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(Bl % g,

W B RALY (F—Fky ) 2oV T, BAEF—FEy b
B OEHFED ASCIT THEINTWAXF Yy NORTHER I
7eF—&¥y b (UT [#EHET—FEy b EW0H, ) D2DOD

F—aty NEERTH L,

AAET— 7y MIBABEROLZ BAREL L, ZhIsMIs
BrrT—Fy heE—RNBEOREFEDT—FETDHIE,
AAES—F vy b EBRFT -2y MIAKRBEE & Thics
T AEMEXTFIOT —F BOBVERE L A—0BEL L,
La— N, La—FRolEFb 2 o007 —Fy METH—&T5
Zl, BB, F—FEy FOEBEFRIEFT -y MIHT D
b DDRHEDHT IV,
FRFET—Fy MO BAFEEBICHEY T AERNICE. EEOT
— 2 TRV Z &3 B 2 R3EFEXF S ( TJAPANESE TEXT IN
SOURCE DATABASE] %) %2##iT5Z &, T— ¥ ROHIRDZD,
B AT — % E R OBHCUIERD L =2 — RIZ 4T TR 5 14
ER b BBE, BERFEF—F Y PRORIET B L a— Rz T
WHHRE LTI T 52 L,

= DEEESTFF| ( [JAPANESE TEXT IN SOURCE DATABASE] %5) %1
RECE—BLTEA—DOHDEAN, F—FHA RXEF—F kv
FDOEFHEE (define. xml) ITHIRTHZ &,
AAFELZSLERFRRLa— R R MEICHE T 2 ERTIC @R 5E
RUIFFE XTI R/ T D L, B, REXFINEERMNT 5%
B, ZOEBXFIIEHEICKIT ILERND 52 6IE, REIZE
B2 35 LEPNCE RS ERY (Bl : TJAPANESE TEXT IN
SOURCE DATABASE O1)- ., [JAPANESE TEXT IN SOURCE DATABASE
02) ) . DO RAAGE L OIISFHTET—F A NIRRT ZE,
BHFETF 2y NEFIED T A NVFIEDDH &, SDIMT—& &
v MRt 2 BAES—F &y MI [sdtn_jl 73+ VFIZED,
ADaM 7 — & & v MRS 2 BARET —F &y M Tadam_j| 7%
NECEDDHZ L, T—FEy MEAROTNVAIZ2HOOT=4%
Y P CRI—DbLDEHANDZ &,
BAZBEEZESERV FAL VZOWTHERFEOT —F Yy b
BEFEDT FNFWED, BEETHIT—FEy MeRHLRWE
L, '

R, FAlE LTHARET —F IOV Tt SDIM &Y ADaM & b1z EFED
BT ECORIMNT 52 & LT 585, AAETF—5 & AUHRRROT —
FERHETHTERD ZHEICIT. £OHMEAFIZ OV TERNT PMDA 14
RTBZENEELL,
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41.6 FurI5AOEHICZHONT
4.1.6.1 #HTZHT ST A

CDISC #R¥EIZYEHL L - HEE BT — FICEE T3 7 n 7/ F AL LTk,
4.1. 1.3 \ RIS, BREMOFELFERLOHE - HEOREDRILZ
B0 2 BRI R 215 B T D OOV, ADaMT—4 & v MERAY
n 75 AROTR 7 0 75 AORMERD D, £707 T ML, EhEh
FRAT F OB ERR OB OHEESC, T 7T X AOHERNERBRITH
D, H%TLY PDA OERBEIZBWCEDEEETT S & NFARERERE T
M E UCIRIET 2SI, Fh, FEDY 7 hy =70 —Va iZ
RETDHDTIHROD, 7alTLEER. ETULRE ERLEAR
L—2a VAT A, V7 M= TROZEO/NR—Y g ) 1B 3ERICD
WTHETT—Z A NIZBW TR A2 &, w7 uzfliLicrvs 7
LEFERLTHWAEA, v 7u7al I AL CiRETAZENREELN
B, wruaralT LAORMPEERBE, £, T—Fky b us I
LDOVERL B & SNSRI RFE L TR Y 7' 7T A B EORH AR 54
FIZIL, T T Y RADG I AHREEORE CE LR,
4.1.6.2 a5 rDT7 74 MG

4.1.6.1 TRTERY, a7 LIREDY 7 hy=To3—Va il
FRIET B b DTIERVDS, 77 A NI Y 7 N = 7 3M4E UT-YEE
FrEEDDI L, FEEFHBRNT 7 A NEDYAIET 7 A MBI BT 28
HEF—Z A RIZEDHBH L, |

4.1.7 B IR, BRI ORISR R IRBEIROMBITICET 5

CDISC EEYEIZYEIL L /- BT — X iz o T

5 TR, BRPRECHRBRSE DR N ORI IR OMATIZBE$5 (DISC
YT HEIL U= HEEE 7T — A OB ENT 4. 1.1 25 4.1.6 LFEHETH S
DS, BB T REEEELITIORT,
4.1.7.1 SDMF—FEy b

HYBhE T A —2 X, FREBPEANCET e RTT—F L LT
EHRADND I END, FMRET—F ZHM LT PC FAL ATIZ, B
H SN ZEYENRE/NT A—F % PP AL ML CIRETAZ 8, PCF
ALV EPP RAL VDT —5 %y hOBURIL, SDIM IG (2 #-3% RELREC % 1E
U TS5 2 L8 E LU VS, SDIM IG IZESUW - B DS RS MR A%
WX —# T4 FETHATEZ ETELIZR,

723, (DISC fRHEICHEIL L 7o e US DT — &y & PC RAA L PP
RAA AL TRET 581, P—Y U T 1 IZBT5FHE (PC
RAAL L PP AL OVEERTFIE, REMOBREDPC FAA L PP R X
A VCEENDEROBUR) 27 —F A FETHATEIZ &, 2B, b
—F YT 4 BT EBT, BIC FAAL U NLEYEIE T A —X 2 F
BT 2 0BT,

41.7.2 AaMFT—FEy b

M K ORHIREEIZ B9 2 BRMENRE R O BhRE /S T T — F & v,

k% ADaM TR T 2541, BMOMTERRET ADaM 7 —FEy b
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ié%ﬁﬁh@%&@f%h \;h6@7~&%oto@7—5txb
_it DTHAILITRELTH LV, .

FRNTRFIC AV ADaM FTER LIS DT —F & v b % AGEHFERFC ADaM FEUC
B UCTRET 356, EREOTCHAWET —4 2y FORBIIARETH
%, IzIZL, §—#¥y MED FL—3E ) T 4 RETNEEHAT S LT
HRRMERCTHAHEAL. YT —F kv MR L ECRATAZ &
(CeT 5

4.2 5 1FERER, mﬁﬁﬁﬁﬁgomﬁﬁomﬁﬁﬁﬁﬁwﬁﬁk%?6$%
FTFFTONT
Fﬁ%%ﬂﬁﬁ@ BT — Ny r—UHAE W ONCERREEEERO B
EBFT— 2 RO 0 7T AEOBERRRHARICONT, LT XEBIEE L
Tmﬁﬁo

4.2.1 ERREEPROET 7 —F Ny r—VRHE [TonT
[EERRHEERO BT — 2 Ny r—VBAE] 13, FFEBFT ¥ %

F= b2 VAT ALYV RETIEIZR—Z VYA N ETATTENS

WRRBR T — 2 RHANAROEHRND PDA BMERTHZ b, XEELT

BT Bz EIRRETHD, BB, VAT AEERERICETF I 7 ANV

BORET I, 3.7 HIZRLEZEBY, ISV . 77 A VEEHTB 2

EThuy, '

PMDA ICEBW T TR EEIR D BT — & Sy r—VBBAE] &R+

LI BRERIITRROLEBY TH S,

e Study ID (%RBRZFAIT 5 30F5)

e Tr7ANNRR (TrANEEEL) , RB., F'— U xA VAT A
T 7 A NN R BEIICHERIAT 20, T 7 A VSR ADATITSER
A

o FEH SN OTEIR (STS (FREERZ2IWEREMNT) | PP (BHEM]
FEHT) . PBPK (ZEERSEHIRMIH AR %Tw)Xioma(%@M)w
%, BEEHAWCAATS, ) . 28, STS | ﬁ@mﬁﬁ%ﬁ
%ﬁkEﬁ@ﬁ%ﬁ%ﬁénk%%@%ﬁ%ﬁ%mﬁ& '

. 774»@@@@%%9%774»@%%%@@774»&@@%%
PRETED L) ICHMERR TS L, B, ANTEBRKRIF
X 100 XFETH B,

4.2.2 HEBTT—¥ OEAERRBHARICONT

EYERY IR SR EHRRAEAT . RREE FARAT R OVE B0 SR B B %7»%%

DENFNIZ OV THEITREBELZLUTIORT, 2B, @ ok

5. f—&txbéwsmwn%ﬁ?%&#é%ﬂﬂ\?~&tykﬁ

L7 7 ANAIFR—ET 5T &,

B, B IR, EREEERRE O RE & O K EBEIR O M2

?é$ﬁ%%r~&®9% CDISC HEHEIZHEPL LT=T — X IZ DWW T,

4. 1. 71255 '

4221%@%&%%@%@%

FEYER IR SR BhREREITIC BB B BB T — X 12D\ T, ADaM LIS DT
THNTT — 42y MERHT D56, T —4% ¥y RO —FEy MNE
BEOFMITROLEBY TH B,

O BT —Fky b
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SEMBIRE XTI S8 T A — 2 DEHIC AT — 4y RO

FENE XIS\ T A —F OFFERRRENC A W f#fr T — &

Ty b GERHHEDEHDAZIToTRHEIIRS) 2RHT3, 7

7 ANVERL, FIZIIUTORRSEL b,

o SAS XPORT FZ= (k. xpt)

e ASCIT Format Data Files

*  Phoenix Projects (k. phxproj)

*  WinNonlin Files (k. pmo, *. pwo)

@'7—5?/%E%£

T—FEy NEEEIZIE, PR LB EFLARUOEROHHE
06T ELE L, KA EBBIERTHZ L, B, BT
RPEZEICTEN DD HEIE, TOELEYR—VEHRT
B ETELIEZR,

o Ty ANERIE, ER) eCTD WKL eCTD RV EMIZ L o
TEDONTWSPIF L35 ERNEE LY,

4.2.2.2 BERMY (ET7NMCESVIab—valeEi, )

BRI BT 5 BB T — % 2 RHT 5B, i —2ty Nk
VBT =4y MNEZREOHNITRED LBV ThH 3B,

O 7 —2Ey b

FEARETIN, BIEETNVELERT DBRICEKICAWE, 42320
WRTETADT 0T T KT 7 A MG LT T — 22y &
95, 774 AERL BIZIEUTORRRE 2 55,
*  SAS XPORT /%= (*. xpt)
e ASCII Format Data Files
® F—&kEy NERE

4.2.2.10% B4 5Z L, ‘

4.2.2.3 EBRENEDEERTT VRN (ETNZEILvIalb—Y
avEeEte, )

A PR ER YR B B e T VERITIC BT 5 SRR T — ¥ 2R T B 5E
RBHTDT 7 AN, T—FEy NROT—4 ¥y NEBELOMMITRD
LBV THB, .
O BTICAWEETVOEE, RELEEYROEE T A—FD

&, N FRIECHEROBRESTEDERNEENE T 7 AV
77 ANMERIL, EEOHRTELE XY,
©® mMHPRET—#E2E0BEERROT—FE2 > b
BEDY 7 Ny =7 TR CED LT 4ty FEERXIIMNT
LCWAEAICIE, YUEET 7 7 (/4 Simcyp PE Data Files (ml 7
R) %) ZRETIZENEFE LY, BB, BEDOY 7 =T AT
F—Ety NEERUIIMT L TOWARWESD T 7w A AMERIL, £E
DI TE LI X2,
® F—FEy hEEE
) 4.2.2.10%2RTHZ &,
4.2.3 FuZSrEQEAKHRBRHARICONT
4.2.3.1 RHER R IR BN REIRAT

SEBRE SR BRE /S A B BRI B UL AU HE U TR

TREFROFEMITRROLBY THAD,
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o MEETNATY XL (BlZiX, EHENE AT A —FOBEBFES) ®
ERETRRMOT —F OIFNE, Ei U7 B ¥ % R 3
EELLOTHD, BB, BiTr7—Fty MEKICHZIERIEE
n5%4A (Phoenix Projects (*. phxproj)® Text Output %) i
FOEEWRTDHI L TELIRAR, Eio, FEESICYH
BENEENDIHEAIT. TROERHTHZETELIZIRN,

o TyANMERIX, RO TELZ AR,

4.2.3.2 RERMMEH (EFNVICESVIaL—varviE, )
RHEMRATIC BT 2 B E T — # RT3 HRAIT VT, FusJ A

Ty, FERERIHAD SN T 7ANVROYT 0T AFIEEEDY

Lalb—va il a7 7 A VOFEMIITRO LB TH D,

© FursIr77A4N
BEREF N, BRETNVEERWTEO S 0 ST 57 7 A NV ETR
15, 774N BIAIELTORRNRE 2 bihvd,

e ASCII Format Data Files ' '

Q@ EEREERHASNET 740 (NONMEM output %4)
BEARET ), BRETNVEE A OTFTROERI S ENIH A7 7
A NVERET S, 77 ANERIL. EEOHERTELI IR,

® vIal—va iZETHRTIFAN
VIial—valilTET7rANELT, YIal—varT—#
ERESEREDOTUTITAT A, VI alb—Ta rOEMIC
AW alS5hT7 7 ANERV S al—ya VU BRERLERKERD
R0 75 L7 7 A NVEERRET D, El, YIal—va /B
EOERICET AT —F 2y MEZAWESRAIL, UREREESHT
—Fy MEZEHTE, B, FrS T ARNEHTERVEANL.
FADY XABSPEHEEELRETSZ L, 7D77A@774W
FERIT, EEOHRTELILR,
¥z, eI AFIEELERB L, FOEMITTRDO L :J“o U R
o Ul SALRFETTIHOOHMFIELTHETHbOTHD,

o M EL, TuTTATFANERONT 0 ST ADOHRBPEED
il L., B #8BIERT A &, B, BHENZ
Tal T LEHERTHICho T, NALOEES, R
HE2IT O LERRWEEIZIE. BANIC T v 7T AFIEEDR
HIZFRETH D,

5. AGRHIEROBEETFT —F%L CID L DOBFRITONT

5.1 HFEEFT—F%L CID DR
FRIE LT, £TORFETT —FIL, CIDAAy I R—VnbLBREND

ZLDBEITHB, LLRBBE, eCID BAIK N eCTD B\ BANC RS
HEIZE Y eCTD 2T B8413, eCID Ny 7 R— U KN eCID 7 + A F
CHEETT— 2 R D ERLT 7 AV EBDRVI L, 2L, # 1
@ﬁﬁﬁﬂ BB T ARBETT —F ORNOFELREET LICEH
THIE,
5.2 R—H YA MTLD eCID ZHFEBDORE
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eCTD ZHMHT BBRIL. N—F NV A " OEFNCERETEH ROWMERE
WMEASL, eCIDEZMNBZELZRETHZ L, HERBEROFIILLTO®EY T

HbB,
o HIESEOBGE4
e HFERSY
o FHHEXII—EHFEDR
o IER, B2EDH|
o ®HFEH

5.3 W—F /NP A FEA LTz eCID DR

eCTD DIRHICH Y | HEEEILMFMIERE R— S V¥4 b ETRE, &R
NIEATIT 5, MIEROFIILLTO®EY TH 5, BB, £2TOEBIZOWN
TREDOTZNCR G, BIRUIA T ZRD D LD TIERW,

o IER E FX, FT77 b, EBIEOR
7= MU oA ZfIHE
eCTD &5
RHEGE &

A (=2—F)

REER Sy

FH S B O—fRE4 i

HEESL B DiRFE4L

TANAF x v 7T BRGR

XM AVAZ A (CID /Ny T R—2) DF = v 7Y WEEE
B ErEERERIE

SR WK O eCTD HefiTH 24 3 sEig 5%

. B ’

EREERE, BRXUIAS L%, BHEHTS CTD O by 7 L7 41
B BR—2 YA b ECREL, PDAICEET S, B—FZAY¥A + EDEK
IR BIEIZ DWW TCIIRIR R,

5.4 R—FNVA &S LU TRHEENZ CID DZH

PMDA |IZA(E L7z eCTD I LA NVAF = v 7 RN F—3 3 VB FELT
L. ZOREFRE & HIT eCID ZEFREOFMIER L HiEHIEE TS, CID
T BN F—va NAER, FALE LT PMDA @ WEB ¥ A K
(http://www. pmda. go. jp/) IZABHT 2 eCTD HIEY — NV OE{E~v =2 T )L
BEBEBCTHIL,

5.5  eCID A 7Y A 7 VL HEBEBFT—F DEFR ,

HFEET T —FIIHBECRATREERO—FTHE 2 b, HES
FTr—2E2EE (BN, BRXIIHIER) T 28580, D EHETTH I &M
HWEITH D, eCID L HFEBFT —Z 240 TRIET 284, 3.3 [TRTHE
BT 7 —FICRHAMERERHET D2 LT, YUSHEEFT — & LBET
% eCID OFFENTFIREL 2D, FHEETT —F2RUTDITHED, UTD
RIZBETAZ L,

@ eCTD FNEHRHFRFICIRH T 2 HEETT —4
PIERHICEE T2 BEEFT— 2 RE L, PDALLBHEETFT—%
ZHEEE TR, PIERHICEETZREE T — 4 BN
5 LIETERY,
@ BT 3EECHRNTIHREBETFT —4
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BT A EEICHRMN T2 REETT —Z 1L, FED oCID R HEE
BELHESET, BEORMNERE LTHR—F 194 MEA L TRH
T3, :
® eCID YETHFICIRINT B BT T — 4
o L[EOTHRHLEBBEFT—XD5H, PDA 23 eCTD ETRRIZE
DAHELDE LTRDI DL, eCTD sFTHHICERIZHERL T3,
s BREHOBEETT —¥ LOEHOHERET D, URIORHER
HEECTRHELEHFEETF T — ¥ 2BERETA2LEITR,
o HEETT—FLHMTIRHT S CTD BRIRFEELRWVEEIE, #H
FIEIZ OV CERNC PMDA IR T 2 &,
o PMDA 22DHFEETT —FZEEGEZ I LBRIC, YRRHERES
LBET A HEBETT —F ZBRH T S Z ik TE R,
e EXRUWMESBICHBEBBFT —FERHITIBEIAREOFIRIIES,
5.6 HFEEBFT—XRHROEERE
CID X i eCID HATRHC HFEB T — ¥ & RINT 2HAT,  [HEEROK
REEOEBRAOMERIZONTY (FR 22 4 127 8 27 BT EERES
1227001 BIMSIATEIENEEK G IERERASHEEEREMA) RO 6 1R
TEEREIC, YEHEETT IOV TERT I 2L, 0L &, BT
HETDT 7 ANEEEBIZFIET 2 L6ET 2L HRRICEET 5 HFEE
FF— 2 —ROFERHBTENIT L, 2L, EE@Em2. (2) 7
(RTS = Y 2 VAT BERAWTKET L7z CID 2BHT 2B, €O

M‘g}i fcﬁ‘/ \o

A IR M BT — ¥ R

EEEHERCHERETT YR RHTIEAIE. BEETFT — 4% 3.
BRHEROREETFT X EOREIZOWVT) O [3.4~3.7] DETHET S
FIEICE L CEFRICRET5S,. BEERERICEITS (3.1 BEFETFT—4
SEEUOEARM TN B 13.3 —F YA " BN LEEHEEYT—F O
BH X, UToEEY &35,

6.1 HFETT—FSEHOEARNRTEN |

HEEHIE, BEEFT — Y RHNERHERELERTS L2 bIC, FRIEL
TEEEHREO 1 ~3 VARNC, FHERICT, BEERREICKTLHEE
FF— 2 OREABE R OEEE R ERFHEICOWT PMDA LHBERETS 2 &,

leds, BRIERDOEMICHE > Cd, FEAPBERFHEHTEOHHEETT
— X OWE% MSATEIEAER G ERESR O HIEST 5 HHEBIE, FEH
HRAEEOEMEMEICOVWT] (PR 24 £3 A 2 AR ITRERE
0302070 FAMSTATBEEA BEEE 5 RS IR S IR M) OBIK 8 [H
BETT — Z RN 2AVTE LY, BHTLHI L,
Z0t%, BHEEMEBICRE LBEERETER O 5 HAHERIND 1 #EH
METCOMIER—FZNYA PO BFETFERITOIZ L, ZOHK, A—FY
A M CHEEERRICEET HEBROANT) - REROCHERRFICHERE
FI7 AV (FDHFEF—F, BHEEFT—F%) FEETLI L,
6.2 R—FNIA b ENLEHFEBFT—FORH
HEEETT — 2 ORMICHIZ Y, PIEERZUT OMNMERE R —F VA
b ETREG, BRXEANT S, FTEROFIILUTOEY THDH, 728,
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ETDHEBAIZOV \'C?%Hj@t NCR SR, BIRSUIAN ZRD 2 b D TIERRW,

- EA. EEREHENEOS
o b U=ABHEE
o« IREEEHBAIT B DONE RRES. KRS A ML, BAES

3
© Z7ANZLOHAIF (IS0/IEC 11578:1996 K TR ITU-T RecX. 667 |

ISO/IEC 9834-8:2005 i &> TEZHE X 5 UUID)
. EEFT—ZOMEST GBI, B, HIRE)
o BEWTHIRA S ORAIT |
e Ty AR

T — X SRAT R
7 7 A NVNEDH
EEEBRG BIRUIAS L, BHTAHEETT BB ENT
WA mb| 7+ NEER—ZNYA M ETREL, PMDAICEET S, B—F
YA b EDBERRBEIC OV TIBIRR T,

7. AR $%ﬁ&0ﬁﬁﬁ$%ﬁiDmkiﬁmkaﬁﬁ%wﬁmé”’ﬁﬁrm
HIEET T — 2R M
ARHFE L D ANCEER 2R RONMA TN S R E (CERTEEEE
HIEERT G H . HIV BRPEIRRIRS) o, FHEEHHE X0 alicREIRESERR
BRAR O RHE (I I SCERETHN, ARBEMMBROBELRS) 1MTbh
HEBEIZOVWT, %E%&%%ﬁ%@&ﬁ%ﬁﬁﬁﬁk$ EEFT —F iRH
TAH5GEIE, HEETT— 4% (3. ARHBHOBHBEFT—FE0RHEICD
W D [3.6~3.6] ODIETHRET I FECE L TEFMCERTSS, 181
HEETT — 2 ERHOBEARANRIENL] . B 13.4 BEETFTF—FED 774
NYPAL X iE, UTFoEE L35,
7.1 HFEETFT—FERHOERN TN
HEEL TETLHHEIE, HEETT — Y IRHBESRERSELZERTAE L b,

A U CHRBERIBEHEIOFEAERIC T, FEEFT — 4 OREAFEIC
DUV PMDA IZHEREITO T &, BB, FRTHERDEMICH > Tix, RER
FERBHRFICERBTEOREETT — & ONEE [ISI{TE AN E IR ER
HEREHEENT S HEIE, EARERREESOEHEMSIZ VT (F
FR 24 4E 3 A 2 AFHT MR 0302070 BASTITEOE A E XK G ERESRA
BHEEEREBN) O 8 TMEET T — X IBINHEIARERER 28V
TELH, #BHTZZ L, |

D%, RBRERORETEHO 5 BEEI» ORBEREN A E oI
VEREFT 7 AN (HEETT %) pEGHAICIVERTRZ L,
1.2 HEBBTT—FEDT7 AN AKX

T—2%y NSHDT 7 A M DOWTIE eCTD BETZ U eCTD BRI 41T
EDDPIF DRERKRT 7 ANYAREBLIRNZ L, T—FEy MIOWTH,

12DT7 7 ANYA RBE XA A EDFEEIE, FRiIZ PMDA IZFAHERS
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HEEETT — Y DRHEZROIMBHEED S b, AT HE ﬁﬁéﬂmmfb
HCID THBZ & ZRODTHRNEDIZONWT, Yi%E B OREHBIRMEE %
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Bl 2

BAFENE Eh 5 RS b 2 B0

CDISC Notes (for domains)

Domain |Variable . s
Prefix Name Variable Label Type Description (for General Classes) —
. v Reason not done. Used in conjunction with --STAT
335 ol .
3@ REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
358 --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 COVALI!-|Req
' COVALn.
_ v 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 Descnptlon o.f _ Char Description of \fV}.lat happened to the subject during Perm
Unplanned Visit an unplanned visit. :
Reported Name of . - PR
CM CMTRT Drug, Med, or Chiar V_e.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|,
S gl Name ¥ |[Cher CMMODIFY will contain the modified text. perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION. -
EX EXAD] Ree.lson for Dose Char De:scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT AT MRS Char |Substance name. Examples: Cigarettes, Coffee. |Req
Substance ~
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 consurn.ptlon amount.s‘ or a range of] Perm
Consumption Text |~ [consumption information collected in text form.
AE AETERM Eepoiepermfor Char |Verbatim name of the event. Req
the Adverse Event
: Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY . 1p ' Char |\ EMODIFY will contain the modified text. i
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |study tréatment. Usually reported as free text.Perm
E 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 Verbz‘: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

The DVTERM values will map to the controlled

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 abriormal findings. If the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on a
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

(% : SDTM Ver.1.2, SDTM IG Ver3.1.2 LI, BB#iIT—HEH5)
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#l1) BABOEMITHAZELERETEOEERNT D56

AE FAAL Y (EEFT—FEY )

o BARBEBCT—AWE LT F X PEBIZOWTIREFEXFF! ( TTAPANESE
TEXTINSOURCE DATABASEJ ) %%ﬂh@“é (AETERM a‘%%: A A5 'CHSZ%)

ETERM. | JAESTDIC [AEEND
1 |aBc123 |AE 123101 |1 éfggg‘gg A?%ﬁs?f 2005-10-12  [2005-10-12 | - Headache
I o O e e e R Back pain
3 |aBc123 |AE 123100 |3 R ions (2005-1021 il

5 i JAEAGNS. & E I i o i |
1 (cont)|Nervous system disorders NOT APPLICAB LE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders . |IMODERATE |Y DOSE REDUCED PROBABLY NOT RELATED

AL T [AESCE . ;guM%MMmmamm@mw“
RECOVERED/ % Iy
RESOLVED
RECOVERED/ 1 1
RESOLVED .

RECOVERING v ' 9 AFTER

3 (cont)| RESOLVING | -

1 (cont)

2 (cont)

AE RAA Y (BEFBET—FEY M)
- Eﬁaff%5ﬂﬁbt7%beELowfﬁ Exa%%wii%%fé

1 ABC123 AE 123101 1 B 2005 10 12 2005- 10 12 Headache

e 2005-10- 2005-10- - .
2 ABC123 |AE 123101 2 T 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 3 Vit 2005-10-21 Pulmonary embolism
Row |AEBODSYS' . = JAESEV. _ |AESER |ARACN [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 VESDTH. |A (5SE /
1 (cont) -1
RECOVERED/
2 (cont) RESOLVED 1 1 |
3 (cont) ﬁ%%{S%G Y Y 9 AFTER

Bi2) BEXOBAERERTIZEAEETHY, FHTHEE XTI EHAEIC RG]
THENERD DA

QS KAA YV (9@5(*’“—5*13“/ K)

Row |STUDY DOMAINT |USUBJIDT = *FQ_SS QL= STCD. == s )
1 ABCI123 QS 123101 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO1
2 ABC123 QS 123101 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABCI123 QS 123101 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3

[

QS AL (AAFF—5%y 1)

Row [STUDYID' " [USUBIIDL .~ [QSSEQL. " [QSTESTCD |QSTEST R
1 |ABCI23 |Qs 123101 1 QSTEST! ﬁ;}ﬁﬁ@éﬁﬁiﬁav
2 |ABCI23 _|QS 123101 2 QSTEST2 | -£5 ZABHETEET D2

3

3 |ABCI23 |QS 123101 QSTEST3 F A L CHFERTT D ?
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Dataset: : XXXXX ( IXXXXX] 137 —# kv L&)

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 it 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 I

X1 BRA A RRT B L,
X2 BEOBARRERT I L,

I
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No.  Program file name *!

Description *?

1 . XXXXXX

CERY 7 FuxeT 2 OO Ver.®

HERBER - - IRV,
ERARDOEES

37&Ff/F77Xw%Mﬁfé7ﬁw&%TﬁwﬁT%ﬁ¢é

CXXXXX <- "N
s DT BT ANERETD 77&”?’2??3@1?‘6‘#5?&“’9‘60
XXXXX<- "I A"

s FROITETT 0T T L EHFEITT B,

exportData(XXXXX)
EELET #AY (o) | CHAENT CSV 770 ( Doxxx) ) 1%
LT, ¥YIab=varfim-. - « 7740 (xxxxx) BFETT D,
TRy b7 74N (xxxx) &, ETHELEZ+AF (xxxxx) |
BRAFET %o _
c FROAHL TSI ADETEERL. B#ELETY Ny b7 74

MV XXXXX) % @I HRITT Do
xxxxx <- importData(XXXXX)

HEHY 7 =T 1 OO Ver.@®
HERERN: « - B WE,
RO ES

X1:7ar 707 7 ANARERETH L,
¥2: /n s A0H ERY7 My =7, FREKN, FRAROEERS) 2RETIZ L,



