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Introduction
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Define.xml creation challenge

q Define.xml is usually created at the end of the study database lock after the specifications are finalized 
and SDTMs are ready, as Pinnacle21 requires the SDTM datasets to validate the define.xml document

q Majority of the disputes in the specification documents are only identified after the Pinnacle 21 
validation

q The validation of specification can be efficiently done at the initial stages before SDTM programming 
starts, to avoid rework.
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VALSPEC Utility  
Ø The quality of the SDTM/ADaM specifications has a key role in determining the quality of the define.xml 

document, which is a key part of the CRT package submitted to the regulatory agencies for approval.

Ø VALSPEC is a utility to validate SDTM and ADaM specifications and streamline the creation of define.xml.

Ø VALSPEC alerts the author about the issues in the specification document at the very first stage of the 
creation of the SDTM/ADAM specifications by checking for compliance

Ø VALSPEC reads in the metadata and validates the references to the formats and terminologies that are used 
in the specification across the Select, Define, and Control terminologies
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Process flow
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Issue list for DM
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DM Define terminology and Select Terminology examples
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Conclusion

Ø The quality of the SDTM/ADaM specifications has a key role in determining the quality 
of the define.xml document, which is a key part of the CRT package submitted to the 
regulatory agencies for approval. 

Ø Specification updates based on the compliance findings while creating the final CRT 
package may result in post-lock updates to the SDTM/ADaM and TFLs. These Post-
lock updates can cause significant submission delays. 

Ø VALSPEC utility is designed to alert such non-compliance aspects at an earlier stage 
thereby streamlining submission process and minimizing any rework risks. 
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