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A 2

HAENS ENDWENSH 2RKOH

Term

The DVTERM values will map to the controlled

terminology  in  DVDECOD, such  as

Domain  {Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name ! ” pe Description {for General Classes)
- : . - [Reason not done. Used in conjunction with --STAT
835 . ] Ty P
BERTE REASND Reason Not Done  {Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
il -~-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 ican be added to additional colummns COVALI-Req
COVALn, _
Description of Description of what happened to the subject during
S5E SEUPDES Unplanned Char (this unplanned Elemeni. Used only if ETCD has|Perm
Element the value of “UNPLAN".
Qv SVUPDES Description o'f ' Char Description of wlmt happened to the subject during Perm
Unplanned Visit ~_an unplanned visit.
Reported Name of " . I .
M CMTRT Drug, Med, or Char Ve-rbahm medzcation name that is either pre-) Req
e printed or collected on a CRF.
Therapy
" Modified Reported | ., [If CMTRT is modified to facilitate coding, thenj,,
€M [CMMODIEY  me Char | MMODIFY will contain the modified text, | o™
Denotes why a medication wasg taken or
M CMINDC Indication Char |administered. Examples: NAUSEA, Perm
HYPERTENSION.
EX EXAD] Rez‘ison.. er Dose Char De.scr}bes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Repofced Name of Char |Substance name. Examples: Cigarettes, Coffee. |Reg
Substance N
SU SUMODIFY Modified | Char If SUTR"It is modified, then the modified text is Perm
___Substance Name placed here.
SU SUDOSTXT Sﬁubstan(.:e'Use |Char Substancq use cgnsu;gpt;on amoynt_s qr a range of] Perm
_ Consumption Text consumption information collected in text form.
N Reported Term for g e o
AE AETERM the Adverse Event Char |Verbatim name of the event. Reqg
. . 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
Other Action event that are unrelated to dose adjustments of]
AE AFACNOTH ']'a'ken‘ Char study freatment. 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 i e e o e A
MH MHTERM the Medical - Char \Lrbfu}m or preprinted CRF term for the medical Reg
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: VRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

TREATMENT DEVIATION.




Domain  |Variable Variable Label Tvpe |CDISC Notes (for domains) Core
Prefix Name artabie La P Description (for General Classes) o
Text description of any abnormal findings. I the
examination was completed and there were no
Verbatim abnormal findings, the value should be NORMAL.
PE PEQRRES Examination Char |If the examination was not performed on alExp
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. SDTMIG Ver3.1.2 PAKE, fldRid—aEng)




AL 3

# 1) HAEOEMEENHEERRETEOEERNT LG

AE RAA 2 (EFETF—Fo M)

- HABTTF—ARELETF A MHEIZ D WTHEHEE LTS ( TTAPANESE
TEXT IN SOURCE DATABASE] %) ZR#T 5 (AETERM 55 % A TIUE)

Row [STLDVID [DOMAIN. [USUBJID|ALSEQIALTERM:, AESTDIEL . [ALENDIC, JAEMODIEY. (JAEDECOD
| laBCi23 A 123101 |1 JAPANESE TEXT INyoos 1010 |a00s.10-12 Headache
ABLELS AR - SOURCE DATABASE |70 > cadache
o - TAPANESE TEXT IN|2005-10- 2005-10- -
2 |ABCHZS AR 123100 2 SOURCE DATABASE |13713:05  [13T19:00 Back pain
. . JAPANESE TEXT IN| Pulmonary
1 |ABC123  |AE 123101 3 SOURCE PATABASE 2005-10-21 piriie
Row  AEBODSYS . = YTARSEV. . ARSERIAEAEN TTREREL
1 {conf} Nervous system disorders SEVE N NOT APPLICAR XEFINITEL Y\iOF Rl~ A'lH)

DOSE REDUCED
DOSE REDUCED

2 (cont}Musculoskeletal and connective tissue disorders MODERATE IN
3 {cont) Vascular disorders MODERATE Y

PROBABLY RELATED
PROBABLY NOT RELATED

Row |AEOLT . - JAESCONGIAESDISAD|AESDTH AE TAESUIFE: | AESMIE [ARSTDY AEENDY. [AEENRE =
| (cont RECOVERED! B B
RESOLVED
RECOVERED/

2 (et R ESOLVED ‘ !

T IRECOVERING - s

3 {com) RESOLVING Y Y 9 AFTER
AE F‘ A (HAFETF—5 Ly b

* /i\u“w(’_““ &Juﬁx%bf:,ﬁ_#x %\;B.[E;c:jb)‘qu)j:\ {]ﬁi l%%@sﬁi*%@j%o
Row S_I‘UD.YID DOMAIN [USUBHD JAESEQIAETERM IAESTDTC ABENDEC D IAEMODIEY IAEBECOD:

1 ABCI23  AE 123161 H frot 12005-10-12 2005-1G-12 Headache

, ] I 2005-19- 2005-10- -

2 |ABCI23  [AE 123161 |2 it  lisTizos 13T19:00 Back pain

3 ABCI23 |AE 123101 3 FFEELR 2003.10-21 Pulmonary embolism
Row (AEBODSYS '::- TAEACN: S IAERELY : i
1 {feont)iNervous s\bie,m dmorders N NOT APPLiC A\i?»l i IDEFINIT) LI Y NO[ RPLAH—D
2 {cont)iMusculoskeletal and connective tissue disorders MODI:RA TE N DOSE REDUCED PROBABLY RELATED

3 (cont)| Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row - 3 ALSCONGIAESDISAR TAESHTH JAESHOSP [AESLIFE AESMIE AESTDYIARENDY  AEENRE
1 (cont) RECOVERED/ __2 |

COM RESOLVED i
 |RECOVERED/
2 (oont)l g ESOLVED ! !
JRECOVERING o,
3 (cont} RESOLVING Y Y 9 AFTER
Tl 7 ACEE A RN = b B b h T Y e
Bl2) BEXOHAREEZRRNTLZENRETH D, EAT D 0HECTH 2 H LK)
TEBENEDEG
) ~ I

QS RAAT > (ﬁi%’(ff‘:r ?tu})

Row 1STUDY IR DOMAIN & USUBIID CUOSSEQ L HORTESTCD HOSTEST: D L L :
i ABC123 QS 123101 | QSTESTI HJAPANE SF TT.XT N QOIJR(‘I- DATABASEOY
2 ABC123 Q5 123101 2 QSTESTZ JAPANESL EXT IN SOURCE DATABASED?
13 ABCI123 Q5 123108 3 QSTEST3 JAPANESE TEXT iIN SOURCE DATABASEQ3
Row |STUBRYID: IDOMAR SSUBID GOSSEQS T IOSTESTCD JOSTEST B

1 ABCI23 (08 123181 1 QSTESTY ffff T ﬁ:[fffrff fzf?f San

2 ABCI23 Qs 123101 2 QSTEST2 EIFRADNFHETEEFTH?

3 ABCI23 QS 123101 3 QSTEST3 FFHAEE L TR "L"'f"/_'f’/i 7




HHE 4

(BE) 75ty hERE

Dataset: : XXXXX ( TXXXXX) 13F—%+FE 14

No.  Variable *! Description #?
I o
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 bV Plasma concentration
Number of the compartment where the parameter was measured
! - I = Dosing
6 CMT 2 = Parent drug
3 = Metabotlite
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 v
Wi EBELEREET LI,

2 AR OBBERET L2 &,



(B#E) 7075 LFHEE

No.  Program file name ™! Description *?
i 7bhx7 0 OO Ver.®
MERRE . - - DR
A7 A OD BT A :
TR Ty b7 A NERATA T E NROITTRET 4.
g <" A B
v DT T A NEEET D 72 Y E TROTTRET D,
KXxRx<- "IN AE"
1 XXXXXX CRREOFETIRY I ARETT D,
exportDatal XXX XX)
AEE LT NS Gooox) WA CSV 7 7100 haxx) ) 23
L, 2al—ialZlo- « - 710 (ooxx) BERFT 4.
s T RSy b7 Gaxxxx) B, ETHELET LY Goxxx) 12
FrTa.
S FROFMS TaI I LORFEEEBL, BELETUR Ty T 2o
Woxxxxx) BEAZABNT D,
xxxxx <~ importData(XX XXX}
Ry 7T 0 OO0 Ve @
R - - RN,
X EXXXXX

R DR RO

1T IL Ty A NARERRTS D&,
W2 A I AORE RV e, AN, EHRORMERS) ERETL L,



