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

such as

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
et --REASND Reason Not Done {Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
HE --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 additlonal 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”,
lsv SVUPDES Description o‘f ' Char Description of what happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT %iﬁ;@i{iﬁ?e of Char Ve‘rbatun medication name that is either pre- Req
. Thera printed or collected on a CRE.
Py .
' Modified Reported . |If CMTRT is modified to facilitate coding, then
€M |CMMODIEY |\ome Char | CMMODIFY will contain the modified text. |/ o™
Denotes why a medication was taken or
CM CMINDC Indication- Char jadministered. Examples: NAUSEA,|Perm
' HYPERTENSION.
EX EXAD] Rez_ison for Dose Char D§scribes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee. |Reg
. Substance
SU SUMODIEY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
sy SUDOSTXT Substance'USe . |Char Substance_ use consum:ption amounts ora range of] Perm
Consumption Text consumpticn information collected in text form.
AE AETERM  |Repotted Temm for |y o\ 4 atim name of the event. Regq
the Adverse Event :
Modified Reported I AETERM is modified to facilitate coding, then
AE AEMODIFY |p ™ ™ Char o\ fODIFY will contain the modified text. . [P
Describes other actions taken as a result of the
- |Other Action } event that are unrelated to dose adjustments of]
AE AEACNQTH 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 termineclogy in DSDECOD, such as
, : “LOST TO FOLLOW-UPR.»
Reported Term for | Verbati ted CRF f h dical
MH MHETERM the Medical Char | Verbatim or preprin erm for the medica Req
) condition or event.
History
Verbatim name of the protocol deviation
‘ criterion. Example: 1VRS PROCESS
DV DVTERM gzor;?_col Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req




CDISC Notes (for domains)

Domain [Variable .

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.

(2% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LIFR, ER#kid—ER&m0R)
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HAFET— & WA RO H

Fl 1) BEFEOENMRBHAEZERETZOEIERNTIEES

AE RAA Y @HEFTF—FEy ) ‘ -

 AARBETTF-IWRELAETFZAPEBIRDWTIEEEXFES ( T[JAPANESE.
ﬂﬂTNﬁmmmmwmm%J#)&%mﬁé(MﬂmM$éE$ﬁfm$)

Row [STUDYID! [DOMAIN: [USEBJIBIAESEQ [AETERN AESTDIC: & |AEMODIEY: s JAEDECODS
JAPANESE TEXT IN
1 |ABCl23 |AE 123101 |1 SOURCE DATABASE |2005-10-12 [2005-10-12 Headache
: JAPANESE TEXT IN|2005-10- 2005-10- ;
2 |ABCI23 |AE 123101 2 SCURCE DATABASE |13T13:05°  [13T19:00 Back pain
_ JAPANESE TEXT IN|.. Pulmonary

3 |aBCi23  [AE 123100 {3 SOURCE DATARASE |2005-10-21 embolism
Row R BODSY HE AESEV: S i4 |AEACNY e
1 (cont)|Nervous system disorders SEVERE [N NOT APPLICABLE IDEFINITELY NOT RELATED
2 (cont}{ Musculoskeletal and connective tissue disorders| MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)| Vascular disorders _[MODERATE |¥ DOSE REDUCED __ |[PROBABLY NOT RELATED
Row ; JAESCONG|AESDISAB{AESDTH:: |AESHOSP. [AESLIFE: [AESMIE [AESTDY[AEENDYE: [AEENRE

RECOVERED/ : . .
1 (cont)| pEgo1 VED ' : [ -1

RECOVERED/
2 (cont) R ESOLVED : ! !
3 (canp){ o OVERTIG Y - Y 9 AFTER

AE RAA1 Y (HEHET—F vy )

+ BABECTT-SWELETFAPEHBIDWTH, HAAFHRELDEERMT S

Row [STUDYID. |DOMAIN:[USUBJID:IATSEQ: [AETERM: [AESTDTE = _ JAEMODIEY [AEDECOD
1- |ABC123 |AE 12311 I T 2005-10-12 2005-10-12 Headache
. 2005-10- 2005-10- "
e

2 ABCI123 |AE 123101 2 iyt 13T13:05 13T19:00 Back pain
3 ABCI123 |AE 12311 |3 SraEfR 2003-10-21 Pulmonary embolism
Row _[AEBODSYS HAESERS JAEAGN:%: 'AERE
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE [DEFINITELY NOT RFLATED
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 L NGAESDISAE [AESDTH | ARSHOSE (AESLIFEY JAESMIE |AESTDY [AEEND Y- [AEENRE. -]
1 (cont) RECOVERED/ 1 4

RESOLVED . .

RECOVERERY
5 ‘
2 (con) RESOLVED ! 1

RECOVERING .
3 (cont) /RESOLVING Y Y 9 AFTER

#l2) BXOHRFEZIGRT 5 ENHETHD, ﬁmﬁé HERE XCFEF M EIZ KB
T 5BENRDDHE
QSF%%‘(%&??—ﬁtyb)

Row |STUDYED: | DOMAIN:
1 |ABCI23 |QS
2 ABCI123 Qs
3 [ABCIZ3 |QS

QS RAA 2 (AERET—F v M)
ow [STUDYID [DOMAIN: = JUSUBJID |QSTESTED;:: [QSTEST::
ABCI23  lQs 123101 QSTESTI1 B3 THlERtEFvHh 7
ABCI123  [QS 123101 2 QSTEST2 EIEAMFIITERETH ?
ABCI23 QS 123101 3 QSTEST3 SPABBEELTOFERTTH?

QSTESTCD, [OSTESTE.
QSTESTI __ |JAPANESE TEXT IN SOURCE DATABASED]
QSTEST2 __ |JAPANESE TEXT IN SOURCE DATABASE(2
QSTEST3 __ |JAPANESE TEXT IN SOGRCE DATABASEQ3

WS [ — |
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Dataset; : XXXXX ( IXXxXXX] 137 —Ftv h)

No. Variable #!

Description #2

1

D 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
I = Other (missing or invalid value, dosing event, start of urine sampling)
X XXXX SR

X1 BERAZERTDH &,
K2 BROBRERLRTD &, :



(BE) Jnls AFIEH

No.  Program file name *! Description *2

RV 7227 OO Ver.@®

ERAM: - - <N,

fEFRRFOBEE S : ‘

cFOR T I ANERATE I3 NS ETROTTHEET S,
™ xxxxx <- "NAH" .

v DT T ANERET A I 4 VY R FROGTIEET B,

| XKL~ u]\“z%u
1 XXXXXX cFREOTETIOS S L2ETT 5,
‘ ‘exportData(XXXXX) . .

HELETAINF (o) WHAZINECSV 77100 ( Toxxx) ) 123
LT ¥Z2ab—Ya AR « » 771 Gooxxx) 2ETTH,
TR Y R T 1I (xxxx) 2. ETHELEZ 741 Goxxx) I
RET S, i
s FREOTFMSTIOTSAOERTEEMEL, BELETI N vy T 7o
W xxxxx) BEAH AT B,

xxxxx <- importData(XXXXX)

FHY 72T 0 OO Ver. @ -
HHEM: - - - ICAWE.
X XXKXXX HHEBORES

X1 Tl h7r A VAEERTHZ &,
X2 FOaUSLAOHM EHY I YT, EREN. EAROBERS) ERRTIIL.



