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L, 7—4%ty MEBRFRRCAHWSL N EXFE Yy N XIIFEFRXET
— B HA FiZghdl L,

SDIM Z TR ADaM F—F F » Mz 2oW\WTik, T—F kv L7741
ZIIR—¢TBZ &,

4.1.2 T—5ty FrOEBERTELOMOMNET53FE
41.2.1 5%y rOEHSE

SDTM, ADaM ¥ —#t v MIET D ERZEIXFIEN CDISC 21T 5
Define-XML FERIT LV, NBEDORTRBHERAZ AN — F~DBHE
EELXMLIBRO 7 7 A MZE LD LT, #ISTE57—FEy hEHE
U7 NFICHEFBALZ AN — b ERITHEHL TRET2 2L, B
EDT7 7 AN4IL Tdefine.xml) & T3, EBEONRELELTIE, 7
—&tEy b, B BEROBRVEIE, ROKHAESo— NICET
AEENEEND, BHEZOFERITIINA—Varzgdsdll,

ARBEDODICHNWOEN S BEEHIBW TR R EINDBITER

T —FEy FEOBROBENRELS THDHZ i, BARRT
— A EAWEAREELHBICEDDIEDICEETHD, Lo,
ADaM 7 —# ¥ v MBI 5 EHEICIT, 4113;rfﬁmﬁ e
DEELFBREOVOHE - BEOREORNWICEDL 2 BERAREREE
BT DRYTITONT, TR ERIET HM@TT —# &y FOFRA
SNHEHEE L OBRERTMITER A ST —4 (Analysis Results
Metadata) DEEFNAZENEFE LW, BITERA X T —XIZBWT
X, BEETICOWTUTOEENEEND ZEBEE LYY,

o IFRBIEREZEICE RTINS MBI RE T THREFERORTA

o EITONE L EIEHER

e ERTANTA—FLHLEZ—F

o ETRIBR L IR DEE

e fERTBT—FEv b

o ETRBR LD L a— FOBREYE

o FEITEEIEICBIT ARG T HEHE. BT u ST A, BRETHED
TEERE

o FENTHIBICRIGT AT T 0 /T AORE

RN R AT — 2 DB DT TEEZRBY CDISC 12k 5
Analysis Results Metadata Specification for Define-XML %2%% &
TEHEIELTHN, THBWCESHTHHT S Z L PREEREAITIT.
eCTD &I TR eCID Bl BEIC & o TESH BTV A PDF I & Y Bt H
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THILENEARETHD, 7B, EEEICBWT, SLHEP EAFFICX
DEREN T THELEZIR,
4.1.2.2 ERMFXEMAHEE (Annotated CRF)

B X EAHEE (LT lAnnotated CRF] &9, ) &, CRF IZ
FOWVNESNAET—FOFERE, T4y MNCEENWLIERZ
e ERTHBERLELOTHD, CRF OEBICHIGT 5EHE LT,
CDISC fBYEICHEWL L T-F —# & v MZ2OWTiL SDIM OEFE AW,
ER O FIEICOWTIL, CDISC i kLD SDTM Metadata Submission
Guideline (SDTM-MSG) 23&%& L7235,

CRF I2 X W INE ST — X IIEEZR2 R Y SDIM 7 —4# & v MTHEH#A
SNTREINAZLEHREE LWV, BHEHEABRWT—XEHERSH D
BA12iE, Annotated CRF ETIXRHET —4 &y MZEgEHTWiRWE
NEMAERRETHEEBIT, EENRVEBEEZT —F VA FIZER
TBHZ L, EEL, TOREARHALN LI OWTIIREHTINLE
A AN

Annotated CRF @7 7 A /LR, FEHI, eCID BEET eCID By &
HNZ X TEDBNTWS PDF & L, 77 A /NVAE Tacrf. pdf] &£ 9°5
T, BRIELTSDIMT —& &y hERUTZHAFITHMHTDHZ L,
4.1.2.3 T—FHA R

wu%ﬁﬂ#@%ﬁé J:Z)'?"“&VIZ“/ }‘@WE\ ﬁ?&@ﬁﬁ@%{ﬂ@
TR ELIT, HBEICIATF—FEy MERIZHTE-2TOT —FI1E
HEDF| R E OYELM B+ A2 e L T 572, SDIM 7 — %
¥y bR ADaM F—F &y FOERERIZOWT, T—F Y FOE
REBIIMZTT—2 A FEERL, RAIE LTRETET—F &Y

FERUZANFTITHEMLTIRHET S Z &,

SDIM F—# &y MZBTAT—Z T A FiZiddiz L bELTOER
EEHBHIL ETH,

o HEREBRAL, BREMHEEESS

. %%%ﬁ#@’%?ém%

o AWHNT-IENE HEHIHE. HELRRNEFONN—Tg

o *&5%%7 &@Jﬁﬁﬂ

o FHEEA~OUEPEICETIHA (N T —va URRIZETS
)

¥/, ADaM F—F kv MIET BT —F A RIZIIUTOEERS

EFNHTENREE LYY,

o [EERRERL. BREHHEEERESSE

o fETT—F &y MIEET A ERRBRHEICET S5HA
o HWnWbhi-EKE HHEHEE, FERXREONA—TVa v
o BWEHOF—FEy MEkETAIEER

o FT—Hty FOERICETOIEER

e F—X&¥vy MO

I0!



o F—HEEA~OUEIMEICETHITRE (N T - a URERICET S
#.FR)

SDTM, ADaM 5" —% & v bENENDT —F HA FOERIZHT=Y . DISC
BB TIET— 4 4 ORI T 47 v MIESRTU RV,
FEEIZEDDHNFCONTIE, UTOBBESZIZTHZ &8 TE 5,

o SDIMF—#Fty MIBETEZT—FHAF:
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

o ADaMF—&tEy MZBETET—FHA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide

#3CENE. FHI, eCTD BAK Ut eCID BHkY BENZISWVTED b TN S
PDF TIEER L. 77 A /4L SDIM, ADaM {ZxHi& L CEHREN [study-
data-reviewers—guide. pdf ] Tanalysis—data-reviewers—guide. pdf |
ETBIEREELWY, BB, T—F A FREABTERLTHE
szl B8

4.1.3 AT IEEONN—TV g TONT

CDISC AZHEICHEW L 727 —F Yy NRUOERELERTDICHVHER
3%, CDISC #B#E, HHlAFE., FHEEZ T2\ T, PMDA IZBWTEIF AN
B2/ 8= 3 ik PMDA @ WEB A b (http://www. pnda. go. jp/) BT D
Tk, B, A=V arOFANAERIL, BREESATBRHFERICTHRTD
RHER B 2 IR 5,

FI—EBENCRRAIN-VarvEERATHIZ LITELIZARVA, F—
BRBEBRATCRFE— LAV ar2ANVnsZ &, A—HREKRBRRAD—I
DR AL AZONTHUDNN—T 3 Y EBRLUEEEITE, R LAY
a v ROFOBBIZOWVWTT—F T FIZBWTEATHZ &,

BEOBERBROMKAMBFTOT —4 &y Mo T, FERRBROT
—Hy bREI A=V a UBRBRR STV BHEETHoTH, fH— L7
— g VIZRWERT AL, A=V a I L TRIR LN~
v DBEIRER, B —VarpbOERIIHTEVERLEAFIZOWL
Tik, T—4 A4 FICEE#HTHZ &,
4.1.4 BRBBEROEEICONT

FIE, FREBERBEOT —F 2T 572D, £ DERIZONWTE
NENRBAIRAEY (Therapeutic Area Standards) 73, CDISCIZ XL VA
PRSI TV D, BRICIBEN AR SN THHRBIZ OV TIXE OFEZF A
TRZLNRTEEN, FALEEEBZOVWTIETF -4y FOERERV
FT—HHA RIZEBHT A&,
4.1.5 BARFBET—FORYFNTONT

HABTT —FIREIN, POENERFBICER LIZHEIT—EDOFR
RPN RN H DEEZ OV TIE, BAFE COREBSLED)DHE )
Th, BRECEH LET—F (UT TBERET—F] Lo, ) ZiE
HT5Z ENFAETH D, BABEIE TN D AEENH 2EHOH 2 BIHK
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2ITRT A, TAUZER B B D TILARV,

AARZEBEENR FASL VICEENIHEORERET —F DT —F Y b~
DI FIER OB FEFIFAE LTUTOERY &35, 728, RIS
2fl %,

BUWTERAL Y (F—FEy b)) oW T, BARET %&b
&0‘9@;&%’—;’%@ ASCITI THESNTWAXF Yy FOLTHEEREN
F—Fty h (UT M#EEE7F—FEy b 209, ) 250
T4y hEERTHI L,
BAZET —4F by MNIBAEBEEOA A BAFEL L, THEMIE
Bxrr—&Fy b R—ANEOEBFEDT—2LTH L,
AAZET —4 ¥y hEEHFETFT—F 2y MIBARFEER & EFNICK
et AEBMEXFEIOTF—FEDENEREES FE—0FEEL L,
va— R, La—FolEFb 2 o007 —FtEy METH—ET5
Zt, BB, T—FEy FOERERERFT —FEy MIHT D
HDDBHDHT LV,
FRFET—FEy MOAARBEBICRYTHEHICE, EEOTF
— XTIV &#%Bﬁ&%Ei%ﬂ(fMMW%TMTm
SOURCE DATABASE] %) %8456z &, T—FEDHIRDD
HAFE 7~5%ﬁﬁ®£ﬁﬂiﬁﬁ@Va—‘_Aﬁf%m¢5z
ERHDHHE, BEFT—F Yy FFORMIGETH L a2— FiZBNT
UBIERE LTI R BT 5 &,
T DOIFELFH] ( [JAPANESE TEXT IN SOURCE DATABASE] %) 11
HKBRTII—BLTR—DObDERHN, T—2HA FXETF—%
FDEFEE (define. xml) ITHRTHZ &,
AAELZSDERFEL— NI X VEIZRHET A EETIC I E ) 72 38
RXITEBEBXFHNERNTEZ L, BB, AEBEXFINEENT 55
&, TOEEBXFHEHEICERTILERD 7201, KREBICE
E%OHéﬁk@%uﬁ@&ﬂm%ﬁD(W:FMMM%TWTW
SOURCE DATABASE 01) . TJAPANESE TEXT IN SOURCE DATABASE
02] ) , TOHEEFBL ORI IT 2T —F A FEITRTZ &,
HEHFET—F Y NEFTED 7 A NFIZEDDHZ L, SDIMT—4 &
v MZsHGET 5 BARET —F 2y M (sdtn_jl 7+ LFIZED,
ADaMF —# & v Mkt 5 BARET —F v bid ladam_jI 7 4
NEZEDBZE, T—FEy BARRTINAVLIT2 >OTF —4 &
v FCRE—DHDERND I &,
AABEEZESERD RAL VICOWTHERFOT—2 Y bD
HEFTED 7 ANFICED, BEETHT—F#Ey FERELRNWE
B

2B, FAlE LT BZ':EE}E‘?:"“ﬁ IZOWNTIE SDTM Y ADaM & b i Bt
BN GETORBT D Z & &9 505, HAZEST — X %Eﬁﬁupﬁz%?ﬁ@f‘*—
B REHT A TENRDLEAICIE. FOGELEC W TCERNC PMDA (2FF
ﬂ}fzj—é — 61: Z))%ji LV Y
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4.1.6 uaZZr0ORBIZOVWT
4.1.6.1 /#HITH TSI A

(DISC #EHEICHEIL U 7~ S BT-T — A IWEET A2 7 /7 6 L LT,
4.1 L3\ AME, BEEOZELRERKVAE - AEROREDRIC
b 2 EERBRBRER 2B D IO DITIZONT, DT —2 &y MERAT
075 LR 0 77 AOREERD S, &0 75 NI, TER
FEAT R DEBNEROIBROIERSC, T 7 VT Y X LOHERPELZR B TH
b, ZHTLYH PMDA OBRIZBWTCEDOEEETT S 2 L BAARERER L
WA S LTIRETAHEIIR, £, BEDOY 7 by =7R08—Vg T
RET D bDTIIRVAE, a7 LhEER, ETURERR R LD
=g VVART A, VT T2 T ROFONR—D g ) ([CETAERICD
WTHFETT—F A FIZBWTREETs 2 e, v~/ nZ2flfLET v s
LAEFALCVAES, v/ur/nl I AbECiRT A2 EAZEE L
B, wrurusg AORMBESREES, £, T—Fk2y borns 7
LOVERR BIRESMPEBICEFEL TR Y 7'u /T ABEORESEE RS
I, T VT Y R LD A HAREEORH TE LT 2RV,

4.1.6.2 2T FLD7 744N

4.1.6.1 TR LB, a7 MNIFEDY 7 b7~V a il
RETD HDOTIIRVNS, 77 ANEBIZIITY 7 N =TG5 UT-HEE
FEEDDHI L, TEHREFNRNT 7 A NADBEILT 7 A VEIZE 580
HET —2 A RIZEHD &,

4.1.7 5188, RKSKERBRY O R CREEKREROMBITICET 3

CDISC BEHEIZHEHL L 7= FEEF 7 — F &HITHON T
% 1 tERRER, HRRESERRE OE K VR RIS O ICB 5 (DISC

TEYEC L U 7= BT — Y DMV BT 4. 1.1 75 4.1.6 LFEEETH D
DB, BHCEET_REFEHELTIORT,
41.7.1 SDIMF—#Ev b

FEIRE R T A — 41X, FNBENEAICET M ERTT—4 L LT
EBZBNBTEND, BYRET—FEHBMLT PC FASLTNZ, B
HEN/-EKYENEE T A —F % PP RAA AT L CTIRIHT D Z L, PC F
AALVEPP FAAL L OF—H% v MOERIL, SDIM IG {2 F-3% RELREC %1
FRUTEBIT A2 EBEE LUV, SDIM 16 IZESU - Ve RS e 4
IZIET—F HA FETHRATHIZ ETELIZR,

7235, CODISC 1BME|ZHEML L 7- TR DT — S R & PC RAA & PP
RAAATEH L TRET B8, be—P VT 4 ICBT2FE (PC
RAA L& PP RAAL OVERRFIE, ZHEOBREDPC FAA L PP R A
A NCEFENDEFROER) 2T —F VA FETHPTZ 2L, 2B, bL
—H VT4 ZHETEET, PC AL VD LEYERR T A—F 5 H
BHT 2 NEIRN,
4.1.7.2 ADaMT—#E&> b

i R VR FR RS | BE B BRI BN RE K ORI BN Re/ R T T — A v
k% ADaM A CIRIET 255813, BMOMTENSRET ADaM 7 —4 > b
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12 L BRI DBES DO ThHE, ZhbDT—2 20 >O7—4Ey b
WWELEDTHRLITIRHE LTS LV,

ﬁﬁl‘*ﬁﬂ% l—ﬁﬁ‘/ \71 ADaM %/ﬁ%%@?““&’l? 4 ]‘ %ﬁ(wu ngﬁ#&: ADaM ﬂéﬁ&:
e CIRETDBE. EEOSTCAWET — 4y FORBIITETH
%, 2L, T—FEy MED FL—H U T SOEETNEEHAT 5 LT
FRAER THAESIT., YT — 4y b ERH LU ETHRITZ 28
T& 5,

4.2 H1HAR, FEREERRSOREK CEREEBEROMITICET 5 FEE

FT—FEITONT

[EEPR BB D E T — # 3y r— VBAE) I N EER ISR IR D

BFF— 2 RO 1 ST LZEOBARRRHRNBRICONWT, HEll§ & BEE L
TRT,

4.2.1 (ERRERBIROETT — ¥ Ry r—VBAE] 2o T
[EERRBER D BT T —Z Ny 7 —VHHAE] X, BEETT 4 %

Fe "= VAT ALV RETIBICR—F NP A N ETATEND

BE PR BR T — H BRHNAEDOERN D DA BERRTH Z b, XELLT

BHT A LEIARETH D, BB, VAT LAEERARCETF I A NVE

ZEORHTABICIT, 3.7 BIZRLEEBY, TSV 77 A NVERET LD

LT Eu,

PMDA I\ TC THERIREFRDBF T —F Ry 7 — VAT 21ERT

HECHBERIERIITREOLBY THD,

e Study ID (&EER%E BT 5CFF)

o TrANNRA (T ANAEET) , BB, F— MV zA VAT AL
T 7 ANV A % HENICHE AT 2D, T 7 A NN ADATNTLER
1,\

o EfShi-fEtromEIE (SIS (R ZREmBIEMNT) | Pop (B
fENT) . PBPK (AEFRZRUIMEERTET /L) Xit Other (Z£0Dfth) D
AE, BEEAVTANTS, ) . 2B, SIS ICIHEENRIEMENE
FEAT & AR D J5 18 THRMT S M- R B IR/ 3 1 T &2 & te,

. 774W®Wa®£% BT 7 A NDREBRMD 7 7 AN ORARE
NEETXALOICHEMETRT A&, 2B, ANTELIHRRIF
i 100 XFTH 5,

4.2.2 HHEEFT—F OREHRBHARICOWT

1B 72 SR B REARAT . REEE AR K OVAE IR 2R S 1 7R %TW%%

DFENFIZHONTEI T REFEEUTIORT, 23, T OFELHIC

59, F—#t v M SAS XPORT R CHRET ABICIE ”wﬁty%z

T ANBIEERI—ETH L,

7B, £1HERR, %%%@%ﬁ%@ﬁ%&@%%%@ﬁﬁ@%ﬁ BA
FTELHBEETF—HADH L, (DISC {BHEITHEYL L 7-F —F 2OV T,
4. 1.7TIZHEH>Z k

4.2.2.1 BHEN I K EhBARLT

B/ BB BRI B B R E T — F 120V T, ADaM LIS DK

TRTT— &2y FERIHT RS, BT —4Fty RROT—FtEy ME
HEOEHMITRO LB TH S,

O s —42 % b
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IBHRESUIIE R T A — 2 OBHICRAWE T T — % v RO
IMIENEE XTI ST A — X ORI e RS W - T — &
ty b GERHHEOEHOAEZITHEEIIRL) 2RHTS, 7
7 A MERT, FIITLTOERNRE 2 Db,

* SAS XPORT %=\ (*. xpt)

®  ASCIT Format Data Files

¢  Phoenix Projects (. phxproj)

*  WinNonlin Files (¥ pmo, *.pwo)

@ T—4Fty FERE

e TFT—Fty FEREIZIL, PR ELEBLRVEROTRL
SHBZLEL, k4 EBEBITERTDEZ L, B, BT
RMEELICRBEL D OHEIL, TOFELHER—VEHTY
5T L TELIEZRY,

o Ty ANERIT, FAL eCID BE K O eCTD B\ vEMIZ L -
TEDOLNTWAPIF & TAZERNEELY,

4.2.2.2 RERBF (FFNMCESL Y Iab—TariEgie, )
FHEMATIC R 5 BB T — ¥ 21BN T 258, #ir—42ky M &k
U7 —% -ty NEREOHMIITRRO LB TH D,

O BT —4Ev b

EBET N, BIEETNVEEERT BBV, 42320
ICRTETFTNDOT T ST AT 74 WIRHE LT fBrT—4 > b 2R

- W5, 7y AR, FIREUTORRBEZ NS,

e SAS XPORT 52X (. xpt)
* ASCII Format Data Files

@ F—Fkv FNEHE

4.2.2.10% B T5Z L,

4.2.2.3 EBFHRMEERETT VN (ETNVCEIVIab—V

4.2.3

a eI, )

T R T 7 AT BT 5 R T 7 5 BRI B 5
BT BT 7 A/, 75y FROT =2y MEBESOBMII TR
LBDTHB,

O

@

®

FEMTICAWTEETNVOEBE, BRELEEYRTEBATA—FZD
B, BTFIECHEROBRESITEDFRIZTENDSI I 7 AV

77 ANMERIE, EBOBRTELLZ RN,

MPRET —FE52EREERBROT—% v b

BEDY T N =T TR CTE AL 27— ¥y MERXITINT
LTWAEAIZIE, MUBEET 7 7 (/L (Simeyp PE Data Files (xml 7
) %) ZRHETHZEREE LY, 2B, BEDY 7 b =T HIC
F =A%y NEERSUIMT L TORVEED 7 7 A VBRI, £E
DR TELI LR,

T—Fty NEEE

4.2.2. 1% &R T5Z L,

7a 7T NEOEENRRHAEIC OV T
4.2.3.1 EHEM R EDENRBARAT
IREhRE S IR ENRE /3R IR B3 A TR E U E AU HE U TR

FTREFHROVPEMITFEROL B ThHB,
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o FEWTNTY XA (FIZIX, EYERE T A —FDENFHESE)
EETRARBOT —F OBFNWE, Eifi LTI+ 53 BER
EEbDTHD, B, By —4F &y NERICYUZBERIEE
B34 (Phoenix Projects (*.phxproj) ®-Text Output Z8) I,
FOEEHRTBHILTELE LR, £z, BITHEESICYH
BHNEEINIBAIE, ThozBETAHILETELI AR,

o TrANERIX, EEOBATELIARYY,

4.2.3.2 BEFENT (EFTAICESYIarb—Tariegte, )

BEANEC T 2REE T — ¥ 2 RET &8I >N T, 7us I A

T A, FEREEPBAENTE 7 7ANANKRRNT 0T T LAFEEEDY

Ral—ya BT A NOFMIITROEE) Thd,

O TurlIr7rAN
EREFT IV, BERETNELBWIETEO 0 7T 57 74 VTR
35, 77 ANERIE, BIZIZELTORRYEE Z bhvb,
¢ ASCII Format Data Files

@ FERBEEIHHENTZT 7/ (NONMEM output %)

EARETI, BT NVEL RO REP S ENSGH N7 7
ANEERHTD, 774 VERL, EEOEXTELI LRV,

@ vIialb—va BT 77 A
I l—va KBt AT7rANAELT, YIalb—YarT—&
FRAEIFTHEEDOTIUTS LT AN, V2 al— g DEMIC
AW a S o677 A VRNV 2al—ya VEERERLEKRD
ERR 70 75 K7 7 A NVEERIT S, 288, el 7 5053 RETE
ROEATE, TATY XARGHAERESRETAZ L, TrS T
LDT 7 A NERIL, FEBOWTELIZR,

Fie, rs I AFIEELREL. ORI TROLEY L5,

o TulTArEFETTHEOOEMFIELZTEHTHLDOTHS,

o HREY, TuTITLETFANELEROT ST AORBAEED
pZl e L, BIES 2BBITERTHZ L, 2B, BHSIW
Fu S AeERTHICHTo T, NALDOIETES., Bl
HEZ1T 9 MERLRWEAIZIR, BRI a /T AFIEEDR
HIZRETH B,

HEETFT—F %L CID & DERIZOVWT

5.1 HFEETT—F%EL CID DREfR

FHIE LT, ETCOHBEETFT —FX, DDAy 7 R—VnoBBEIND
TENEEUITHD, LLARNRG, eCTD WAL Y eCTD BHRVVGEENITRT S
HEIT X Y eCTD ZRHT BHAIL, CID /Ny 7 R—2 RV eCID 7 4 Vi
ICHEETT— AR BIEBRUTT 7 A NEEDRNWI L, REL, E1H
DR ER—BICEETIHFEETF T — Y ORBOFELREE T LITHHE
THZ L,

5.2 B—Z VYA XD eCTD ZAHEDOHRE

eCTD ZHRHT 2 HI%, R—Z YA b SEFNCRETER KON ERE
WMEASL, CIDZNMNBEZLZERETHI &, LEREROFIILLTOEY T
HB,
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FFEX Sy
BB I ERFED]
ER, 2EO5|
BT EH
5.3 R—F V¥ A b&ES L eCTD DIRH
eCTD DI IZH T2 | BFEFIIMMERER—F VA b ETRE, #R
XEIADT D, MAIEROFIZILLTOREY THD, 728, £COEBIZOW
THRHO =N R G, BIRUIATIZRD D DTN,
o EAR, % X, F77 b, EZBEIES0OH
F— U= ZHEE
eCTD ZA{1&HH
RERE S
R (=2—F)
HEEX s
5 5L B O— R4 FR
B35 B ORFEA
TANAF v 7T BB
WML A AZ A (CID Ry I AR—2) DF = 73 L EEEE
EhERERREREE
FREHE 238 K O eCTD HAiTHE 2 g S
o fFE
ERERG, BIRXUIAS LR, #2HEHT 5 CID O~y S LT )b
FhR—ZNLYA b ETREL, PDAISEET B, R—F VYA b EDEK
BRI DWW TIRRIE TR T,
5.4 T—F VYA FeIrUTHREENZ eCTD DO3Z4E
PMDA 1ZZ(E LTz eCTD IZH LA NAF = 7 RONRY F— g VB ET
L, TOMREL L BHIT eCID ZEAT OB R L HIEHICEKT S, eCTD
T BN )F—o g oNEE, BEAE LT PMDA @ WEB %A k
(http://www. pmda. go. jp/) ZABT 2D eCID BRILY — NV OEE~=2 TV
LhBECTLIE,
5.5 CID 54 Z7H%A 7 V& BEEEFTF—F DR
BETT —AIEEBEBCRMATAREESO—ETHAZ D, BHFEE
T7—F % EE (B, BEXIHE) 72581, CIDEHFTTHI &N
WEITH D, eCTD L HBEFT — X &0 CRHT B5HA. 3.3 [ZRT HiF
BFT — A ITRAHAMERZRBETS 2 LT, YEBEFEETT— ¥ L HEET
5 eCID DOREENTIREL /0D, BHEEFT —F2RHTHIZHTD, LUTD
RIZBETSHZ &,
@ eCTD #EIRHIFICIRIHT L HFEETT — 4
PEFRHICBIES 2 BEETF7 — 4 2R L, PMDA NG HFEEFT —H
THEERK P ZIT R, MEREICEESTAIRBEETT — ¥ ZBINRH
THZEIETERND,
@ BT AEEICRMATEIHBETFT —%
BT 2B ICRMATIHFEFT — X, HED CID #2H:Ef:
FALEESET, BEOHRMERE LTR—FAY A M/t LTEREH
T 5,
@ eCTD HFTHRRICIRET A RBETLT —F
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o LFHEOTHERHBLIEBHFEEFT—FD5H, PMDA 3 eCTD HWETHRHIE
5{35 q‘:)@(l: L/Tntu&)ﬁ_%_)@ ~ eCTD aﬁﬁﬁ#&\—ﬂz—t _%Hj‘ﬂ‘é
e FHEHOHBETT—F L OESOREERHITS, LEIOREHESE
FBECHRHELERFETT—¥ 2 BERHTHLEIRR D,
o HEETT—XLUSMTEHT S oCID BEBEE L2WEATL, =i
FIEWZ DWW TERIZ PMDA IZFEER T 5 Z &,
o PMDA 2> HFBBTFT —F ZEEMRTZIT KT, YREHERES
CEETAHBETFT — X BMRHTAZ LT TE RN,
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B 2

HAGESE Eh 5 TR H 5 BHOH

Domain

Variable

CDISC Notes (for domains)

Prefix Name Vel Type Description (for General Classes) —
: Reason not done. Used in conjunction with --STAT
Ees:i) --REASND Reason Not Done |Char |0 't N OT DONE.
) Relationship to An opinion as to whether the event may have been
$E  |--RELNST Non-Study Char jdue 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 COVALI-|Req
COVALm.
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",
Qv SVUPDES Description o'f . Char Description of \.’Vl:lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT g:szjtffegfage Gig Char Ve:rbatim 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 | PO Chai | DY will contain the modified text, | S
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
i HYPERTENSION.
EX EXAD] Rea}son for Dose Char De:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT lsksg:t;tsgeName g Char |Substance name. Examples: Cigarettes, Coffee.  [Req
Sy SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substance. use consum.ption amount's or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM perersIsuior Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
- ABMODIFY |y PP 5RO IChar |\ MODIFY will contain the modified text, "o
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.”
Reported Term for Verbati inted CRF term for th dical
MH MHTERM the Medical Char | 'oroatim or preprinte T e Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
Protocol Deviation | DEVIATION - NO DOSE CALL PERFORMED.
2 DVERE Term ke The DVTERM values will map to the controlled e

terminology in DVDECOD, such as

TREATMENT DEVIATION.




Domain
Prefix

Variable
Name

Variable Label

Type

[CDISC Notes (for domains)

Description (for General Classes)

Core

PE

PEORRES

Verbatim
Examination
Finding

Char

Text description of any abnormal findings. If the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on al
particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.

Exp

Qs

QSTEST

Question Name

Char

Verbatim name of the question or group of]
questions used to obtain the measurement or

finding. The value in QSTEST cannot be longer

than 40 characters.

Req

(2% : SDTM Ver.1.2. SDTM IG Ver.3.1.2 EL

. Rl mER)




BIHE 3

HAEE T — & AN T R D B

Fl1) BAEOEMEHRAZELZEZRETZEOEERMT 5E

AE FAA v (FEEFET—FEY )

- BAFBTCT—FWELEZTHFAMEBIZOWTIXHEFEXFS ( [JAPANESE
TEXT IN SOURCE DATABASE] %) %#&#17 5 (AETERM %% AARFECINE) .

Row |STUDYID |[DOMAIN [USUBJID|AESEQ |AETERM __|AESTDTC |AEENDTC [(AEMODIFY [AEDECOD
JAPANESE TEXT IN
1 ABC123 |[AE 123101 1 SOURCE DATABASE 2.005-10-12 2005-10-12 Headache
i JAPANESE - TEXT IN|2005-10- 2005-10- ;
| = |2 SOURCE DATABASE |13T13:05 __|13T19:00 g pein
JAPANESE TEXT IN| Pulmonary
il [P 1L U = SOURCE DATABASE |00510-21 embolism
Row |AEBODSYS : - |AESEV' = |AESER[AEACN AEREL Rl
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 [AEQUT AESCONG[AESDISAB/AESDTH [AESHOSP |AESLIFE |AESMIE|AESTDY[AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING '
3 (cont) /RESOLVING Y Y 9 | AFTER

AE FAA Y (AARET—FEvY H)
¢ BAETT—AIWNELTETXFX FNEBICOWTIL, BAEEETOEEEMNT D,

Row |STUDYID [DOMAIN: [USUBJID {AESEQ [AETERM. |AESTDTC = [AEENDTC ° |AEMODIFY |AEDECOD
1 ABCI123 |AE 123101 1 2t 2005-10-12 2005-10-12 Headache
2005-10- 2005-10- .

2 ABC123 [AE 123101 |2 R 13T13:05 13T19:00 ‘ Back pain
3 ABC123  |AE 123101 |3 i EER 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEY: AESER |AEACN: AEREL
1 (conl)|Nervous sysiem disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)[Musculoskelctal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE |Y |DOSE REDUCED PROBABLY NOT RELATED
Row [AEOUT AESCONGIAESDISAB |AESDTH  [AESHOSP [AESLIFE |AESMIE |AESTDY!AEENDY |AEENRF
1 (cont)| RECOVERED/ r r

RESOLVED

RECOVERED/
2 (con!) | R ESOLVED L ;

RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B12) EXDHEATZBLRRTEZENEEETHY ., FRTD2EELFFIZMEAEICKE]
THUNEND HEE
QS FAA Y (EHFT—FEy )

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

1 JABC123 [0S 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO1
2 |ABCI23 [QS 123101 2 QSTEST2Z __ |JAPANESE TEXT IN SOURCE DATABASE02
3 [aBCI23 [Qs 123101 3 QSTEST3 __ |JAPANESE TEXT IN SOURCE DATABASE(3
QS FAAY (AXFET—FEv )

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

1 |aBCI23 |QS 123101 1 QSTESTI B5 Ciilfi& 5 &7 72?7

2 |ABC123 QS 123101 2 i QSTEST2 FESEAPIHITEEID?

3 |ABC123  |QS 123101 3 QSTEST3 U R L TR TT S P




B 4
BE) F—Fky M EEE

Dataset; : XXXXX ( IXXXXX) (&7 —# 1w M)

No.  Variable *! : Description *?

! 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)

X1 BEEERBTAH L,
2 BEOBBFLERHTH &,



B 5

(B8) Su’/7rFEE

No.

Program file name *!

Description *2

XXXXXX

FERYZ7 b7 OO Ver.@
ERBE): » -« < ZHWE,
FEREOEEA
TNy F 77 ANERNT AT ANTETROTTHET %,

XXKXX <-"/3ALZ"
o DT F T ANERETDE T ANT ETROTTHEET .

XXXXX<= "I RN
s FROITETT T 5 LE2ETT S,

exportData(XXXXX)
FEELIE T AF (oxxx) WKHAENZCSV T 740 ( Toxx) ) R
LT, YIalb—=varHo:. « « 7740 (xxxxxx) EETT D
TRy F 7 AN (xxxx) &, ECTRELEZ 345 (xxxxx) I
H"ET 5,
s FTROITHL Tl LA0ETEERL, #FELET YNy R 77 A
JUXxxxx) T EFAH AN B,

xxxxx <- importData(XXXXX).

XXXXXX

ERHYZ7 72T 0 OO Ver.@
R/ . « ¢« BV,
fFERREOHEER

Wl TSI AT ANEETRRT DL,
W2 a3 A0HA ERYZ by, HFHEN. ERBOEEASE) ZRMRTLHILE,



