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BIFE 2

RIS 205 TR DS i 5 OB

Domain  |Variable . CDISC Notes (for domains
Prefix Name Variable Label Type Description (fo(r General Cl)asses) Core
A& --REASND Reason Not Done  |Char iiziosa?]?é ?;)r&cbgslgc(i);lg.onjunctlon with --STAT
Relationship to An opinion as to whether the event may have been
@ -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
CoO COVAL Comment Char |can be added to additional columns COVALI-|Req
COVALn.
Description of * IDescription 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".
sy SVUPDES Description qf . Char Description of Wl}at happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT giggtﬁledN’a;?e of Char V(?rbatim 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 texf Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA iPerm
HYPERTENSION.
EX EXADJ Rezlason for Dose Char Delscribes reason or explanation of why a dose is Perm
Adjustment adjusted.
Su SUTRT Reported Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
sU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
S0y SUDOSTXT Substance.Use Char Substancg use consumption amounts or a range of] Perm
Consumption Text consumption information collected in text form.
ALE 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 i 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 AEACNOTH Taken Char [stady treatment. Usnally 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-UR.”
MII MHTERM &prﬂréZ?CZ?rm for Char Verbz‘it‘im or preprinted CRF term for the medical Req
. condition or event.
History .
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
pv DVTERM Term Char The DVTERM values will map to the controlled Req
terminology in DVDECOD, such as
TREATMENT DEVIATION,



Domain

Vartable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description {for Generat 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|Exp
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]
08 QSTEST Question Name Char questions used to obtain the measurement or Req

finding, The value in QSTEST cannct be longer|
than 40 characters.

(%% : SDTM Ver.1.2, SDTMIG Ver3.1.2 LA

e, FREE—HEEIE)




BI#E 3

HAFET — & WA IR DB

#11) BAEOEMGHAELZERETEOEEBMNT 56

AE KA1 v (B

e

FT—

Az k)

v HAETT—SFRELETFA FEBICOWTIRETEXES] ( [TJAPANESE TEXT
IN SOURCE DATABASE] %) %#&#19° % (AETERM %% HAEE TINEE)
Row STUDYID (DOMAIN [USUBJID {AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
JAPANESE TEXT IN
1 ABC123 AE 123101 1 S OURCE DATABASE 2005-10-12 2005-10-12 Headache
JAPANESE TEXT IN . . .
2 ABCI123  |AE 123101 2 SOURCE DATABASE 2005-10-13T13:05 |2005-10-13T19:00 Back pain
JAPANESE TEXT IN Puimonary
3 |ABCIZJAE 123101 3 SOURCE DATABASE |*20%-10-21 embolism
Row AEBODSYS AESEY AESER [AEACN AEREL
. ] 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
o PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AROUT AESCONG [AESDISAB |AESDTH [AESHOSP{AESLIFE [AESMIE |AESTDY [(AEENDY [AEENRF
1 (cent) |RECCGVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
J
3 (cont) ]éECOVERH\GfRESOLVTN v v 9 AFTER
AE FAA v (REFET—FtEvb)
: EIZKED'C“?—“/}'HR%LT:?%X FIEBIZOWTIE, BABEZFOEERNT D,
Row [STUDYID | DOMAIN |USUBJID [AESEQ |AETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
1 ABC123  |AE 123101 1 B 2005-10-12 2005-10-12 Headache
2 ABCI123 |AE 123101 2 =i 2005-10-13T13:05  (2005-10-13T19:00 Back pain
Pulmoenary
3 ABC123 |AE 12310 |3 g 2005-10-21 embolisn
Row AEBODSYS AESEY AESER |AEACN AEREL
o DEFINITELY NOT
1 (LonQ Nervous system diserders SEVERE N NOT APPLICABLE RELATED
2 {cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED {PROBABLY RELATED
N : PROBABLY NOT
3 (cont) Vascular disordery MODERATE Y DOSE REDUCED RELATED
Row AEQUT AESCONGIAESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY|AEENDY |AEENRF
1 (cont} RECOVERED/RESOLVED -1 -1
2 (cont) |[RECOVERED/RESOLVED 1 1
3 (cont) E{}ECOVERING/RESOLVI'N ¥ v 9 AFTER
s A g rL» -
#2) JEXo EIZFn RERTH L ARETHY , ERT LEE TSI A IR
LLENRDLEER
» N Sy e
QS FAAL Y (FEFT—FEy h)
Row |STUDYID DOMAIN USUBJID QSSEQ QSTESTCD (QSTEST
i ABCI123 08 123101 1 QSTEST! JAPANESE TEXT IN SOURCE DATABASECL
2 ABCI123 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQZ
3 ABCI123 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASED3
QS FAA Y (BARRBET—FEv i)
Row [STUDYID DOMA]N USUBJID QSSEQ QSTESTCD [QSTEST
1 ABC123 Qs 123101 1 QSTESTI EL THHEBFET PP
P ABC123 Q8 123101 2 QSTEST2 S FAPITEFT AP
3 ABC123 Qs 123101 3 QSTEST3 SRR LT ERTT P




BH#E 4

(B%) BREERROBETT —F v r—VhRE

Analysis | Study ID . %3 W4 ; o S
No. Type ¥ | /Report ID 2 File Name Descriptions File Location
. ) ) — Ve IR OB F S |../././../../m5/datasets/12345/analysi
—H 3wy A —UFIRE | s/epooooot txt
PKARATHT —F >
2
STS AXXKK XXXAXX b (ADaM )
3 STS XXHAKX XXXXKX "IZ / T“ ;i; AN R
X |STS —
X POP XXXXX AXXXXX P}\PK AT RT =5
N e A
X POP
XXXXX KEXXXX _t o }‘ E%%
P (’\:)EHL‘\TC
X POP XXXXX XXXXXX (VIR DZT) DA .
ZVTh
X POP XXXXX XXXXXX 3 Aiﬁéi—éﬂé i s
X POP L
X |PBPK  |xwixx XXXXXX /;/ CRRTSTIA L.
X PBPK XXXXX XXXXXX Eﬁ @ $Ei§ :; 73 %Eﬁiﬁ -
X PBPK AXXXX AXXXAX w‘z / }\ %z% Chiad IR
X I

Kl EMSNETOEEL LT, LTOoWThheimsies i s,
STS : IRIER L2 EMEIE (UIFER/EENT) T
POP : BHEM LT
PBPK : AR B 55 7V R AT
Other : & Oth

#2 o BRERFIIMSEEFF LTS 2 &,

W3 Ty A NBERBT DL,

e Ty A NVONBEORAEEHTAZ L,

W5 Ty ANORECEEZR#RT L Z L,




B B

BF) Ty NERE

Dataset: : XXXXX ( [XXXXX] 17 —#t > M)

No. Variable *! Description *2
! 1D 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

¥ EEEEREETDLIL,
2 W OEEETEET D DL,



HJik 6

B%) TurS AFIEE

No.  Program file name *! “Description 2

FHY 7,727 0 OO0 Ver. @
EREM . - - RV,
HRECEER
TNy b7 ANERAT LT AN E FROITCTHRET S,
XXXXX <- "N AL
v DT E T ANERFT DT ANY R TROITCRET 2,
XXx<- "N AL ' |
1 XXAXXX s TROITETTR T LFHTTE, |
exportData(XXXXXX) |
AFELTZ 7 ANF (xxxx) IKHASRZ CSVZ 740 ( Ixxxx] ) @nt :
LT, YEab—arHo - - « 7740 (xxxxxx) B2RITT5,
TN b7 AN (xxxxx) B, PTHRELEZ 404 (xxxox) 12
R 2, :
s TFROITNHe 7RIS T AOETERRL, BHELET Yy b7 7 A
M) TS ZHERT S,
*Xxxx <- importData( 0 XXX)

HERHYZ7 b7 =27 0 OO0 Ver . @
HAER: -« - ITHWE
X KXXXXX EAREOEEMN

Kl : 7RI FATrANAERETAHI L,
2 u S A0EE EAY 7 =T, FHEN, FABOCEBERS FEETAIL,



