/%%
T ANBRE~ETHZ L,

B, B 1R, %%ﬁﬁ%ﬁ%@ﬁ%&oaﬁﬁﬁﬁmwﬁﬁ Z B
T HHBBFT—F D5 b, CDISC BHETHER LT — F I oW T,
4. 1.TIZHEH 2 L,
4.2.2.1 HERER IR IR EIRBARAT

TR 7 B REARAT I BT B EE BT — 12D\ T, ADaM EISA DT
THENT— 2y NERET RS, T —4Ey NRUST—FtEy bE
BEOHEMITROEBY TH S,

O fEFT—EFEw b
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EWBRESUIESIFENRT A —F ORI AW 7 — 52y PR
IRMBNRE ST TR T A —Z ORI BRRHC VW i gt — &
Ty b EREREIEOAHOAETo/HEIIRL) 2T, 7
7 AN, BIZIEL T ORAREZ bID,
. SAS XPORT 753\ (k xpt)
* ASCIT Format Data Files
*  Phoenix Projects (k. phxproj)
*  WinNonlin Files (k pmo, * pwo)
&) 7“—&7 v MERE
F—EEy FVEREICHE, PR LV ERLRUEHOBRAE
EbBHLE L, %ﬁ4%£%ﬁﬁﬁ?é:&cﬁﬁ\%%%
RAMEEBICRBE D IHEIL. TOELHEY—V2ART
BT ETELIAARL,
o Ty AN, KA. eCID @BENZE TN oCTD BV VEEIZ L o
TEDLNTWAPIF £T3Z EMNEELL, :
4.2.2.2 BEMAMET (BEFAMCES VIab—varadte, )
LRI AT 5 BB T — 4 ZRETDEE. 7 —4ty bR
VT —& kv FEREOHMITITERO LB Th 5,
O fEtrF—4F v bk
EAXETN, BEETNEEERT AICRRAICA W, 423.20
WWRTEFNADTa T T LT 7 A RS UInfiflir T — & v N &R

. W75, 7 AR, FIRZLUTORRNRE Z 5N3,
»  SAS XPORT R (k. xpt)
»  ASCIT Format Data Files

@ F—FEy FEEE
4.2.2. 1Q%8RT 5T &,

4.2.2.3 EBRBHEKDEERETTART (EFNMICESL VI al—v

g rEEl, )

AN E R T VRTIC T 5 BB T — F RN T 55 S
BHTA 774N, T—2Ey FROT—F &y FE%%%CD“%H@"F“EOD
LBYITHS,

O BITICHNTEETAOHE, BRELEEYROCEBE NS A—FD
fE, ETRIESCHROBREMITEDOEHEVBEENE 774V
77 AN, EBOBRTELI LR,

@ MHRET—FEE2EURRARROT—FEy b

 BEOYVT N =T CETCEDLOICT —F ey N EERIIINI
LTWABEIZIE, H%EF 77V (Simeyp PE Data Files (xml 7%
) %) BRETAZLAEE LY, 2B, BEDY 7 My =7 R
F—Ey b ERERIUIMT L T RWEED 7 7 A AERIT, £F
DR TELI ARV,

@ F—FEvy NERE
4.2.2.10%38T5HZ &,

423 TmT T LEORERNRBHANRIONT
4.2.3.1 {EAER R IR BHIBMRLT

FEMIENRE 3 IR BIRE/ B R B 5 BRI EARE U E IS E U TR

TREFHROFEITROL B ThA,
16



o fEHTTATY XL (FliE, BHEREAST A—-FORNFES) X
EBETRREOT —F OBV, LT ICE 5 25 EHR
EELLOTHS, BB, BT —Fy PERCHEFRIAE X
h584 (Phoenix Projects (. phxproj)® Text Output %§) I
FOEERARTREILTELXLIRY, £, BITTEESICYH
BRASENIHEIE, ThOLERHETAZETELIAR,

o Ty AN, RO TELIZLRN, ,

4.9.3.2 BEFBN (EFAMRESILK VIalb—vavEEl, )

BEMETC BT 3 REET T — ¥ 21RET 2B EICONT, 7rs I A

TZrA N, EEBBEPEAESNE T 7 A NVEOT 0T T LFIEEEDY

T2l —va BT A7 A NOHEMTITRO LB THB,

O TulFLT7rAN
EAREFI, %%%Tw%%mwt%ﬁﬁ@fm&7A774W%F
B3, 77ANAERL, FIZEUTORRSEZ LI,

*  ASCII Format Data Files

C)E%@#%ﬁﬁﬁéht?ermWMMwwm%)
EHREFN, BRETNERROTETIFORBENSENSIHAI 7 7
ANEERNTD, T7A R, EEOBERTELIARNY,

@ vIial—iasilBETa377AL
U Ralb=valTlTLET A NME LT, /\:V_/E/TH?
BRAEIFEHEDOIUTT LT AN, VI al—a OEFIC
WS A7 7 A MRV S 2 b— g VR BZR LERED
BT 1 /5 W7 7 A NVEERIT 2, 2B, 70l 7 LR RETE
RVEANE, TATY RLABRGhEEREERETHZE, ST
LDT 7 ANERIE, EEOFRTELI LN,
¥, TulIAFEELREL. FOBMITROLEY &5,

. TUSTARETTAEDOEMEERERT S bOThHD,

o HREY, TRFTETrANEROT T T ADRPEED
HZEE L. BIEE 2SBIERTDIZ L, B, BEShE
Tad 7 LEERRTICHIo T, NALDEES, 131 73 AL
EEITH BERRVEASICE, BRI m ST LAFEEDR
HIIRETH B,

HIET T —F &L oCTD & OEMRIZOVT

5.1 HEEFT—F%L CID DRELR

FRL LT, £@TOHRBETT —FIL, DNy 7 R—rnbBRIND
T EBEETHA, Ll eCID BEL eCTD BV VBAIZR T
BEIC LV eCTID BT BEE1E, eCID Ny 7 R—1 KR eCID 7 4 V5 ik
CHEBFF— A IRBBRUIT 7 A NVEEDRNZ E, ZIEL, E1E
OETER—EICEET 2 RBEFT — Y ORHOBELHRESED L IZEH
THIE,

5.2 R—F T A MZLD CID RAEZFOIFR .

eCTD ZIRHT B HIE., B—F YA PO LERNCRHTE R RONERE
MEAFL, CIDHMNBFELTETAI &, LERFROFILITOEY T
H5D,

o+ WS EOREA
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FEERS>
RS I —EHEOR]
B, B2ED4|
EHFEHR
5.3 R—Z %A &S Ui eCTD DR
eCTD DI|HIZHT2 Y | HEFIIAMEREZR—FNV 4 b ETREG, Bl
XANT D, FIEROFIILLTORED THB, BB, £ TOEHIITDOWD
TRHO R, BRI ADERDD LD TR,
o IER &% EX. KF7 b, EEIEOR]
e "7 = A RFEE
eCID 4+ H5
RS
#HA (=2— )
HFEX %y
I35 B O—IREVA TR
REEL B ORRFEA
U A NAF o 7T A RER
XML A VAU A (LD Sy 7 B—t) DF - v 2 b BHEE

BERERETRSE
S M T (X eCTD B B DA
. %

EERERS BRIIAA L#E, BHTD €D O Ny 7 L7 41
FaBR—=ENYA N ECEEL., PMDAICRET S, R—FA¥ 4 b EDEE
B BEIZ DWW TR T T,

5.4 R—ZNLYA FEMNMLUTRH ST D DEZHE

PMDA I3 fE L7 eCTD TR LY ANAF = v 7 BUNY F—3 3 52T
L. TORERLE & BIT oD ZMAIG OFHERRZ HIEEICEET D, oCID
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HARBAEEN SRR H 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
=] --REASND Reason Not Done |Char | "\ c NOT D ONE.
Relationship to An opinion as to whether the event may have been
e --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 hasjPerm
Element the value of “UNPLAN".
SV SVUPDES Description o.f ' Char Description of \fvl:lat happened to th.e subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . - s
M CMTRT Drug, Med, or Char Ve:rbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported . [If CMTRT is modified to facilitate coding, then
CM. CMMODIFY Name Char CMMODIFY will contain the modified text. Perm
‘ Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Pertn
HYPERTENSION.
EX EXAD] Ree.lson for Dose Char De.scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted. :
sSU SUTRT IskjgstgsgeName of Char |Substance name. Examples: Cigarettes, Coffee. |Req
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Penﬁ
Substance Name placed here.
sy SUDOSTXT Substance ’Use Char Substance- 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
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-UPR.”
Reported Term for . . .
MH MHTERM the Medical Char Vet'b%.lt.lm 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

‘{terminology.  in

The DVTERM values will map to the controlled

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 aiExp
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 off
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 £4

. TR —HEIE)




B 3

BARET — & TR o6

#11) RAFEOERMRLRAE ERRERETEOEERMTIHBE

AE FAA Y (E#EFET

— &y k)

+ AEB/BTT—FMELETHFA MEBRIR2WTIZEREXFSI ( TJAPANESE
TEXT IN SOURCE DATABASE] %) %#i1 % (AETERM %% H AR CTNE)
Row [STUDYID [DOMAIN: [USUBJID|AESEQAETERM . -/ i, JJAESTDIC, »[AEENDTE: JAEMODIEY: |AEDEGOD. .
JAPANESE TEXT IN
1 ABCI123 (AE 123101 1 SOURCE DATABASE 2905-10-12 2005-10-12 Headache
: JAPANESE - TEXT IN{2005-10- 2005-10- .
2 |ABCIZ3 A 123101 2 SOURCE DATABASE |13T13:05__ [13T19:00 Back pain
- JAPANESE TEXT IN Pulmonary

3 |ABCIZ |AE 1231013 SOURCE DAT4BASE |F005-10-21 embolisim
Row {AEBODSYS. ST JAESEY [AESERTAEAQN: . 24 N AERBLR o
1 (cont)|Nervous sysiem dlsorders SEVERE N NOT AP]’L[CABLE DEFINITELY NOI‘ RI"‘LATED
2 (cont){Musculoskelelal and connective tissue disordersf MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED  [PROBABLY NOT RELATED
Row |AROUT .. o |AESCONGIALSDISAB]AESDTH , JAESHOSP [AESLITET JABSMIE [AESTDY[AEENDY . [AEENRE,
1 (cont) RECOVERED/ " 0

RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1
3 (cont) E&%%{E’m‘éc Y Y 9 AFTER
AE RAAL v (HERETFT—F vy F)

AARBETF—AWELZTFA MERIZOWTIH., BAREZZOEERNT S,
Row |STUDYID | DOMAIN JUSUBJID JALSEQL AR LERMAESTDTC " [ARENDT G [AEMODIFY |AEDECOD! 51"
1 {ABCI23 [AE 123100 |1 2 2005-10-12 2005-10-12 Headache
j 2005-10- 2005-10- .

2 JABCI23 |AE 123100 |2 A (13713:05 137119:00 Back pain
3 ABCI123  |AE 123101 3 Jidefe 2005-10-21 Pulmonary cmbolism
Row  [AEBODSYS - hwmw et - C Ll ABSEVEE T AESER S ABACN: Yy 0T TARREL R
1 (cont)|Nervous sysiem disorders SEVERE N NOT API’LICABLE DEFINIT LLY NOT RELA‘I FD
2 (cont) [ Musgculoskeletal and conneclive tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE [Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT ... . |JAESCONG|AESDISAB:[AESDTH. JAESHOSP, [AESLIFE. [ JAESMIE|AESTDY.[AEENDY; |ACENRF."|
1 (congy| RECOVERED/ 1 )

RESOLVED

RECOVERED/
2 (cont) RESOLVED 1 1

RECGVERING
3 (cont) /RESOLVING Y Y 9 AFTER
#l2) FXDORABLERT S ZLBRETHY . EFATIRBXFIEMETERN
TANLERHDIEE
QS FAA v (RHFT —&FEy )
Row |STUDYID: [DOMAIN: -~ [USUBJID. .. . U |QSSEQ: ¢ . |QSTESTCD "[QSTEST. iyt " - Y i
1 ABCI123 QS 123101 1 QSTEST! JAPANESE TEXT !N SOURCE DATABASEOI
2 ABCI123 Q8 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCI23  [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS RAA Y (ARET—FE )
Row [STUDYID |DOMAIN.  |USUBJID : QSSEQ . |QSTESTCY. |QSTEST..
1 ABC123  |QS 123101 1 QSTESTI §ﬁf%‘.@£*§w?£:d‘m 2
2 |ABC123 QS 123101 2 j QSTEST2. | &5 FAF I TEESH?
3 ABCI123  |QS 123101 3 QSTEST3 AR LT ERTTH?

a8



HIHE 4
B&) F—Fty MESE

Dataset; : XXXXX ( [XXXXXJ i35 —& & v ")

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

2 = Parent drug

3 = Metabolite

6 CMT

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)

M1 B ik L.
X2 BROBAERET L L,



RIS

(BE) a7 LFIE

No.

Program file name *!

Description *2

XEXXXX

FRAYZ =27 : OO Ver. @

EREE: -« ITHAWE,

HEAROEER .

TNy b TP ANERATE 7 AN ETROITCEET 5.
KKXXX <= "ISAA"

o DT I T ANERET DI AN ETROITTRET 5.
XKXXK<- "IN AL"
s FEROITETCT S T7 L E2ETT 5,
exportData( XX XXX)
HBELET Y (xxxx) CHAENECSV 77 A4 ( Txxxx) ) Tt
LT, Y3alb—vali0 « « 7740 Gooxxxx) 2ETT5,
T YNy b7 AN (xxxxx) . ETHEELE7 40 (xxxxx) I
RET 5.
s FROTHL I /7 50ETEERL, RFELET VRN Ty b7 74
NV xxxxx) B AT D,
xxxxx <- importData(XXXXX)

XXXXXX

FERY 7 =7 QO Ver.@
FERBE: - « IRV,
EREOEES

H1: TS FATrANBERBTDHI L,
W2 FusSLA0RlE (ERY 7 bv=7, HHER, EARORERE RFRRTHI L,



