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BIAE 2

AAGENRE N5 MR b 5 EZ D H

Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label‘ Type Description (for General Classes)
. Reason not done. Used in conjunction with --STAT
38 _—
e ] REASND Reason Not Done |Char when value is NOT DONE.
Relationship to |An opinion as to whether the event may have been
b= i - |--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.
The text of the comment. Text over 200 characters
CcoO COVAL Comment Char [can be added to addltional columns COVALI1-
COVALn.
_ Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char jthis unplanned Element. Used only if ETCD has
Element the value of “UNPLA
VUP Description of Description of what happened to the subj jBCt during
SV S DES Unplanned Visit Char an unplanned visit.
Reported Name of e e
oM CMTRT Drug, Med, or Chiar Ve_rbatim medication name that is either pre-
printed or collected on a CREF.
Therapy .
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char CMMODIFY will contain the modified text.
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA,
: ' HYPERTENSION. ‘
EX EXADJ Rea}son for Dose Char De.scrlbes reason or explanation of why a dose is
Adjustment adjusted.
SU SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee.
Substance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is
= Substance Name placed here.
Sy SUDOSTXT Substance.Use Char Substance use consumption amounts or a range of]
Consumption Text | |consumption information collected in text form.
AE AETERM Reported Term for Char [Verbatim name of the event.
. the Adverse Event :
Modified Reported If AETERM is modified to facilitate coding, then
AB AEMODIFY . g ‘ Char AEMODIFY will contain the modified text.
Describes other actions taken as a result of the
Other Action gvent that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.
: 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
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UPR.”
Reported Term for . . .
MH METERM the Medical Char Verbe}tllm or preprinted CRF term for the medical
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED.

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 alExp
oo 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

finding. The value in QSTEST cannot be longer

than 40 characters.

Req -

(2% . SDTM Ver.1.2. SDTM IG Ver.3.1.2 L,

M, FERUT—FIENE)




BURE 3
F ARFET — Z Wl 7 O Bl

Fl1) RABOEMITHEABLERETEOEERNTLE
AE RRAA v (FEgEs—FtEy ) .
. HABTT— S LT F A MEB WS CFES] ( [TAPANESE
HmesmmaﬂmnmmmJ%)%%%?ﬁ MEmmw%%Bxﬁfm%)
< _ e G . e

1 SOURCE DATABASE 2005-10-12  :2005-10-12 ‘ Headache
JAPANESE TEXT IN.2005-10-  |2003-10- —
2 |ABCI2Z3 |AB 123101 12 [GO{RCE DATABASE [13T13:05  [13T19:00 Back pain
- JAPANESE TEXT IN| ‘ Pulmonary
3 |ABCIZ3  |AE 123101 3 SOURCE DATABASE |2003-10-21 embolism

Nervous system Torders SEVERE T APLLICADLE [DEFINITELY NOT RELATED

1 (cont) N
2 (cont)|Musculoskeletal and connective tissue disorders|MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders MODERATE {Y DOSE REDUCED  |[PROBABLY NOT RELATED

SrcovERED |
RESOLVED
RECOVERED . )
RESOLVED :

RECOVERING
/RESOLVING Y ¥ 9 AFTER

1 {cont)

2 (cont)

3 (cont)

AR FAA v (BAZET— ﬁfyb)
. Eﬁ ﬁfﬁﬁ

Row (SEUDYID. AN BT Abis | E[A] E‘T B 5 ) BDECE)
I ABCI23 |AE 123101 1 ﬁﬁﬁ 2005- 10—12 20[}5 10-12 Headache
2005-10- 2005-10-"" .
ez
2 |ABCI123 jAE 123101 |2 it 13T13:05 13T19:00 Back pain
ABC123  [AE 123101 3 AR 2005-10-21 Pulmonary embolism

‘[Row [REBODSYS S - L EREL - = |
1 (cont)|Wervous system disorders . 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

L3 a
1 {cent)
RECOVERELY/ ‘
2 (cont)| RESOLVED | . | ! !
RECOVERING .
3 (cont) /RESOLVING Y Y 9 ‘ - IAFTER

ﬁu)ﬁiwﬁﬁa%%ﬁfé &ﬁﬁ%ﬁ%@ R 5%
TAHLEND LS
QSP%%/(%ﬁ%im§t/})

FH AR

:I:rllll

QSTESTI JAPANESE TEXT IN SOURCE DATABASEOl V

1 |ABC123

2 [ABCI123  [QS 123101 2 QSTESTZ2 JTAPANESE TEXT IN SOURCE DATABASE(2
3 |ABCI23 QS 123101 3 QSTEST3 TAPANESE TEXT IN SOURCE DATABASE03
QS }*‘7‘/{/ (Elzlimwﬂﬂé7 v 1)

1 QS QSTESTI B CHE B EF 5P

2 |ABCI23 [QS 123101 2 QSTEST2 S EFANHITEESH?

3 JABCI23  {QS 123101 3 QSTEST3 SO L CEERTT P
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Dataset; : XXXXX ( [XXXXX| 1T7—F ¥ v )

(BE) 7—#ty VERE

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
6 MT 5 — 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

1 : A R AT L,
X2 BEOBHRRERE TS L,



allyiidst

(8%8) FnrT7 LhFREE

No.  Program file name *!

Description *?

1 XXX

HFRYZbbox27 : OO0 Ver. @
M= L IR (Y : LAY o
ERFOREN

CFYU NSy NI ANERATET AN B TROMTTHET 5.

CXXKXX <- "/\EZ$"
DT BT A NGRS BT A VS B TROTCRET 5.
XXXXX<-; u;{zgu
s FROTECI T T LEETT D,
' exportData( XX XXX)

_'%ﬁbk?#WﬁfmmdK&ﬁéhkﬁW7?4W(fmmj)Kﬁ

LT, VIab=arvfn-. -« 774 (oxxxx) ZETT D,
T YR Fy R 7 AN Goxxx) . ETHELEZ AV (xxxx) 12
cTFROFNLTIRSTFTADEFEZBEL, RELET U Ny R 77 A
Jb Xxxx%) & FeAH AT D,

xxxxx < importData(XXXXX)

X XXXXXX

FERYZ7 =7 OQ Ver.@®
HAER : « + - ITHAWE,
FEREOERR

Wl Il SA7rANAETRBTLIZ L,
¥2: 7w F3AOBE FERAY 7 T, EHAER, EAEOEERS) RREHTLIL,



