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ARk 2

HARENE ENSAREND SRR O

Domain

Variable

CDISC Notes (for domains)

Term

The DVTERM values will map to the controlled
terminology in  DVDECOD,
TREATMENT DEVIATION.

such as

Prefix Name Variable Label Type Description (for General Classes) - Core
Sl |-REASND  [Reason NotDone [Char |Roason ot done. Used in conjunction with - STAT
Relationship to An opinion as to whether the event may have been
2 ;| --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
CcO COVAL Comment Char |can be added to additional columns COVALI-Req
COVALn.
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 Description qf ' Char Description of le}at happened to the subject during Peﬁn
Unplanned Visit an unplanned visit.
M CMTRT giﬁ)gjt&idN’d:;e of Char Vf%rbatiln medication name that is either pre- Req
- printed or collected on a CRFE.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name i Char CMMODIFY will contain the modified texf Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, | Perm
HYPERTENSION.
EX EXAD] Regson for Dose Char Dc?scribes reason or explanation of Why a dose is Perm
Adjustment adjusted.
SU SUTRT gep orted Name of Char |Substance name. Examples: Cigarettes, Coffee. |Req
ubstance
Sy SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance'Use Char Substancei 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 oy Char | \ EMODIFY will contain the modified text. | oo™
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 Verbatim or preprinted CRF t for the medical
MH MHTERM the Medical Char |’ oroatm or preprinted LARE term for the medical p . o
B condition or event.
History
Verbatim name of the protocol deviation
A criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req




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 a|lExp
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 Req

finding. The value in QSTEST cannot be longer

than 40 characters. :

(5% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LA, El3—Eng)




AR 3
EIZIg — 5 WIS HEDOHI

#l1) BAEOEMEHRABEZERETZOEERMNT H5E
AE RAA 2 @EEFETF—FtEv )
o HABTTF—YNELAETFAPMEBIZDWTIEREGEXFY] ( [JAPANESE

TEXT IN SOURCE DATABASE| %) %1‘%1’1’%’3‘6 (AETERM %%‘r BZI"""‘“@HX%) .
Row |STUDYID |DOMAIN: [USUBJID/ABSEQ [AETERM TDTC  |AEENDIC EDECO!

JAPANESE TEXT IN
1 |ABCI23 |AE 123101 |1 e AT oy [2005-10-12 |2005-10-12 Headache
) JAPANESE TEXT IN|2005-10-  |2005-10- )
2 |ABCIZ3 |AE 123101 12 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
- - JAPANESE TEXT IN| Pulmonary
3 |ABCI23 AE 1231003 SOURCE DATABASE |200>710-21 embolism

Nervous sysreiﬁ disorders ‘ ERE NOT APPLICABLE |DEFINITELY NOT RELATED

; Zgﬁg Musculoskeletal and connective tissue disorders MODERATE [N DOSE REDUCED PROBABLY RELATED

3 (cont) Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row Bl GIALSDISAB|AESDTH |AESHOSP [AESLIFE |AESMIE [AESTDY|AEENDY. [AEENRE
o SECOVEED Ch

3 (cont) %%%{b’f&c’ Y Y s AFTER

AE RA1 Y (HAFET— 5ﬁyb)
« HAEETT— &W%th#Xb ﬁLDme Eﬁ:

Row |STUDYID IDOMAIN |USUBJID [AESEQ [AE ) AEENDICG |[AEMODIEY |AEDECO
1 ABC123 |AE 123101 1 ﬁu}ﬁ? 7005 10-12 2005-10-12 Headache
i 2005-10- 2005-10- .
~ AF | HER
2 ABC123  |AE 123101 2 gt 13T13:05 13719:00 Back pain
3 |ABCI23 |AE 123101 |3 FrgEL: - 12005-10-21 ~ : Pulmonary embolism

NOT APPLICABLE DEFINITFLY NOT RF[ ATFD

1 (cont)|Nervous system dlsordm ~ SEVERE 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

RECOVERED/
RESOLVED
RECOVERED/
RESOLVED
RECOVERING
/RESOLVING

1 (cont) -1 -1

2 (cont)

3 (cont) Y Y 9 AFTER

B2 FXOOATEIRT 5T SARITH D, HHT 5 RALFI LI
TBBEND 5
QS KA1 > G5y 1)

QSTEST] JAPANESE TEXT IN SOURCE DATABASFO]

1 |ABCI23 QS 123101 1

2 |ABCI123 |QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 |aBC123 |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3
QS RAA > (Elztx Ty )

Row [STUDYID ] | j UBJID  |OSSEQ = [QSTESICD |OSTEST

I |aBCi23 |QS 123101 ] QSTESTI H ,J\ Tﬁjﬁa‘ﬂﬁi‘?‘/&l >

2 ABCI23 |QS 123101 2 QSTEST2 S EANNTZITEET D ?

3 |ABC123 |QS 123101 3 QSTEST3 _:7 AR L THFEETIN?




yilhsiges
&%) 75ty hERE

Dataset: : XXXXX ( IXXXXX] 5 —%+t v 14

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 bv 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 BRAETRT 5
X2 BROBBEEMT B &,



(B%) TulS L FEE

No.  Program file name ™! Description *?
RV 7RkoxT 0 OO Ver.@
ERBR . « - ITHWE,
@mﬁ@mmﬁ
TORNTY RT7ANEHATE T+ NI ETROTTHET .
XXxxx <- "IN A"
e DTF—H T AINERETDZ 7 INYETFHROITTHEET D,
xxxox<- "IN A G
1 XXXXXX CFREOTETTOS S LEETT D, '
exportData(XXXXX)
HRELETANVY Gooxx) WWHAEINZ CSV 77100 ( Ixxxx) ) 125
LT YIalb—yaAD: » » 771 (exxxx) BEITT 5,
TR TR TP (xxxx) B, ETHELETS LY (xxxxx)
RET 5,
-Fﬂ@ﬁ@b7D77A@¥ﬁ§m%b BELETI N Ty hT 7o
Jboxxxxx) B AT S, '
xxxxx <- importData(XXXXX)
fERY 7 ]\'717 OO Ver. @
ERER IR W,
X XXXXXX {ﬁf-ﬁﬂf@% B

X1: 7Oy sh7 A NVAERRTH I &,

%2 7°1:17‘,—7A0>

A ERY 7oy, SAEN. fAROEERSE) 2REKTLIL.



