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Agenda

• Background/Motivation
• What is it all about
• What was the motivation

• How to handle the challenge
• Description of the setup

• Conclusion
• What was the benefits 
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Background

• Metadata is often used in the generation of 
ADaM datasets
• Specification of variables, lengths, formats, 

labels etc.
• A define.xml document needs to be created 

describing the ADaM datasets
• Metadata is likewise used for the define.xml 

generation in combination with other 
metadata
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Background

• In Novo Nordisk we use the SAS clinical 
standards toolkit setup to generate 
metadata for our ADaM datasets

• ADaM metadata model:
• Master model
• Latest standards
• General description

• Project model
• Project specific information

• Trial model
• Trial specific information
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Background

• Projects consist of multiple trials
• Trial designs (different treatments, 

stages etc.)
• CRF’s

• Important to ensure alignment of 
metadata across trials
• Clarity
• Understandability
• Ease the submission process
• Ease pooling of data
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Motivation

• How to ensure alignment across trials within a project?
• How to ensure consistency across trials when submitting?
• How to get an overview of derivation differences when pooling trials?
• How to avoid redundant manual updates across trials?
• How to ensure project related changes are easily inherited downstream?
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What did we do?

• We developed an ADaM metadata work flow
• Joined effort across many project teams
• Conceptualising the idea, based upon previous learnings – what worked and what 

did not
• Beta version from one project group was send along to the next.

• Build a strong project model or multiple project models
• Either up front or at the start of your individual trials

• Project setup (phase 1, Phase 3, Legacy)

• Trial designs

• CRF designs
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Process flow
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Process flow
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Project metadata

• Based on:
• Master model
• Project specific information
• Trial designs
• CRF’s
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Process flow
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Process flow
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Process flow (example 1)
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Process flow (example 1)
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• Combining project and trial information
• Colour highlighting trial specific changes

• Trial metadata
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Process flow (example 2)

• Adding new variables 
• Populate to project model

• Add to trial input file
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Process flow (example 2)

• Trial metadata
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Rules and conventions

• Possible to include rules and conventions for the setup
• Predecessors from SDTM are not possible to modify, they will be taken from SDTM 

metadata
• Traceability stamps, where does the trial level metadata origin from, project, trial or 

SDTM
• Core variables are only included once
• Core variable flag (ADSL variables)

• Colour coding in trial level metadata to help get a quick overview of which variables are 
trial specific or are core variables
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Conclusion

• Facilitates alignment of trials within a project
• Ease cascading of new definitions across a project

• Giving a nice overview of trial metadata and origin

• Eases the review process

• Makes it easier to transfer people from another project

• Ease the workload of the trial programmer
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