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CDISC Notes (for domains)

Term

The DVTERM values will map to the controlled

terminology in DVDECOD, such  as

TREATMENT DEVIATION.

Domain |Variable .
Prefix Nane Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
b sl -
2] REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
b ] --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 O.f ‘ Char Description of what happened to the subject during Perm
Unplanned Visit an unplanned visit,
Reported Name of . S L
cM CMTRT Drug, Med, or Char Vgrbatun medication name that is either pre- Req
printed or collected on a CRF.
Therapy :
Modified Reported ~|If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char 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] Regson for Dose Char De.scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee. |Req
Substance
U SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance'Use Char Substancg 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 Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
. event that are unrelated to dose adjustments of]
. Other Action -
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 o .
MH MUTERM the Medical Char Verba'l’F}m 01‘ 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




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 aExp
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.

(3% : SDTM Ver.1 2. SDTMIG Ver3.1.2 D\, sedli—malg)

o~




B 3

#l 1) HAEOERZEAGEE

HAET—

AE F‘><4‘/ (FHEFET—Fty M)

5 &G 5 D
ERRETEOEEEMT GG

. e 2 — : - Sp ;"
© HABTT—FPRELZTFAPHBIZDWTIEHEE XSS ( TJAPANESE
TEXT IN SOURCE DATABASE] %) %49 % (AETERM %% HAETINE) .
Row {STUDYID {DOMAIN (USUBJID |AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
N JAPANESE TEXT IN| a(n< 5 N
1 ABCI123 AE 123101 1 SOURCE DATABASE 2005-10-12 ’ 2005-10-12 Headache
JAPANESE TEXT IN ” . < i .
2 ABCI123 |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05  |2005-10-13T19:00 Back pain
R JAPANESE TEXT IN| - Pulmonary
- 2 2003-10-
3 ABC123 AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
. TR ; DEFINITELY NOT
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE RELATED
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED _ |[PROBABLY RELATED
- ] : ] PR AT i |PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT AESCONG {AESDISAB |AESDTH |AESHOSP|AESLIFE |AESMIE |[AESTDY |AEENDY [AEENRF
1 (cont) |RECOVERED/RESOLVED -1 -1
2 {cont) |RECOVERED/RESOLVED 1 1
o o] IC/RE JIN
3 (cont) gLCOVLRII\G/RLSOL\ IN v v 9 AFTER
ERAAY (HAET—FEy b)
N Ayl o =k S ZE 2
- HARETT—AWRELEZTFAMEHIZOWTIE, HABEZOEERMNT 5,
Row |STUDYID | DOMAIN |USUBJID |AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
1 ABC123 |AE 123101 1 i 2005-10-12 2005-10-12 Headache
2 ABCI123 |AE 123101 |2 R 2005-10-13T13:05 |2005-10-13T19:00 Back pain
g i Pulmonary
2 F -10-2
3 ABCI23 |AE 123101 |3 iR 2005-10-21 embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
o o . ~r 1z |]DEFINITELY NOT
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE RELATED
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED [PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE Y DOSE REDUCED | ROBABLY NOT
) ) ” ’ ” RELATED
Row AEQUT AESCONG [AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY|AEENDY |AEENRF
1 (cont) |RECOVERED/RESOLVED -1 -1
2 (cont) [RECOVERED/RESOLVED 1 1
3 (cont) éEC OVERING/RESOLVIN v v 9 AFTER
= =S rtos _,
Bl2) FEXOHAEZERITLZENKRETHD. fﬁﬁﬁ@‘ KuleY?‘ﬁlj%@* BAZ XA
T ORENDDEE
e
QS RAT Y GEFET—Fty )
Row [STUDYID DOMAIN USUBJID QSSEQ QSTESTCD  |QSTEST
1 ABC123 Qs 123101 1 QSTEST] JAPANESE TEXT IN SOURCE DATABASE(1
2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ3
QS RALY (HEHET—FtEv )
Row |STUDYID DOMAIN USUBJID QSSEQ QSTESTCD |[QSTEST
] ABC123 Qs 123101 1 QSTESTI H/f THIFERFETH ?
2 ABC123 Qs 123101 2 QSTEST2 FAPUEITEET N ?
3 ABC123 Qs 123101 3 QSTEST3 52 T/M,\ ELTHFRTIN?




A 4

(BE) Tty hNERE

Dataset: : XXXXX ( TXXXXX] ldZF—F v h)

No. Variable X!

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 CMT 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 .

X1 B ETRTDHE,
X2 AROBHEERRT A&,
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No.  Program file name ™!

Description *2

1 XXXXXX

R 77 OO Ver. @

HRER: « - IRV,

ERBEOEEN

cTORNTY T 7 ANERNITHTI NI ETFROITTHET 5.

L ORXXXX <-"INAG"

DT I T AINERET LT AN 2 FROTTHET 5,
XXXXx<- "JNAH"
s FROTETT O I LEETT S,
exportData(XXXXX)
AEELE T4V Gxxxx) WCHAEN/ZCSV I 7ML ( Txxxx) ) Ikt
LT, 3ab—=2a Hb . « « 7J71)b (xxxxxx) ZETT 5,
s TORTY RNT 714 (xxxx) &, ETHELET7 VY Goxxx) 12
wRET D,
s FEOFTNE IO IADOETEZHBL, RELAET YN Ty b T 71
b xxxxx) EFEH AT S,
xxxxx <- importData(XXXXX)

X XXXXXX

HERY 727 OO Ver. @
HRER: - - < THW=,

X1: Ty o L7 7 A NAEL#RT D&,
X2 T0s 5 ADHH RV 7 hox7. HEHBER. WRARFOBEAS) 2T HI &,



