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OpenCDISC.org — an open source
Initiative delivering tools for
validation of CDISC data
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What is OpenCDISC?

OpenCDISC is an open source community focused on
building extensible frameworks and tools for the
implementation and advancement of CDISC standards
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OpenCDISC Validator

Facilitates compliance with all CDISC models
Supports various versions of the standards
Provides users with control over the validation rules

Supports near-CDISC, SDTM+, and sponsor defined
standards

Easy to integrate with existing systems and processes
Based on freely-available open source technologies
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ABOUT  VALIDATOR  RULES  DOWNLOAD  CONTRIBUTE  FORUM  CONTACT

VALIDATOR FOR CDISC VERSION 1.1 RELEASED! VALIDATION RULES REPOSITORY
‘/ Open-source @ A SDTM, ADaM, and other rules.

" . Use and contribute to our open
Fully Configurable

C:) Learn about Validator CDISC Validation Rules Repository.
‘/ Validates SDTM and more

PHUSE IS COMING TO BOSTON

Posted Thu, 08/19/2010 - 14:20

The OpenCDISC team is pleased to announce our participation in the first ever US based PhUSE Single Day Event (SDE) which
Username: *

will be held in Boston on September 28th, 2010 at the Mew England Research and Development Center. If you are not familiar
with PRUSE, it's a2 non-profit organization dedicated to providing a forum for pharmaceutical programmers to share ideas,
knowledge, and new technologies relevant to the future direction of our industry.

Password: *

Login Or register t0 post comments  Read more
[L0G In|
» Create new account OPENCDISC VALIDATOR 1.1 RELEASED

= Posted Wed, 06/02/2010 - 15:1

The OpenCDISC team is pleased to announce the availabilty of OpenCDISC Validator 1.1.
Download OpenCDISC Validator 1.1 here

What's New in Version 1.1

4 Open



Validator Page

' OpenChISC ( =

DOWNLOAD

VALIDATOR CONTRIBUTE  FORUM  CONTACT

DOGCUMENTATION

Wl <

» My account OpenCDISC Validator

» Create content

Instaling OpenCDISC Validator

- The OpenCDISC Validator project aims to develop open source, freely Using OpenCDISC Validator
» Administer available, and commercial-quality tools for ensuring clinical data OpenCDISC Validation Framework
» Log out compliance with CDISC standards including SDTM, ADaM, ODM, and LAB. i

The Validator’s key strength is its architecture that separates validation
| if rules from application logic. The driver behind this design decision was to provide users the ability to keep up with evolving
| : SUPPORTED CDISC standards, sans the need to update and re-validate application logic. The validation rules are defined using XML-based validation
STANDARDS framework with power to specify a wide range of rules and flexibiity to support near-SDTM, SDTM+, ODM extensions, and
even custom datasets.

| SDTM 3.1.1

| Validator's Key Features

| SDTM 3.1.2 (Beta 2)
ADaM 1.0 (Beta 2) © Metadata driven validation framework
ODM 1.2.1 (Beta 2) © Al validation rules and messages in a single XML file

:E BefuBain < 8 (Beta2) © Janus and WebSDM v2.6 validation checks included

© Different configurations for every study and stage of clinical data lifecycle
| € Create your own standards and share with partners

€ Validation engine developed in Java

e
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Validation Rules Database

OpenChISC

» My account

» Create content
» Administer

» Log out

SUPPORTED CDISC

STANDARDS

SDTM 3.1.1

SDTM 3.1.2 (Beta 2)
ADaM 1.0 (Beta 2)
ODM 1.2.1 (Beta 2)
Define.xml 1.0 (Beta 2)

BGUBED

HOME  ABOUT  VALIDATOR  DOWNLOAD

CDISC SDTM 3.1.1 Validation Rules

The following is a listing of CDISC SDTM version 3.1.1 validation rules supported by OpenCDISC Validator. The list includes all
Janus validation rules as defined in the Janus SDTM Validation Specification v.1 and 10 additional rules defined by the OpenCDISC

community.

Domain Type Severity

( | [<any> [=] [<Any> [2]

Rule I -
Message Description of Rule Domain

D

IR4000 No rows in domain table

IR4001

IR4002

IR4003

IR4004

Null value in column

Invalid 15O 8601 value

Inconsistent value for
DOMAIN

Non-unique value for
SEQ

Identifies domain table that has zero

Al
rows and therefore contains no data.

Identifies a null (empty) value found in a
column where (Standard) Core attribute All
is 'Req’

Identifies records where the value for a
date doesn't conform to the ISO 8601  All
standard.

Identifies records where the value in the
Domain Abbreviation column doesn't All
match the name of Domain

Identifies records where non-unique

values for Sequence Number variable All
exist within 3 subject

CONTRIBUTE ~ FORUM

Warning Medium

Error  High
Error High
Warning Low
Error High

] Search

CONTACT

SDTMIG
4.1.1.5

SDTMIG
4.1.4:1

Type Severity References

SDTMIG 2.2

SDTMIG
10.3.1

OpenCNISC



Validation Rule Details

OpenCDISC

» My account

» Create content
»  Administer

» Log out

SUPPORTED CDISC

STANDARDS

SDTM 3.1.1

SDTM 3.1.2 (Beta 2)
ADaM 1.0 (Beta 2)
ODM 1.2.1 (Beta 2)
Define.xml 1.0 (Beta 2)

BGUBED

Search |

HOME  ABOUT  VALIDATOR DOWNLOAD  CONTRIBUTE = FORUM  CONTACT

VIEW EDIT

IR4003

Message: Inconsistent value for DOMAIN

Description of Rule: Identifies records where the value in the Domain Abbreviation column doesn't match the name of
Domain

Domain: Al

Type: Warning |
Severity: Low
Delete post |
APPLIES TO

Standard References

SDTMIG 2.2

SDTM 3.1.1
SDTMIG 10.3.1

COMMENTS

POST NEW COMMENT
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Validator Architecture (SDTM)

—~_ ﬁ
. Error/Warning I
SDTM Report

Config.xml

¢

SDTM

| Terminology.txt |
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Supported Input

o SAS XPORT
* Delimited Text
* XML (Beta 2)
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Validation Report

* XML
* Excel
* CSV
* HTML

CLIBED) 10 OpenCD|SC
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Validator Architecture (SDTM)

—~_ ﬁ
. Error/Warning I
SDTM Report

/" P = N
Configuration

I 4 N :
1

: Config.xml i
1 \ J 1
i ¢ i
: q " :
| !

SDTM
| Terminology.txt |

Open



Configuration
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SDThA Terminology.td - hdicr

FE S |
j?”; Home Insert Fage Layout Formulas Data Reviewr Wiewr Add-Ins
'—"J ,5!', Cut | A A7 = §||.§l}-v| |§i Wirap Text General
=3 Copy _
Pafte # Format SDTMTerminolOgy.txt - A E = =|E EE| =@ Merge & Center - ||| $ - % v
Clipboard ] Slignment ] Mumber
ol - . Jo T CoOe
il B C D E
Codelist Extensible C5
1 |Code Codelist Code {Yes/ Mo} Codelist Mame COISC Submission Value Sy o
2 |Cea7ae7 Mo Action Taken with Study Treatment ACM .-'-'-.u:‘tl
3 |C49503 cCear7er Action Taken with Study Treatment DIOSE INCREASED
4 |(C49504 cCear7er Action Taken with Study Treatment DIOSE NOT CHAMGED
5 |[C49505 Cea7a7T Action Taken with Study Treatment DOSE REDUCED
6 |(C49501 cearers Action Taken with Study Treatment DRUG INTERRUPTED
¥ | Cc49502 cearer Action Taken with Study Treatment DRUG WITHDRAW
8 |(C48660 cearer Action Taken with Study Treatment MNOT APPLICABLE RN
9 [C17998 Caa7aT Action Taken with Study Treatment UMNEMNOWMN ;L
10 | Coa7eds il COutcome of Event ouT o
11 C48275 Ceaves COutcome of Event FATAL 5ra
12 |C49494 Ccea7r7e8 CQutcome of Event NOT RECOWVERED/MNOT RESO
13 | C49498 Ccea7r7e8 CQutcome of Event RECOWVERED/RESOLVED
14 | CA9455 Coo7oE Cutcome of Event RECOVERED/RESOLVED WIT
15 | CA9456 Coo7oE Cutcome of Event RECOVERING/RESOLVING
15 |(CL7998 Coo7oE Cutcome of Event LI R OO ;L
17 | Caa7a0 Wasg Age Span AGESPAM iy ==
18 (C2759354 CEa7a0 Age Span ADOLESCEMT (12-17 YEARS)
19 C4A95685 CEa7a0 Age Span ADULT {18-85)
200 | CA956E3 CEa7a0 Age Span CHILDREM (2-11 YEARS)
21 [T1A7RR CEARTRN foe Shan FI MERIY (= A5

'EGUBED
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Q;CDISC - Microsoft Internet Explorer provided by H. Lundbeck A/S

File Edit Mew Favorites Tools Help

@ Back ~ -\_) B ?

Address

‘é‘] http: ffwww, cdisc.or

SDTM Terminology.txt

HOME  BLOG  SITE M&P  FAQ  CONTACT

\_
[
‘ D I S‘ Strength Through Collaboration

ABOUT CDISC STANDARDS | RESOURCES NEWS | EDUCATION & EVENTS MEMBERSHIP | €@ MEMBERS ONLY

Study Data Tabulation Model
Operational Data Model

CDISC InterchileulERis

11 - 14 April Study/Tral Design Model

LAB

ADaf
Protocol
Terminology
CDASH

SEND

CDISC SHARE

Interchange Europe

Therapeutic Area Standards

et
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Config.xml

File Edt Wiew Insert Format Help

L S #

<walivalildationbBuleber HulelD="3D1011" Active="Y¥es™; >
<wal:ValidationRuleRef BuleID="3D1014" Aetive="Yes"™/>

<val:ValidationRuleRef BuleID="3D1015" Aetive="Yes™/>
<1-— CDISC Controlled Terminology Rules -->

<val:ValidationRuleRef RuleID="CTOO0S" Aetive="Yes"/> Define.xml

<wal:ValidationRuleRef RuleID="CTO038" Active=MTes™/>
<wal:ValidationRuleRef RuleID="CTO039" Active="Tes™/ >
<val:ValidationRuleRef BuleID="CTOO0S56"™ Active="TTes"
<val:ValidationRuleRef RuleID="

structure

</ ItemGroupDhefs
<ItewmGroupDef QID="IVT Name="3V" Repeating="Ves" IsReferenceDatg=" e="Tghulation” def:Lahel="Subject Visits" def:Structures
o B i i i i e R TEEE
<l-— Each variable iz listed here £ i Groupbef (dowsain) -->
Ll FEEFETETTERTNES R i i e i e i S R 8
<ItewmRef ItemOID=' TID" OrderMumber="1" Mandatory="Tes" Role="Identifier™ wal:Core="Required"/>

<ItemBef
<ItemRBef
<ItemBef
<ItemBef
<ItemBef
<ItemBef
<ItemBef
<ItemBef
<ItemBef
<ItemBef

TtemOID="DOMAIN" OrderMurnber="2" Nandatory="Yes" Role="Identifier™ wal:Core="Required"/=
ItemDID="USUBJID" OrderMumber="3" MNandatory="Yes" Role="Identifier™ wal:Core="Required"/:

ItemOID="3V.
ItemOID="3V.
ItemOID="3V.
ItemOID="3V

ItemOID="3V.
ItemOID="3V.
ItemOID="3V.
ItemOID="3V.

EGUBED

SVSEQ" OrderMumber="4" Mandatory="No" Role="Identifier™ wal:Core="Permizsibhle"/>
SVGREPID" OrderMumber="5" Mandatory="No" Role="Identifier™ wal:Core="Permizssibhle"/>
SVREFID" OrderMNumber="6" Mandatory="No" Role="Identifier™ wal:Core="Permissibhle"/>

AVAPIDT OrderNutber="7" Mandatory="No"™ Role="Identifier™ wval:Core="Permizzikle™/>

VISITHUN" Orderlumber="3" Mandatory="VYesz" Role="Taopic™ wal:Core="Reguired"”/>

VISIT" Orderlumber="9" Mandatory="No" Role="Synonym Qualifier™ wal:Core="Permissihle™/>
VISITDY" Orderlumber="10" Mandatory="No" Role="Timing™ wal:Core="Permizsible"/>
SVSTDTC" OrderMumber="11" Mandatory="No" Role="Timing™ wval:Core="Expected"/:

15 Open



Config.xml

Configuration

File Edt Wiew Insert Format Help

L S #

<walivalildationbBuleber HulelD="3D1011" Active="Y¥es™; >
<wal:ValidationRuleRef BuleID="3D1014" Aetive="Yes"™/>
<val:ValidationRuleRef BuleID="3D1015" Aetive="Yes™/>

£!'—— CDISC Controlled Terminology Rules —-» ACtivate/
<val:ValidationRuleRef BuleID="CTOO0S" Active="Tes™ .
<val:ValidationRuleRef RuleID="CTOO38" Active="Tes"/: Deactlvate
<val:ValidationRuleRef BuleID="CTO033" Aetive="Yes™/> . .
<val:ValidationBuleRef RuleID="CTOOSE" Aetive="Tes"/ > Vahdatlon
<wal:ValidationRuleRef RuleID="CTOOS7" Active="Tes™/ >

</ ItemzroupDefs

<ItewmGroupDef QOID="IVT Name="3V" Repeating="Vez" IsReferenceData="No™ Purpoze="Tabulation™ def:Lshel="Subhject Visita" def:Structures
o B i i i i i i B i i R
<!-- Each warisble is listed here for this ItemGrouplef (domain) --»>
o B i i i i i i B i i R

<ItemBef ItewmQID="3TUDVID"™ Orderlumber="1" Mandatory="Yez" Role="Identifier™ wal:Core="Reguired"/>
<ItewmBef ItewmOID="DOMAIN®" OrderMurber="z2" Handatory="Yez" Role="Identifier™ wal:Core="Reguired"/>
<ItemBef ItemOID="USUBJID"™ OrderMumber="3" Mandatory="Yez" Role="Identifier™ wal:Core="Reguired" />
<ItewmBef ItewmOID="3V.3VIEQ" Orderlumber="4" Mandatory="No" Role="Identifier™ wal:Core="Permiszsibhle"/>
<ItewmBef ItewmOID="3V.3VGRPID™ OrderMumber="5" Mandatory="No" Role="Identifier™ wal:Core="Permissible"/>
<ItewmBef ItewmOID="3V.3SVREFID" OrderMNumber="6" Mandatory="No" Role="Identifier™ wal:Core="Permissibhle"/>
<ItewmBef ItewmOID="3V.3VIPID™ OrderMumber="7" Mandatory="No" Role="Identifier™ wal:Core="Permissible"/>
<ItemBef ItewmOID="3V.VISITHNUM™ COrderNumber="3" Mandatory="Tez" Role="Topic™ wal:Core="Reguired"”/>
<ItewmBef ItewmOID="3V.VISIT" OrderMumber="9" Mandatorwy="No" Role="Synonym Qualifier™ wal:Core="Permissihle™/>
<ItewmBef ItewmOID="3V.VISITDY" OrderMumber="10" Mandatory="No" Role="Timing™ wal:Core="Permissible"/>
<ItewmBef ItewmOID="3V.3VITDTC" OrderMumber="11" Mandatory="No" Role="Timing™ wal:Core="Expected”/>

et
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Configuration

|| config-sditm-3.1.2.xml - WordPad

Config.xml

File Edit

bz & #A

Wiew

Insert  Formak  Help

&y

e

{!__ o ol e e e ol el e e e e e ol el el e e e _
<!—— Prototype Definition section -
{!__ o ol e e e e e el el e e e —_
<val:Prototype ItemGrouplID="EVENTS" KeyVarishles="_ TERH"/>
<wvaliPrototype ItemGroupQID="FINDINGS™ EKevyvWariables=" TEITCD" \Jalhiathjrl
<wval:Prototype ItemGroupQID="INTERVENTIONS" KeyVariables="_ TRT
<wal:Prototype ItemGroupOQID="3ITPPQULL" HeyWariahles="ONiM" /> I{ules
{!__ o e e e e e e e e e i el e e e ) % . . o
<!—— Walidation REules =section Deflnltlons
{!__ e o e e ol e e e e e el el e e FTHEFAFAFTF AT N
<val:ValidationRules>

{!__ e e - e e e e e e T e i e e i e e e i e e

<!—— Janus Validation Rules= -

{!__ o e e e i ol ol i o e e Gl o el e e ol e el el el e e ol e e el e —_

<wal:FRequired ID="3IDO0OOZ™

ariable="%Variabhles.Core:Requireds "™ Message="Null wvalue in wvaris

<wal:Regex ID=M3DO00O3" Wariable="i:Variahles.Type:DateTimwe | Date| Time: " Test=":Variabhle.Type.
<wval:Match ID="3DO004" Variable="DOMATN" Terms=":Domainz:" Delimiter="," Message="Inconsiste

<val:ilUnicgue ID="3D0O00S5" Variable="%Domain%3EQ" GroupBy="UIUEBJID" When="%Dowmsain%3EQ !'= ''" P
<wal:Lookup ID="3D0O0O0GY™ Variable="UIUBJIDL == UIUBJID"™ From="%Domains[EG,LE,Q3,V3]%" Where="
<wval:Unicque ID="3DO0O0O7Y" Variable=":Domainz3ITEEZU" GroupEvy="%Domain3TEITCD, 3Domain%CAT" Matc
<wval:Condition ID="3DO00S9" Test="AESZCAN == '¥' [@or AEICONG == '¥' @or AE3IDIZAR == 'Y' Hor &

<wal:Regex ID="3D0O010" Variabhle="WISITWUM" Test="%-72[0-9]+(%.[0-9]14{1,3}) 7" Message="VIZITNLC

BlcuseED - Open



/ = T [ Config.xml
Validation Rule - example

<val:Lookup ID="CT0002" Variable="CDISCSubmissionValue == AESEV"
From="FILE:TAB:%System.ConfigDirectory%/data/SDTM Terminology.txt"
Where="CodelistCode == 'C66769"'"

When="AESEV != ''"

Message="Value for AESEV not found in AESEV controlled terminology
codelist"

R S T e B e Do o Gy B By Y S o I W VU D B e SOt T & 1
'Severity/Intensity Scale for Adverse Events' (C66769) CDISC controlled
terminology codelist"

Category="Terminology"
Type="Warning"

Severity="Medium"/>

'ECIUBED - Open



Validator Architecture (SDTM)

—————————————————————

{ Configuration

|

1

i Config.xml

: \ ) Can be SDTM, ADaM,
L o X SDTM-+, SEND or any other
i Term?x?oTl](\)/[ ) variation of CDISC

\ BY-IXt ) datamodel

Open



How can you contribute?

Individuals

e Use the tools and provide feedback

e Share your experience and provide requirements

e Help with testing, development, or documentation
Companies

e Collaborate on development projects

e Contribute code or resources
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/ Questions/Feedback

Niels Both
S-cubed

Max Kanevsky
Founder and President OpenCdisc
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http://www.opencdisc.org/

