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• Right from the beginning 

 

        End-to-end traceability from protocol to the Clinical Study Report 

 

 

 

 

 

 

Implementation of CDISC in Novo Nordisk 
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Global, Project and Trial Specific Standards  
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End-to-end traceability from protocol 
development to submission 

Standards in MDR 

• CDISC CT 

• SDTM master model 

• Sponsor concepts and labels, 
link to CDISC CT  

• Sponsor defined CT submission 
values 

• Project standards 

• Trial setup reports and 
templates 

 

Trial Setup in MDR 

• Select SDTM and CDISC CT 
version 

• Select project standard 

• Define trial metadata for trial 
design and trial summary 
parameters 

• Add trial specific assessments 

• Manage changes 

• Run trial setup reports 
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MDR: Metadata Repository,  CT: Controlled Terminology 



• Getting it right from the beginning is possible and save time 
downstream 

• Reports supporting end-to-end traceability helps bridging the 
communication gaps across skill area 

• Development and maintenance of standards is key 

• Processes for control of standards is needed 

• Challenging to introduce a MDR system and reports for use of 
standards, compare to traditional document centric solutions 

• Do not underestimate the effort for support and change management 

 

Learnings 

End-to-end from protocol to submission 1. June 2017 27 



Presenters 

End-to-end from protocol to submission 1. June 2017 28 

Francis D’sa 
Standards Specialist  
Clinical Data Standards 
 
Novo Nordisk A/S 
frd@novonordisk.com 

Trine Danø Klingberg 
Principal Standards Specialist  
Clinical Data Standards 
 
Novo Nordisk A/S 
trdk@novonordisk.com 

Mikkel Traun 
Principal System Developer  
Programming Anchor 
 
Novo Nordisk A/S 
frd@novonordisk.com 


