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The missing link

● ODM Study Design -> EDC system (oper.database)

● Data collection -> Operational Database

● Operational database -> ODM export

● Generation of submission data (SDTM)
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If life were perfect ...

● One question on CRF : one SDTM field

● SDTM codelists used in CRF

● Only answers in English

● But life isn't perfect ...



SDTM starts at study design
(think SDTM, write ODM)
● Use ODM for study design (tools available)

● Annotate questions with SDTM information
(SDSVarName attr. on ItemDef)

● Set up operational database / EDC system from 
ODM

● Annotate (sub)forms with Domain information
(Domain attribute on ItemGroupDef)



Think SDTM, write ODM
● Use CDASH forms if possible

● Use CDISC Controlled Terminology if possible

● Invest in Localization (translations) of CDISC 
Controlled Terminology

● Think about future mapping problems when 
designing the study
– Data types
– Codelists
– ...



Use CDASH forms if possible



Use CDISC CT as 
ODM / define.xml Codelists



Invest in translations of CT in 
multi-language studies



From operational data (ODM) to 
SDTM records

New software tool available:

SDTM-ETLTM



SDTM-ETL : drag-and-drop



With many wizards



And an easy-to-learn 
scripting language



Features of the SDTM-ETL software
● All scripts stored in the define.xml structure / file

● Define.xml in sync with the mapping and SDTM 
records

● Contains latest CDISC SDTM Controlled 
Terminology

● SDTM “CDISC Notes” implemented (“Help”)

● Mapping can be tested during development



SDTM-ETL: output
● SDTM records in XML format

● SDTM records in SAS Transport format
– Automatic creation of SUPPQUAL when necessary

● define.xml in sync with SDTM records

● SQL “Create Table” statements
– For generation of SDTM database / datawarehouse

● SQL “Insert” statements
– For population of SDTM database / datawarehouse
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Best practices
● Use a study design tool that is based on, or at least 

exports in ODM

● Annotate your ODM Forms with SDTM
– ItemGroupDef : Domain
– ItemDef : SDSVarName

Alias

● Keep a repository of forms, subforms, questions, 
codelists in ODM format

● Select only EDC vendors that import/export ODM
– Is your EDC Vendor ODM Certified ?



Best practices

● Try to use CDISC Controlled Terminology as much 
as possible / reasonable
– Also in your (e)CRFs

● Train your people in SDTM

● Start your mapping before database closing



The future

● SDTM and ADaM in XML

● define.xml 1.1

● No more SAS Transport ...

● SDTM, ADaM and define.xml all speak the same 
language

● Submit CRFs to FDA as ODM



ODM seeks SDTM ? 
Update to:

Think SDTM – Write ODMThink SDTM – Write ODM


