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HARTAYE S5 WHEMEDTH B A5 OB

Domain | Variable e T T T . |CDISC Notes (for domains) S
Prefix Name fariable Label Iype Description (for General Classes) Core
AN g ) w.. |Reason not done. Used in conjunction with --STAT
JLai -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 sife. Perm
The text of the comment. Text over 200 characters
CO 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 it ETCD has|Perm
Element the value of “UNPLAN™.
qV SVUPDES I)esq‘ipt?o.n O.f.  |Char Descripﬁ(m' Qf \‘N'l‘l?lt happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of Verbatim medication name that is either pre-
CM CMTRT Drag, Med, or Char | - %07 ° o - ' "7 Req
. printed or collected on a CRE.
Iherapy
. y Modified Reported | . If CMTRT is modified to facilitate coding, then|,,
M CMMODIFY Name I 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] Regsgn for ‘Dose Char D‘e.scrib.es reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT f\{.epo.l ted Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
SU SUMODIEY Iz/lodibﬁed Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
Sy SUDOSTXT S:ubstance.[.iscj,w |Char Substancg use cgnsum_ptiog amounts Qr av Iv'fmge of} Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported rerljl for Char |Verbatim name of the event. Req
the Adverse Event
. , Modified Reported | . If AETERM is modified to facilitate coding, then{,
AR AEMODIFY Term } Char AEMODIFY will contain the modified text.b Perm
Describes other actions taken as a result of the
] o Other Action event that are unrelated to dose adjustments of
AL AEACNOTH "I"‘aken Char |study treatment. Usually reported as free text. Perm
o 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 toReq
Event controlled terminology in DSDECOD, such as
“LOSTTO FOLLOW-UP”
MvH MHUTERM i;p &;Ziilu m for Char Vc?bz:ﬂ'im m pr(.:pljinted CRF term for the medical Req
C condition or event.
History
Verbatim npame of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlled

terminology  in DVDECOD,  such  as

TREATMENT DEVIATION.




Domain
Prefix

Variable
Name

Variable Label

Type

CDISC Notes (for domains)
Description (for General Classes)

Core

PE

PEORRES

Verbatim
Examination
Finding

Char

Text description of any abnormal findings. 1f the
examination was completed and there were no
abnormal findings, the value should be NORMAL.
If the examination was not performed on a
particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT,

Exp

Qs

QSTEST

Question Name

Char

Verbatim name of the ‘question or group of]
questions used to obtain the measurement or
finding. The value in QSTEST cannot be longer
than 40 characters.

Req

o

g
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TEXT IN SOURCE DATABASE] &) Z48#19° %5 (AETERM

o

TJAPANESE

A A CINE

) o

Row [STUDYID IDOMAIN [USUBJID JAESEQ AL[!;RM AESTDTC AEENDTC AEMODIFY |AEDECOD
] ABCI23  |AE 123101 1 112005-10-12 2005-10- Headache
- 5 AT P o 3 3 N V& 1013713405 5 5 10.11710-00 R ai
2 ABCI23 AR 123101 2 SOURCE DATABASE 2005-10-13T13:05  12005-10-13719:00 Back pain
. . . N JAPANESE  TEXT IN|, . o Pulmonary
I |ABCIn Ab 8 SOURCE DATAgasE |20 1021 embolism
Row AEBODSYS ALSEY AESER JAFACN ALEREL
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE }{):; :JIIH)‘\ NOT
2 {cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED  [PROBABLY RELATED
) , . vy At . v Ty (s PROBABLY NOT
3 {cont) Vascular disorders MODERATE Y DOSE REDUCED o A e
RELATED
Row AEOQUT AESCONG [AESDISAB [AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY |AEENDY |AEENRF
1 (cont) RECOVEREDVRESOLVED -1 -1
2 {cont) |[RECOVERED/RESOLVED 1 1
S S 7 IGIRESC 7
3 (cont) gl.(,()VLRH\(J, RESOLVIN v v 9 AFTER
AE B AL Y (AT =5y 1)
o ARETT =S NIE L 2T A RMHEHIZ DWW T, WA ZE O ERMNT 5,
Row [STUDYID|DOMAIN |USUBJID |AESEQ  JAKTERM AESTDTIC AEENDTC AEMODIFY |AEDECOD
1 ABC123  |AE 123101 1 2005-10-12 2005-10-12 Headache
2 ABC123 AR 12311 2 2005-10-13713:05  |2005-10-13119:00 Back pain
ol g ov3
3 |ABCI23 AR 123101 |3 BEER 2005-10-21 Pulmanary
embolism
Row AEBODSYS AESEV AESER |AEACN AEREL
1 {cont) Nervous system disorders SEVERE N NOT APPLICABLE E;} I;\JIII]II)I\ NOT
2 {cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED  1PROBABLY RELATED
- e e : S , e e[ PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT AESCONG |AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE JAESTDYAEENDY JAEENRF
1 (cont)  |RECOVERED/RESOLVED -1 -1
2 {cont)  |[RECOVERED/RESOLVED 1 1
3 (con) 121'1(. OVERING/RESOLVIN y v 9 AFTER
'" T, NES 7 h ] dT A S ]
Bl 2) BOCO A& NIRRT 0 AT YD 8 S S & A HAZ RO
G LN DT
QSI/Xf//<AJ{ =57y )
Row |STUDYID DOMAIN USURJID QSSEQ QSTESTCD |OSTEST
] ABCI123 Qs 123101 | QSTESTI JAPAN TEXT IN SOURCE DAT ABA‘SFOI
2 ABC123 Qs 123101 2 $ 7 JAPAN XTIN SOUI DATABASED?
3 ABC123 QS 123101 3 QS “ST3 JAPANESE TEXT IN SOURCE DATABASEQD3
QS RAA > (HAST—F 1y )
Row STUBYID DOMAIN USUBJID QSSEQ QSTESTCD ()‘i'!’ES'I‘
] ABCI23 Qs 123101 1 QST Sll
2 ABC123 Q8 123101 2 ’
3 ABC123 QS 123101 3
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Dataset: : XXXXX ( IXXXXX] W7+t wv K ?/ D

No.  Variable ™ Description 2
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
. ! = Dosing
6 CMT N
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 R
M1 AR RS 2 &,
2 L SO T 5 2 &,
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No.  Program file name ™! Description *?

iy 7 ke s OO Ver.@
O TTRER S Ity £ ARV
A THRE OO R
T NT Yy Ty A NERNIT LY IV & RO TIRET .

oo <= "IN A4
oo e DT T ANERET ST WY E RO TIEET S,

XXX "IN A F '

] XXXXXX s NRLDITETT T I LEETT D
expox tData(XXXXX)
AL T 4 Y (xxxxx) WO )J sV 770 (O Txxsx] ) W3
LT, 3al—2a Mo « « 7yA)b Goxxxx) ZETT D,
« T RT Yy BT A (xxsxx) /é: TR LT 4 8 (oxxx)
RIET 5,
o RO T'I/N TG AOEFNEBML, RELETI Ty T 7 A
Jbxxxxx) BEEH I AMNT S,
xxxxx <- importData(X X XXX)
R 7 b7 o OO Ver ‘
fEEW -« - e,
X XXXXXX GO L
W1 TUTTLT MWJ Rl o 2

X2 T T DR

N 7hory MJ FIY. TP ORE RS 2Ry 0 2 &






