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Who are we?
The challenges with the past landscape of standards governance
The solutions: Standards governance processes & Monitoring the use of standards
Looking ahead
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Today’s presenters 
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Christine Mathiesen
Senior Standards Developer
Responsible for governance process optimization

Clara Giménez Arteaga
Standards Developer
Responsible for automation

Lara Langensee
Senior Standards Developer
Responsible for standards governance oversight
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The challenges with the past landscape of 
standards governance

1. Ineffective distribution of responsibilities within standards governance
2. Lack of knowledge about which updates are needed to current standards
3. Limited overview of deviations from standards in trials
4. No indication of which updates are needed to current standards
5. No data-driven way to prioritise new or updated standards
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Project Standardisation Team (PST)

• The PST is responsible for: 

• SoA approval

• Review and approval of new data collection with SMEs​

• Oversight the use and need of new standards ​

• Facilitate development of new standards

PST meetings are occuring bi-weekly
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Medical & Science
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Therapeutic Area Standards Development 
(PST subgroup)

• Oversight the use of existing standards and identification of new standards candidate 

• Facilitate development of new global standards based on project requirements, specialist 
knowledge and data-driven insights
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The solution: 
Standards Monitoring and Evaluation System 
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How does SENSE work?
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How does SENSE work?
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Standards Library form Trial form

Deviations?



Novo Nordisk®

How does SENSE work?
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CRFCRF

CRFCRF

CRFCRF

Identify deviations
Quantify standardisation rate
Predict future standard needs

For each trial

All forms 
used by trial

Compare to 
Standards 

Library

A blue and white logo

AI-generated content may be incorrect.

https://connect.bifrost-prd.corp.aws.novonordisk.com/sense/
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Monitoring the use of standards to guide 
development of global standards
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Quantify standardisation rate
Identify most used forms
Identify reoccurring deviations
Guide development of new 
standards
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Standards Governance in NN
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Global Standards Team

• Governance of all global standard CRFs in NN
• Consisting of SDTM, Standards, DM and EDC SMEs
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Where are we at?
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Project 
Standardisation 

Team

Global Standards 
Team

Standards 

What next?
Multiple EDC systems
Automated standards generation
Standards governance from protocol drafting
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Questions?
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Christine Mathiesen (ichm@novonordisk.com)
Senior Standards Developer
Responsible for governance process optimization

Clara Giménez Arteaga (cgzr@novonordisk.com)
Standards Developer
Responsible for automation

Lara Langensee (glla@novonordisk.com)
Senior Standards Developer
Responsible for standards governance oversight
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