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Novo Nordisk at a glance

• More than 27,000 employees in 81 countries 

• A world leader in diabetes care since 1923

• Also leading positions in: 

• Haemostasis management

• Growth hormone therapy

• Hormone replacement therapy

• Total net turnover (2008): 8.64 billion USD

• Committed to financial, environmental and social results
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CDW and CDW Operations

Clinical Data Warehouse

Clinical Applications

Data sources to CDW

Std program 
library

Analysis platform - SAS DD CDW Operations
Application

Meta Data Management

Source Data Mapping

Data transfer and Admin

Clinical Data 
Repository

Data
Repository

Oracle ClinicalIMPACT

Clinical DataTrial Meta data

Meta Data 
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Data set 
creation

Analysis Data 
Marts

Derived 
Data Marts

CDWO is ensuring 
structured and 

standardised data 
storage enabling easy 

reporting

Global data and meta 
data repository holding a 

data model ensuring 
alignment to the FDA data 

standard, CDISC

Global statistical analysis 
platform with audit trail 
for generating output 

reports

We develop standard 
programs for generating 
derived data and output 

for clinical documentation

We maintain and develop 
the data model

We do mapping from OC 
to CDW and maintain 

standards (generic trial 
designs, codes and code 

lists)
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Metadata

• What is metadata?

• Metadata is data about data

• Example: For visit we can have:

• a visit code

• different labels to use in reports and plots

• information of planned time

• information of allowed visit windows

• and a lot more

http://www2.istockphoto.com/file_thumbview_approve/1029789/1/istockphoto_1029789-question-mark-vector-cartoon.jpg
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Sources for metadata
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Data is not limited to Clinical Data

Cross-organisational

Clinical Data 

Warehouse

Business Rules and Data Decisions
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• Defined across all project and trials

• Generic Trial Designs

• Trial arms

• Branches

• Epochs

• Elements

Global Metadata
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Global Metadata



Metadata and Standard Programs Slide no 919-21 October 2009

• Topic codes 

• Units

• Display formats

• Unit conversion metadata

• Labels

• Site and Investigator metadata

• Code lists  

Global Metadata
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• Defined within the trial

• Trial Design

• Visits

• Association to Oracle Clinical visit

• Labels

• Planned time

• Windows

• Visit type

Trial Specific Metadata
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Trial Specific Metadata

• Trial Flowchart

• Shows planned findings

• Contains connection between topic codes and visits

• Allocation of Business Rules for each topic code/visit 
combination
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Trial Specific Metadata
Flowchart
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Trial Specific Metadata

Collection Attributes
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Trial Specific Metadata
Assessment Attributes
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Data derivations and enrichments

• Performed by the DVE Framework

• Program complex composed of a shell and a lot of building 
block components

• Purpose:
• Conversions (date, time, character to numeric)

• Blinding (subject level, fake randomisation, blinded treatment, 
specific topic codes)

• Treatment allocation

• Populations, flags and derived variables

• And a lot more ..
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Standard Analysis Reporting

• Standard Program Library

• Macros

• Tables

• Figures

• Listings
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Metadata in Standard Analysis Reporting UI’s
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Metadata in Standard Analysis Reporting UI’s

• ddm.plnd_trl_arm
ddm.plnd_trl_branch_arm
ddm.plnd_trl_elem
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Metadata in Standard Analysis Reporting UI’s

• ddm.plnd_trl_arm
ddm.plnd_trl_branch_arm
ddm.plnd_trl_elem

• ddm.plnd_flowch_item_coll
Topic Code
Visit ID
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Metadata in Standard Analysis Reporting UI’s
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How are the metadata displayed

Topic codes and units 

Population

(and sub-group) 

Treatment metadata

Visit metadata

Statistics

Display formats
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How much is metadata controlled?
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Conclusion

The use of metadata and standard programs have given us a lot of 
benefits:

• Business Rules and Data Decisions are defined in a standardised way

• Business Rules and Data Decisions no longer embedded in SAS program code

• By separating the definition and the implementation/use of the business rules it is possible 
to make enrichment and derivations data driven

• Data driven data checking

• Data driven use of business rules and application of data decisions

• Transparency and easy documentation 

• Consistent presentation of data

http://recanati.tau.ac.il/Eng/_uploads/extraimg/Benefits.jpg


Metadata and Standard Programs Slide no 2419-21 October 2009


