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Source table: Extract (WSTTOLIT) 1
# Colurnn Column Description Length

1 trl_contr Trial Cortainer 25«
2 trl_id Trial 1D 0]
3 subj_id Subject ID 25|
4 (@ a=_um AE Humber 4
5 | @ age_at_bassine Age 8
3 race Race 40)
7 sex Sex 40
8 caunitry Courtry 40)
9 trl_arm_lb Trial Arm Label 40)
10 trl_arm_short b Trial Arm Short Label 0
11 trl_pranch_arm_lb Trial Branch Arm Label 40
12 | /A bl branch_arm_short b [Trial Branch Am Short Label 0]
718 | @ gen_spoch_seq_num (Generic Epach Sequence Number fl
14 | (@ gen_branch_arm_seq_num |Generic Branch Arm Sequence ... 4
s | srC_report_term SRC Reported Term 200,
16 pref_term_text Preferred Term Text 200,
17 high_level_term_text High Level Term Text 200,
{ 18 high_level_grp_term_text |High Level Group Term Text 200,
i 19 sys_organ_class_text System Organ Class Text 200,
20 sys_organ_class_abbrew  |System Qrgan Class Abbreviation B
21 meddra_ver Meddra Version 25|
I 2 src_lower_Jevel_term_id |SRC Lower Level Term ID &0)
23 (@) low_level_term_id Low Level Term 1D 4
T2t | B s sestart SRC AE Start Date 12
(o5 | @ eestot e AE Start Date 4
26 |/ sppl_se_start_dt_rl ‘Applied AE Start Date Rule 40
27 | A src_ae_start_tm SRC AE Start Time 1z
26 (@) ae_start_tm AE Start Time 4
28 | spplse_start_ml Applied AE Stat Time Rule 40,
30 | @ ax_start_dum AE Start Datetime [3
(51 | A stcaeenddt SRC AE End Date 1z
(% | (@ aeenddt AE End Date fl

Target table: AE - Adverse Events (AE) @
# Column Column Description Expression / Clength|  Type
P /A STUDVID  |Study Tdentifier 40|Character &
F /A USUBTD  [Unique Subject Identifier 40|Character
i@ AESEQ Sequence humber 8[mumeric
AEGRFID Group ID 40|Character
AEREFID  [Reference ID 40|Charactsr
AESPID |Sponsor-Defined Iderkifier 40|Characker
F /b AETERM _|Reported Term for the Adverse... 200|Character
AEMODIFY |Modified Reported Term 200[Character
AEDECOD | Dictionary-Derived Term 200|Character
AEOCCUR |Adverse Event Occurrence 1[Charactsr
AESER |Serious Event 1|Character
AEACN |Action Taken with Study Treat.. 40|Character
AEACNCTH |Other Action Taken 200[Character
AEREL  |Causality 40|Character
AERELNST |Relationship to Non-Study Trea... 40/Characker
AEPATT |Pattern of Adverse Event 20|Character
AEGUT |Outcome of Adverse Event 4n|Character
AESCAN [Invalves Cancer 1[Character
AESCONG |Congenital Anomaly or Birth De... 1[Character
AESDISAB _|Persist of Sianif Disabilty/Incap. . 1[Character
AESDTH [Resultsin Death 1[Character
AESHOSP |Renuires or Prolongs Hospitalie... 1[Character
AESLIFE s Life Threatering 1[Character
AESOD |Occurred with Overdose 1[Character
AESMIE |Other Medically Inportank Seri.. . L|Character
/by AECONTRT |Concamitant or Additional Trtm 1[Character
(@) AESTDY |Study Day of Start of Adverse ... 3[Numeric
() AEENDY |Study Day of End of Adverse E... 8 umeric
AEENDTC |End Date/Time of Adverse Event |put(se_end_dttm ,... 64|Character
T AESTDTC  |Start Date/Time of Adverse Ewvent put(ae_start_dtm . 64|Character
AEENRF |End Relative to Reference Period |strip(ae_end_rel_to.. 20|Character
AECAT |Category for Adverse Event  |strip(high_level_grp... 4n|Character
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SDTM 3.1.1 7|&9| AE domainO| BIHE|} O, X|£EXHMO 2 X|AO| DomainEES K| &
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Clinical DI Administration | =
(=4 Data Standards =
I:EI J SOTM_3.1.1
] olumn Groups
] Domain Templates b2 AE - Adverse Events Propetties x|
|| Walidation Datasets
B 3 SDTM_3.1.1_customized General Columns I Indexesl Keysl Parametersl Physical Storagel Optionsl Notesl Extended Attributesl Authorizationl Clinical Domainl
"] Colurmn Graups | 1
EI__j| Daomain Templates g Al | L | * A4 | s | a
..... i # Mame Description Type Length Infarmat For
----- ja M (Concomitant Medications) | 1 ? @} STUDYID Study Identifier haracter 40|(Mone) (hone) « |
----- (] CO (Comments) 2 i, DOMAIN Domain abbreviation Character 3/(Maone) (Mone)
""" ] DM (Demagraphics) 3T £ USUBJID Irique Subject Identifier Character 40|(Mane) (Mane)
""" :3 b5 (Disposition) o 4 @ AESED Sequence Mumber Mumeric 3(Mone) (Mone)
% E; Ezrcoéossltt)::iﬁgsj 5 By AEGRPID Group 1D Character 40[(Mane) (Mone)
_____ ™ EX (Exposure) G i BEREFID Reference ID Chatacker 40|(Mone) (Mane)
..... ja IE (InclusionfExclusion Exception 7 ,@; AESPID Sponsor-Defined Identifier Character 40|{Mone) (Mone)
..... :E LB (Labaratory Tests) 3 ? @} AETERM Reported Term For the Adverse Event haracter Z200[Mone) (Mone)
----- :E MH {Medical Histary) - 9 @3 AEMODIFY Modified Reported Term Chatacter 200 [(Mone) (Mone)
4] TR I _le 10 £ AEDECOD Dictionary-Derived Term Character 200{(Mone) (Mone)
11 @ AECAT Category For Adverse Event haracter 40/(Mone) (Mone)
Transformations | - | 12 @} AESCAT Subcategory For Adverse Event haracter 40/(Mone) (Mone)
Access - 13 /i BECCCUR Adverse Event Occurrence Chatacker 1[(Mane) (Mane)
AHL developed transformations = 14 ,@; AEBODSYS Body System or Organ Class Character 30{({Mone) (Mone)
Analysis 15 @} AELOC Location of the Reaction “haracter 40[{Mone) (Mone)
Archived 16 @} AESEY Severity/Inkensity haracter 20|(Mone) (Mone)
Cl'_la_nge Data Capture 17 B, BESER Serious Event Character 1/(Mane) (Mone)
& Clinical . 18 ,@; AEACN Action Taken with Study Treatment Character 40|{Mone) (Mone)
ff) CDISC-5DTM Compliance :
@L COISC-SOTM to CRT-DDS 19 @} AEACHNOTH Other .f'-\ctlon Taken haracter 200[(Mone) (Mone) |
qﬂ Subject Sequence Generator 20 @} AEREL Causality haracter 40|(Mone) (Mone)
EE walidate CRT-DDS 21 iy BERELMST Relationship ko Mon-Study Treatment Chatacker 40|(Mone) (Mane)
Control — 22 ,@; AEPATT Pattern of Adverse Event Character Z0{{Mone) (Mone)
Data 23 @} AECUT COukcome of Adverse Event haracter 40/(Mone) (Mone)
Data Quality | 24 /i, BESCAN Irvolves Cancer Character 1|(Mone) (Mone)
e £ BESCONG Congenital Anomaly of Birth Defect Character (Mone) (Mone)
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CDISC-SDTM 3.1.1 VALIDATION

¥ 2- SDTM Adhrenece

Br|rrnEar P3P TP B35 H2 Report Summary
Report Parameter Value
SASReferences data set __caiwrik. s=asreferences

1) et Results Results data set __cdiwrk validation_results
3, CDISC-SDTM Metrics data set cadiwri validation_mefrics
E Compliance - — =
W CST Process datetime 2010-12-17T12:11:10
= Metrics
Rieport only emors, Mo

wamings & notes?

# reconds to report Al

Report results by table My
Checks available to be added ko the selection:

Check ID Standatd Type Seve...| Source Status | Domaings) | Columnis) Description

LTV, L ) L | [=I = N = N | TULE Ve SLLVE _HLL_ LUETTLITES J 5T TaUneE a0 USE RS LR T UUeESs TIUL THgLL e S aridara Taue ;I
SOTMA... [CDISC-SDTM |Metadata  |[Ervor |SAS Active  [_ALL_ Colurnn Format found but colurn not subject to controlled terminalogy
SOTMO,., [COISC-3DTM [Metadata |Moke  |SAS Ackive  [_ALL_ Colurmn Format found but Format name mismatch with standard controlled ...
SDTMO,., [COISC-3DTM |Metadata  |Mote  WwebsSDM Active  [_ALL_ Identifies a variable that has been deprecated according to the CDISC S0, J
SOTMA.., [CDISC-SDTM |Date Warn, .. WebsDM Active |[_ALL_ FHOTC+*.., |Identifies values that do not conform to the [30 8601 standard For daketi, .,
SOTMO,., [COISC-SDTM |Date Watn... webshoMm Active  [_ALL_ *H+DILIR [dentifies walues that do not conform to the IS0 8601 standard For durati. ..

SOTMA... [COISC-5DTM |Columnatt,.. Mote  websSDM Active  [CLASSIFLL., [F¥TEST [dentifies records that violate the condition [LEMGTH{Mame of Measureme. ..

SOTMO,., [COISC-3DTM |Columnatt,., Mote  websSDM Active  [CLASSFIL., **TESTCD  |(Identifies records that violate the condition [LEMGTH{Sort Mame of Measu. ..

SOTMO.,, [CDISC-3DTM |ColumnAtt,,, [Note  [SAS Active  [SLPP+* QLABEL Cualifier Yariable Label (QLABEL) length = 40

SOTMO.., [CDISC-SDTM |ColumnAtt. ., [Make  [SAS Active  [SILIPP+* QAR Cualifier Yariable Marne (OMNAM) length = 8, skarts with a number or contai...
SOTMA... [COISC-SDTM |Columnatt,. . Mote  websSDM Active (TS TSPARM [dentifies records that violate the condition [LEMGTHTrial Summaty Param. ..
SOTMO... [COISC-SDTM |Columnatt,.. Mote  websSDM Active (TS TSPARMCD  [Identifies recards that violate the condition [LEMGTH(Trial Summary Paran. ..
SOTMO,.. [COISC-3DTM [Columnatt,.. Mote  |[OpenCDISC |Active  [DMHTA+TY |ARMCD The walue of Planned Arm Code (ARMCDY must be no more than 20 charac...
SDTMO.., [CDISC-3DTM |ColumnAtt,., [Note  [OpenCDISC |Active  [SE+TA+TE [ETCD The walue of Element Code (ETCD) must be no more than & characters in I,
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/2 Study SAS_CDI, Data Definitions - Windows Internet Explorer provided by SAS IT =] ]
@ @ o |[=] CDocuments and Settings'ibigibs\DesktopiDI4 Demo'lreportsidefine, xml j |E| |E| IE Google |P '|
J File Edit Wiew Favorites Tools Help
A 7 Favarites (€ study S#5_CDI, Data Definitions | | J M- + (] p= v Page ~ Safety v Todls - »
L1 -
CRT-DDS :I
W Datasets for Study SAS_CDI
=4 Transform
Dataset | Description Structure Purpose Keys Location
@IEI AE Adverse Events - One record per adverse event per Tabulation | STUDYID USUBJID AESEQ AEDECOD Adverse Events SAS
Events subject AESTDTC transport file
I.'I DM Demographics | Special Purpose Domains - One record per Tabulation | STUDYID USUBJID Demographics SAS
+' subject transport file
DS Disposition Events - One record per disposition status or Tabulation | STUDYID USUBJID DSDECOD Disposition SAS
CRT-DDS protocol milestone per subject DSSTDTC transport file
document Vs Vital Signs Findings - One record per vital sign measurement | Tabulation | STUDYID USUBJID VSTESTCD Vital Signs SAS
per time point per visit per subject VISITNUM VSTPTNUM VSTPTREF transport file
Go to the top of the define xml

Date of document generation (2011-06-17T16:15:05-04:00)

Adverse Events Dataset (AE)
Variable Label Type Controlled Terms or Format Origin Role Comment
STUDYID Study Identifier text Identifier
DOMAIN Domain Abbreviation text Identifier -l
[pene [ [T [ [ [3 My computer [“a - [#1o0% -
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[ Ceneral | & IMP Clinical Message - JMP (=] &
* Study Name The study Micardipine? has been successfully added. Clicka
Nicardipine m ? button below to begin analyzing it.
..I........................................'I
= SDTM Folder : __ n |Check Required Variabe S—
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