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What is OpenCDISC Validator?

V' OpenCDISC Validator is an open source, easy to use,
and commercial-quality tool for ensuring clinical data
compliance with CDISC standards, including SDTM,
ADaM, SEND, Define.xml, and others

vV Open source & free

V Enterprise version also available

V' Also used by the FDA
hitp://www.fda.qov/forindustry/datastandards/studydata
standards/default.htm
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Usage

vV Can be used with command line
http://www.phusewiki.org/wiki/index.php?title=Let SAS
handle your CDISC compliance check: automating
OpenCDISC Validator in SAS

V' Or with Graphical User Interface
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Usage
I

Eile Help

What would you like to do? @:\falidate Data O Generate Define. xml

Standard:  |SDTM v |

Source Format: |SAS® Transport (KFORT) |v|

Source Data: Browse

Retrove

]

Clear

fou can select multiple files or folders as sources

Configuration: |cnnﬁg-5dtm-3.1.3.xml lv|

Define.xml: | || Browse
Dptional

Report Format: |Excel |v | Report Settings  CDISC CT: [2014-03-26 : MedDRA; |17.0 ¥

Progress: I |

Waiting to begin.

Star || atop
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Results

vV Excel workbook containin 4 sheets

« Domain  Label Class Suurce Fecords Errors YWarnings Motices
°
Dataset Summary GLOBAL Global Metadata -- = == 1] 0 a
AE Adverse Events Events ae. xpt 2067 3] 3224 g
Ch Concomitant Medications Interventions crn.xpt 4991 20 1480 B56
° ISSUG Summary: i;urce Fule ID Message Severity  Found
CTO001T  “alue for AEACH not found in (ACH) CT codelist Error 13
S00002  MULL walue in AEDECOD variable marked as Reguired Error 12
S00002  MULL walue in AETERM variable marked as Required Error 3

e Detalls:

Domain Fecord Count s Values FulelD SEVErty
AE 13 AEACN MULTIFLE CTO001  “alue for AEACH not fn:uund in (ACN) CT codelist Termmnlngy Error
AE 1 AEDECOD Candidiasis SDO00S  “alue for AEDECOD not found in MedDRA dictionary Terminology  Error
AE AEREFID S0M078  Permissible variable with missing value for all records Presence Inforrmation

Action Taken with Study Treatment (--ACH) variable values must be populated with terms found
“alue for --ACN not found  in ‘Action Taken with Study Treatment' (CEEYET) CDISC controlled terminology codelist. Mew
CTOO01  in (ACHN) CT codelist values cannot be added into the COISC CT non-extensible codelist. Terminology Errar
“alue for AESEY not Severity/Intensity (AESEN) variable values must be populated with terms found in
found in (AESEY) CT ‘Severity/Intensity Scale for Adverse BEvents' (CBEYED) CDISC controlled terminology codelist.
CTOODZ  codelist Mew values cannot be added into the CDISC CT non-extensible codelist. Terminology  Errar
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What's new in Version 1.5
v Validation against SDTM 1.4 model and SDTMIG v3.2
V' Validation of Define-XML v2.0
vV Support for Dataset-XML format
vV Updated SEND config for FDA compliance

v Various bug fixes and minor engine enhancements.
Please refer to the changelog for details.

V Various updates to SDTM 3.1.3, 3.1.2, 3.1.1, and
SEND 3.0 configs. For a complete list of validation rule
changes please refer to the release notes.
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Facts on Version 1.5

v Identification of ADaM Class not working correctly

« even if define.xml is provided
« e.g. BDS checks are run on ADAE

vV Uses only SDTM CT for checks against C-Codes used
in define.xml 2.0

« ADaM CT C-Codes used in define.xml will be reported as
errors

v For support also use the Forum:
http://www.opencdisc.org/forums/sditm

V' Larger update expected for 2014
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Questions?
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Nicola Tambascia

Accovion GmbH
Helfmann-Park 10
D-65760 Eschborn

Www.accovion.com Germany ,
Tel. +49 6196 7709-283

Senior Statistical
Programmer

nicola.tambascia@accovion.com
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