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4.1, 1.4 F—HEy b7 7 A VTN T
CDISC #EHEIZ #EHL U /= SDTM, ADaM & — & & > Mk, SAS Institute A3
CBBET BT —FEERT 4 —~v v N THB SAS XPORT 7 7 A VERHE T 34—
¥ bk Version 5 (BLT [SAS XPORT é=i] &vH, ) T, 15—
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" AEy bELITFANELTIRITAZE, BB, SAS VAT AR LS
VERSIFIZ 1% SAS CPORT Procedure [XfER L7ARVW2 &, HAZ TOIZHN
VEPOBENEEZEZONDEE (LT THAZEER] L), ) B
EhB7 =y MIBWTHRERIC T 7 1 AL SAS XPORT FE= &
L. 7—%%Ey MEKBBIZBWO N XTEY v D XUB S FEF
—Z WA RIZEHBHT &, ’

SDTM B TX ADaM T — & & M oWTIE, §—F v b 77140
C ARE—ETAIE,

4.1.2 F—F¥y FOERERCEOMOFHRET 530E
41.2.1 F—FEy FOEESE

SDTM, ADaM F—# - v MZET 2 EREIZFNER CDISC BT 5
Define~XML FEUT &L Y, NEDRKTFHBAERAZ A NI — F~DEHE

C EEDMLERD T 7 ANMCELDELET, ®HETETF 4y FEFE
LI NVFICEFGRAT AN — IR TRET3 22, 8

L EOT 7 AN Tdefine.xnl] &5, EREONEL LTI, 7
— &y b B, FHEHOBVEIE, RUKHHAZESa— R

'6&%#aiﬂ7oﬁi%®lﬁkﬁﬂ_/a/%awé L,

ARBREEOTZDIZHVWLONIBEERHIBWTRRENIEITHR
LI — &y FEOBROEENES THD Z &i\%ﬁ%ﬁT
— AW AREE»ABICEDITZDICEETH D, LT,
ADaM F—4# v MV AEZEICIT, 4. 1. 1. 3R THEGE, et
DEBELREEERVHAE - BEORTEDRIMCED IBEREARER 2%
atb@ﬁﬁhﬂmf\MW¢%&ﬂfT6%ﬁThﬁf/F?ﬂ%
ENAEHEE L OBFREYTTHTHREA S 7 —4# (Analysis Results
Metadata) MWEFNAZENEFT LY, BIABEAF T —HITBNT
= :‘équ’ia‘}f WOWTUTOEAERSENRAZ ENREE LY,

. ﬂ#%ﬁméhﬁrénémﬁéﬁéffﬂﬁ% £ R URR4
o fRTORNE L EiuEH

e [FRTABRGA—FZ L]

.o IEHTRSR & IR DK
» FERTHET—FEv b

Coe RS E B L o— FOBRREE
o fRATEHEEC R AT AR, BT ST AL, BITHFED

iALS
o RETHEBCRET AT 0 77 AOHRR:

MEFRREA T — Z OB DOV TCITRRERIBY CDISC 2L 5D
Analysis Results Metadata Specification for Define—XML &% &
TRIL LT AN, EEZICEHTRET S Z EBHEERERITIL,

" eCTD BEIE TR CID B\ vEHIZ L - CED BIL TS PDF I L Y B‘Jiﬁ?ﬁﬂj
THZERFARETHD, 2B, EXEEILBVWT, BiASS BARE
DIEREN T THELI LR,
4.1.2.2 FERMGEEFI#HEZE (Annotated CRF)
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- RS EEFREE (LLT TAnnotated CRF] &5, ) ¢, CRF |2

LOBESNDT—FOFKRERE, F—Fky MEEhATEE
RS ETHERERLELDTH S, CRF OEEICHET 288 & LT,
CDISC I EHL L 7e T — X2 v MTOWTiE SDIM O % Fv 5,
v EROTHFIEITOWCHE, CDISC 12k A SDTM Metadata Submission
Guideline (SDTM-MSG) ASZ:¥E Ll 703,

CRF i X VIREEN=F — FIXFEERBY SDIM T — 4+ » Mo
SNTRHINDZENEE LA, #BHEINRWF—FEERD S
LalZid, Annotated CRF L CIHEHFT—# v MIEThTWANE
BEMDBRTRETDHELHIZ, EENRVEBEFT —F 1 Ficid#k
THZ L&, L, TOBRBEBHELNR DI ONTIIERT 3 HE
= A

Annotated CRF D7 7 A /0T, JRAY, oCID B0 T eCID Bl vl

MZE-TEDLNTWS POF & L, 774 &L Tacef. pdf) &35

&, RANE LTSN F—4tEy NERUZ#AF i+ 5 7 b,
41237—&ﬁ4b

REEROEEBILL 57 %y FONE., BHOEME{RE
féeb%h\$ BEICLOT =y MERRIC BT o TOF — X1
- HEDFFIRILER CHEME I 8 A BB R TR L T A, SDIM F— &

Ty FPRO ADaM 7 —F v hOFREFNIZONT, F—F¥y hOE
CRBEMACT A FEERL. BHE LTHET 37—

FEBMUZAAFICHEMLTIRHT S - &,

SDM F—& ¥ » MZETAF—F KA Rtz L LU TOEE
FEHBIE LTS,

o [ERHRA, BREEELE S

o FRARHRBREEIZBE T B ERET
C 0 AVDNEE, HHEE SERUTONA—Ug

o HEERES— X DFBE

o T SBEEAOBIMEICBET OB (N F— g VERICET S

AR
L, ADaMl F—F &y MIBETBHF—ZH 4 NI TFOEE 234
CERBIERZEELL,

FRERERA . IBRERHESE %

EHT— 5 v MCBERET 2 BRRERSHEIC Y 5 508
MO EE, FEIRE, SERVED A~ a v
EROT -y MeET A EE A
F—y NOERIZHET 2EE R
T—&¥E v hOFEA
T AR~ ORI T AR (RN F—a VERICET A H)

SDIM, ADaM F—# & v FEREhOFT —Z H A ROERICH D

CDISC BEEIZBWTIXT —F H A RO BN 74— v MIEftSh
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LTS, EEBIEDARNEICOVTHE., UTogEsEICT

HLENTESD,

e SDIMF—4 &y MZBETEF—FHA K

http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
iewer’ s_Guide

o ADaMF—FEy MBTAT—FHA K

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide
£3rE1E, BAL eCIDBER O eCTD Bl BBV TED HILTNS

PDF TERE L. 7 7 A /4L SDIM, ADaM (Zxfi& L CENEI Istudy-
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ETBZEBEBELY, BB, T—4 A FIXBABTERLTHE

LXK RV,

4.1.3 ERATIEEDNSA—T g 4200 T

CDISC HEMEIZHEL L7 —# v FROEBELERT BIchi 0 EH
9%, CDISC f2HE, FEHIAEE. BHEEFIZ OV T, PMDA IZBW TR T AN
%@A~vaympmA@mmﬂ%r(mmnwwmmguw)%ﬁ%T5
Tk, e, AP a vORANAER, HEESAREFEEICERTS
TEHER B & BEI Ml 5,

B—HENTRRBAA—Va v eERTHIZLEFELIZRWE, F—
BRI I~ L =P a VERAWS Z &, RA—ERRBRANO—5
DRAAL DN TD A= 3 U ESB LESAICE, #RLEA—Y
g R OEDQBBIZOWTT—F A FIZBWTHRIATHZ &,

B OBRERBROEGFT DT — 4y M2k, FEERRBROT
— sy RBRESNR— g VBRES T ABETH-oThH, — LA
— g T EVERT A L, AT a v E B L OBIR LAV g
VORIREE, BRAAA=Ta rhbOTRICHIVEE LIZAZEITOD
Thk, F—FHA FE#HTHZ L,

4.1.4 FBREBFHOFEEZOVNT

CHE, REREREEOT—F BT 1D, L OEBIZONTE
FFENEREISIZENE (Therapeutic Area Standards) 743, CDISCIZ & DA
B & TV 5, BEICEMMAR SN TWBERRIL OV TIRE OEEL A
FTAZENRTELN, FIALEEEIDVWTRT—#Ey POERERT
F—HHA RKIZER#HTAHZ &,

4,1.5 BARETFT—FOBRYFNCOWT

HAZETTF—ZINE SN, M OTNE2EBIER LGS —EDHR
ARBRDNABRNLRH AEHIC OV TIE, BARZETORREASLEIOFEY]
Ty, AARSBTEHLET—4 AT TBERET—Z] L), ) #ZiE
M2 LREAETHDL, BARE 73>aiﬂé”fﬁufé#&)é%ﬁa){ﬂ%ﬁlﬁﬂ
2R TH, ZHICIRS B D TR,

BAZBEER FAS VICEENBBEOBAET —FOT7 5y b~
DEMFTIER VIR FHIZFRE LTUTO LB L35, . BliR3
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2l Emd,

BETEFAALY (F—FEy b)) I2oVWT, BAEF—FEy k
BOERTED ASCII THESNTWAXEE Y FOLTEESH
eF—%%y b (UF [EHEEF—FEv b E0H, ) D2o0
T—Fty MERERTHZ &,
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BFT—Fy ER—ABOEEFEDF—F L35 L,
RS —4Fty M ¥EFFF—F ¥y MIAASEER L 2hickt
T D EPFELFINOT —F EDENE RIS RA—0EE L L,
ba— R, va—RolEFD 2907 —%+Fy FEICRI—&4 5%
ko BB T—EYy NOESEITEEET—F Y MEtT S
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BAEET — # 2 BB OTEUTERE D L o — F2HT TRHIT 5.4
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BABEEE2SERWV AL VIZOWTRERTDT—XEy bD
HBEFEDTZ ANFIED, BETHF—FEy FERHLANWES
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7B, FAlE LTEARET—ZIZ oW Tt SDTM RO ADaM & Hiz F3Ro
BFETORMTAZ L LT3N, ARET 2 25 0BRRBOF —
FERETHTERSDHEIT., TOMBELIT >V CERNC PMDA (248
T BT ENEE L,
4.1.6 Tl AOEHBIZHONT

4.1.6.1 #HTH S0l F7 A

ODISC fREECHEL L e BT 7 — S KT 5 71 /5 A & LTI,

13
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K7 T T NI, ENENET R OTEIEROBEOIER, iftr7dY
ALDHERNERENTH Y, &7 PDA OBEICBNTEFOEEET
. TAHIZENPFREREARUNAE L UTRETAS4E RN, i, EEDY
7 Ry eTRNA—Va ABET D LOTERVE, Fu s AR e, E
CATULRERE ER LA~ g 0 VAT A, VT M T RUED —
Vay) KETFERICONWTHETCT =2 H A FicBW g3z &,
Ve aRRRLET RS ARERLTWAES, v s T AL
TRHTHZENEE L, w7 a7 ulS AORHAREERES. £,
T—8y MRS AOIERRBEEEMEERICE L TRY P /S A
BRI HEEE RS EITIE, BTT AT XADOS A HHEESOREY
TELRRR,
4.1.6.2 707 L0774 N
4.1.6.1 TARTEBY, Tl g AEFEDY 7 Ny =2TRR—Va iz
© RETHEO TR, 77 A NIRRT Y 7 b = THE Li-hiE
FEEDHI E, TRFVBRNT 7 A4 LADBEILT 7 A MERICET 55
HHET—F A FIZghdrl &,
4.2 F11EER, BRIEEARZEORER CERERBEEROMITICE T3 B
FF—FEITONWT
TERRRIEEMRIROET 7 —# v r—VHRIAE] T ONCEREEER O E
BT7— 4 RUT w7 DEORERRBEHARICONT, BT~ EEHE L
TIRT,
4.2.1 (EEREEESROETFT — & Ry r—VFBAE] 10T
' [ERPREEMEIR O ET T —F v r—VHAE) 3. FHEFT
—FE = U A VAT ALYV EHT AR —FAA b E
TASEN D EERBRT— FIRONEOFERL O PMDA BIERTHZ &
b, XELLTRHTAZLEARETHD, B, VAT LESE
BARICETF 7 7 AN FEOBHTABRICE. 3.THICTLEEBY.,

ISV7Z7ANERBTAZETEN,

PMDA iZBWT BEREHEROETFT —F /v —VHBE] %

BT BRI HERBBIITRED LB ThHh A,

o Study ID (F&AEEEHEE4 5 CFF)

o TFANRA (Z7ANVEEEL) , BB, '~ U= VAT
IiE 7 7 A NN RE BEIRNCEZATED, 77 A NVSRADAS
MRV,

o Eipxh/fBErofERE (STS (MR RESEIREAEYT) . POP (B
£ MfiE4T) . PBPK (AEFZRIEMERRGET /L) X Other (£
D) ORE, BEEHRAWCANT S, ) o Zds. STS (CidugE
1 Zp BB REREAT L AR O H B THEAT S o R B e/ S h S fE
rEsie,

s T7ANDOAEDEHE, 7 7 ANDORABRLMDT 7 AV L DE
FENEETELLIHIICHEHLPEH I &, 28, AAITED
BARICFHIT 100 LFETH B,
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4.2.2 HEETFT—¥ ORAENRERHABICONT

EIER R Y BN RARAT . SR BRI R OV 2200 S R £ 7 VAR AT
DENENIC DOV THITNEEEE DL TITTRY, 2B, BF0EEIC L
5T, F—FEy & SAS XPORT R CHRHTARICE, F—Fty M

77 ANARR—ETHI L, '
4.2.2.1 1ZHER IR IR ERRAELT

ADaM LA DGR CHELEA e BB R RAT I BT B B — & 23T
BFAITONT, T — 4 &y PRUT—F &y MEFEORMILTED
EBOTHDB,

@ f#FT—FEy b

T 7 ANERIE, BLTFOWTrORRE T30 LBAEE L,

»  SAS XPORT =\ (x xpt)

*  ASCIT Format Data Files

¢ Phoenix Projects (. phxproj)

*  WinNonlin Files (% pmo. *. pwo)

@ F—Ety bEREE

o Ty MNEHEIT, PR ELEBLERUEROHRAE
BHHT L LU, W4 BB IERT AL, B, R
FBEEZICTNEBDH A5, FOELEYN—UFPTRT
DT ETELIZAR, ,

o TrANERIL, KA. oCTD BEKR T oCTD BV VEBMIZ Lo
TEDLITWABPIF 57 EREE LW,

4.2.2.2 BEMBEr (EFAESI Y Ialb—daviEh, )

BHEFMTIC BT 2 B ET T — & 2B 2T\ T, i —#
Ty MRT—Z 2y FEBREOEMNITROLBY Tha,

O @7 —FE> b

77 AN, UTOWTHhOBR LT 52 L8 E Ln

s SAS XPORT =\, (k. xpt)

* ASCII Format Data Files

® F—4Ey NERE

s F—ZEy MNEEEIIE, DL L L ERLROTEOSEA
BHHZELL, Bik4AEZBEBITERTIZ &, B, TR
AMEEFCRERHIERIL, TOREHYR—VEART
HIETELIZZRW,

o TrANERE, KA eCTD BEIKE T eCTD BEVVEEIC L o
TEHBRTWS PDF 2752 EBNEE LU,

4.2.2.3 AEZAERMEERT TR (ETAMEES VI Lb—Y

a e, )

A ERYNE B AR T VBT BT A RS 7 — 4 R T84
WZoWTC, B TH57 7M1, F—Fty NS —%&y FERELDH
M TEDEBY ThHB,

O FATCRAWEETFLOEE, RELEERR VLR AT A—F 0

B, IrFIEPHERORESTEOERREENS 7 71V
Ty ANERIL, EEOBRTELE LN,
@ MrpRET —-2EE2ES0RREROT—FEy b
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BFEDY 7 N =T T TES I T — 4 v MEERIINT
L CWAIEAIIE, Mi%EFT7 74/ (Simeyp PE Data Files (xml F2
) %) BEHTDIEBEE LY, B, BEOY T My =T HIZ
F—ZEy MERERUTMT L TWRWEESD 7 7 A AR, £F
- OB TELE AR,

® F—FEy FEEE

e Ty FERETE. PR ELERARVEROUAR
BHHZLEL, MRAESEERTDHI L, B, BT
RPEEZIRELHAGEIE, TOEEHZIAR—VEATRT
BT ETHELI AR,

o TrANERT., ERI. oCTD BEIK QR oCTD B\ VBT Lo
_ TEHDLNTWAPIF ETAHZENREELY,
4.2.3 uFTAEORENRRERBAEICOWT
4,2.3.1 BERERY R SEMBIHRAELT
SEWBHRE X I ZEMBIRE/ ) S BT AR RE I i B U TR M
DT REEROEMI TROE B Y THA,

o fRATT DY Xh (B, EHERE T A —F OEHFES) P
EETRRFEDOT —F OB, EHE L= ic B3 5 mER
EELDTHD, 2B, T —%ty FEFICHZIFTHRSSE
514 (Phoenix Projects (k. phxproj)® Text Output %) X,
ZOEXPATTHIETELIE AR, T, BITHEESICYZ
FEEREENIEEIE. ThHERHTAIZETELIT AR,

o T ANERE, EEOBNTELI LR,

'4,2.3.2 BEFART (EFNMCESLK VI alb—varE gty )

MR A HHEETFT — 4 #RETAEEICONT, Fus 7.5

T A, EERFEENHEDENZ T ARG 0TS AFEESDY

a2 l—a TS 7 T A ADEEIETRO LB Y CH D,

O FalFnLhTrAV
T ANERIL, TEA NI 7ANMERETHZENEELLY,

@ FELEESHAEINIZT 74/ (NONMEM output &)

Ty ANERIL, EEOFNTELRZRN,

@ VIal—varik@l@Tas7rAN
77 A VR, EFEOWKTELI LR,

Fi-. ST ALAFIEEOEMITROEBY THS,

o« U AERETTLEOORMFIEERET A LD THS,

e MR EYL, TUIFATFANRROT T T AOBRBEEZED
kL, BES 22 ERTHAIL, 2B, REHENL
PG LEEATAICHIE- T, SRRLDO/ESE., Rl
AT O BERRWVEESICE, ERNICT v 77 AFIEEOR
HIIARETH B,

5. HFEBEFT—FE L CID & DBERIZOVWT
5.1 HIFEFT—FEL <D Ok |
BRI LT, £2TOBRBEFT—ZiL, DAy 7 R—rDoBREND
BB TH D, LHLABG, eCID BEIKR O eCID BV EAICRTIT
WIT LD oClD 2T 281, eCID Sy 7 B—r B eCTD 7 A NV FHEE
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BRTT —ZIRAFRIIITZ 7 AN EBEDRNIE, 2L, E1E
@%ﬁéﬂ—%hﬁ@?6$ FET 7T — X DRHOFELHREET LITEHR
5L,

5.2 R—F ¥4 M kB eCTD Zf BB ORE

eCTD 2T HBIX, R—F AT A FHLERNICIEHTERRCLERE
®EASL, CIDZMBEFEZEETDIZ L, LERFROFIILITOEY T
5,

. B OBRFEL

s HEES

o HHRMEIT—LERIEORN -

o  IEAR, BEZDR

o EHFER
5.3 W—F YA &L eCTD DIRH

eCTD DIBHUTH =0, FFEFIIAIFRE R—2 VA b L TREG., BIR
XIZAATH, HINEHROMILLTOBEY THB, BB, 2TOEFIZHON
T%mmt VB, BIRXIIANEZRD B BOTIZARY,
. &, EX. FI7 b, EBfzE%E0R]
E~b¢:4§ﬁ%%
eCID %5
TS
el (=2— )
FREE RSy
HA 3l B O— A4 R
H 5 B OGS
TANVAF = v 72T ABOR
WL AV AZ R (eCID Ny 7 R—Y) OF = v 7 LEE

e e m e 8 e & e 8 e @

BhERERRIREE
Y E R OF CID BTl M8 Ol
+ EE

TR R G, BIRUIAT Liztk, BHTS D O by S LA 7 31
FhR—E N A b ECEREL, PDAICEFET D, B—F LA F EDEME
RYZRERIEIZ DWW CIBIE T,

5.4 A—ZNYA FESUTERBEN D DRZE

PMDA 1ZZE LTz eCTD IZH L VAN AF = v 7 BN F - g 5 ET
Lv TOREERL EBIZ CID ZFEAEOFMIERZ PHEEIERET S, CID
st T2 F—va VAR, FEE LT PMDA @ WEB ¥ A b
(http://www. pmda. go. jp/) AT 3 CID WRIEY —NDEB{E~=2T L
BEBEIZTHI L,

5.5 eCID-TA 79 A 7Nk HsEETFT— & OEI%

HEEF7 — Y IIBERBBCRATREERO—MTHBZ b, HIFE
F7T—F KR (BN, BESUIEIER) T 38FA1E. CIDZ2HETTH &M
B CH B, eClD & MBETTF — & 2450 TIRHT 284, 3.3 [ORTHE
BF T —FICBRHMEREZRET A2 LT, YHHEEFF—& LEET
% eCID DEFENTFREL D, BEEFT —F2EHTRITHIY, DTO
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I B, RREMMENT, EHESWERYEERE T VERECET 83 EFT—4)
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HAERE XN D WHERH 2 EHOH]

Domain  |Variable . - |CDISC Notes (for domains
Prefix Name Variable Label Type Description (chr General Cllsses) Core
- - Reason not done. Used in conjunction with --STAT
=T} --REASND Reason Not Done [Char | - W OT DONE.
Relationship to An opinion as to whether the event may have been
H:iif —RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name jChar |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
- COVALR.
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”,
. Description of Description of what happened to the subject durin
SV SVUPDES Unplanned Visit Char an unp?anned visit. i i lperm
Reported Name of Verbatim medication name that is either pre-
M CMTRT ?}rug, Med, or Char printed or collected on a CRF. P Req
herapy
{ IModified Reported IF CMTRT is modified to facilitate coding, then
M CMMODIFY |G 5P (Char | o iMODIFY will contain the modified text.  |S™
Denotes why a medication was taken or
CM CMINDC Indication Char |administered, Examples: NAUSEA,|Perm
. HYPERTENSION.
EX EX AD i Rez‘tson for Dose Char Df,:scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
suU SUTRT gjlg:{:ﬁgel\!ame of 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.
sy SUDOSTXT Substance.Use Char Substance_ use consumplion amount‘s or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM Rep orted.Term for Char |Verbatim name of the event. Req
, the Adverse Event
. . Modifted Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term i 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 Verbatim or preprinted CRF term for the medical
MH MHTERM the Medical Char s 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.




Variable

Domain . 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 alExp
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 Question Name | Char questions used to obtain the measurement or Req

QSTEST

finding. The value in QSTEST cannot be longer

than 40 characters.

(£% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 BAfE, 2iRIZ—ERENR)
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Bl 1) BAEOEMESREE

* E js“ﬂl:llb—c\?*h_.

EI BEET —F T EEDOB

f%mﬁT%®ii%%?6
AE RAA Y (BEHEFET—FEY M)

FINE LT FAME

WZoWTITBEREXFEF] ( [JAPANESE

TEXT IN SOURCE DATABASE] %) %*ﬁﬁ’ﬁ'@‘é (AETERM %%H ZF TW%)

Row {STUDYID . |DOMAIN - |USUBJID |AESEQ |AETERM - - |JAESTDTC:: X|AEENDTC™ +JAEMODIFY:|[AEDECOD: :

- JAPANESE TEW’ IN
1 ABCI23  |AE 123101 ! SOURCE DATABASE 2005-10-12 2005-10-12 Headache

. IAPANESE TEXT IN| . ] .
2 ABCI23  [AE 123101 2 SOURCE DATABASE |2005-10-13T13:05  (2005-10-13T19:00 Back pain

. SAPANESE TEXT IN Pulmonary
3 |ABCIZ3 JAE 1231003 SOURCE DATABasE |2003-10-21 embolism
Row AEBODSYS . . .-~ c Co T T U AESEVER ; | AEACN:L FJAEREL: v iop 2 an ot Ty
1 {cont) Nervous system disorders SEVERE N NOT APPLICABLE E}EEZII:EIEBLY NOT
2 {cont) Musculoskeletal and connective Lissue disorders MODERATE N DOSE REDUCED _|PROBABLY RELATED

: - I PROBABLY NOT

3 {com) Vascular disorders . MODERATE Y DOSE REDUCED RELATED
Row AEQUT : " JAESCONG ' |AESDISAB. [AESDTH: [AESHOSP [AESLIFE | AESMIE JAESTDY: [AEENDY::|[AEENRF
1 {cont) RECOVEREDIRESOLVED -1 -1
2 {cont) |RECOVERED/RESOLVED 1 |
3 (cont) gECOIVER]NGIRESOLVIN v v 9 AFTER
AE RAA w (BAFET—FEv H)

- HAEBTT—FPNELLETHANE E\'u_ob\

Ti, AABEZOE LT D,

Row |STUDYID|DOMAIN [USUBJID JAESEQ ~ [AETERM “TAESTDTC:. TABENDTC. ~ =" “JAEMODIFY:JAEDEGOD "
1 ABC123 |AE 123101 i 71778 2005-10-12 2005-10-12 Headache
2 |ABCI23 |AE 23l01 |2 FERT 2005-10-13T13:05 _|2005-10-13T19:00 Back pain
3 |aBci2zz |aE 123t01 |3 IR 2005-10-21 Pulmonary -

" cmbolism
Row AEBODSYS — TARSEV . . JAESER |JAEACN .. . JAEREL, .. . . = _
Iconl) |Nervous system disorders SEVERE N NOT APPLICABLE |DEF NI TELY NOT
2 (cont) Musculoskeletal and connective tissuc disorders MODERATE N DOSE REDUCED [PROBABLY RELATED
3(cont) |Vascular disorders MODERATE | DOSE REDUCED |FROBABLY NOT

: RELATED

Row _ JAEOUT.. TAESCONGAESDISAD [ARSDTH -JAESHOSP JAESLIFE. [AESMIE - |JAESIDY|AEENDY  |AEENKF.
T con) |RECOVERED/RESOLVED ] )
7 (cont) _|RECOVERED/RESOLVED ] i
3 (con) gl:.COVER[NGIRESOLVIN v v o AFTCR

B12) BXORAARFBEERTHLPRETHD ., FRATD

+ B BEND DA
QS FAA Y FBFF—5%y M)

FERBNFF 2 A KA

Row [STUDYID - [DOMAIN --]USUBJID - |QSSEQ " "': [QSTESTCD: '|QSTEST ™= S E
{ ABCI23 QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DAT. ABASEOI

2 ABCI23 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEC2

3 ABCI123 , QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3

QS FAAY (AARET—FEy )

Row |STUDYID - |[DOMAIN - [USUBJID " JQSSEQ. - |QSTESTCD® [QSTEST:: his s ofsn et e 07 3

1 ABCI23 Qs 123101 1 QSTESTI CEAS Wﬂwﬁf!ff 1‘ 7)‘ ?

2 ABCI23 Qs 123101 2 QSTEST2 EI &AL TR ESD?

3 ABCI23 Qs 123101 3 QSTEST3 FEAERe LT FERTTR?
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Dataset: : XXXXX { IXOOXX] HF—#¥ v F4)

No. Variable *1

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
[ = Dosing .
6 CMT 2 = Parent drug,
3 =Metabolite
Missing dependent variable data item for DV
7 MDYV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXX

X BEARRIRTAZ L,
X2 EROBPEFRRT A2 &,
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(B%5) Fur7rFRE

No.

Program Tile name

#1

Description *2

XXXXXX

fFRYZ b7 1 OO0 Ver. @
(EFHER : « - - AW,
ERFOFEA *
TNy BT FANEWMNT BT A AT ETROTTHEET 5,

KO <- "R
v DT T ANERET D7 ANT ETROTCRET 5.

XXXXX<- "IN AZHY
s FTROFTETT eSS LEETT S,

exportData(XXXXX)
R L7748 () IKHATENFZCSVZ 70 ( Fxxxxl ) %t
LT, YIab—arsflo- - « 7740 (xxxxxx) 281775,
cTURNTy bZ77A40 (oxx) %, ETHEELEZ 445 (xxx) 12
AT B,
s FROThe TS L0EFTEHMAL, RELETY Ny b7 7oA
JU XXXXX) FREH T BRI B,
XXXxX <- importData{ XXXXX)

XXXXXN

Y7 =7 OO Ver.@®
BRM : - - - AR,
{7 T o 31 3 A

K : T GAhT s A NVLERIRTDH L,
2 7u ST AORE WHY 7 =T, EREG, ERERORELSE) 2RIRTI &,






