
 

 

   

 

 

 

 

   
   

 

   
    
   
   
   
    
    
   
    

 

 

Process to take an existing CDISC Standard (including Data Element Lifecycle – CShare Governance: Batch Load of Endorsed CDISC Standards August 2009 (CDISC prepared by Octagon Research) content) and load it into the CShare production framework 

Define Author Process Review Approve Implement Usage Manage Retire 

Harmonize w/ existing framework Harmonization of 
This lifecycle is about loading content to an existing harmonization framework. Metamodels 
The framework is loaded to the CShare separately and previous to this lifecycle. Attribute Nomenclature 

Format Attribute Content Concept NORequest 1 CDASH Attribute Context 6 7 
Variable(s)

SDTM 
Attribute(s)Model & XML/CSV2 IG 

Domains Collaborate with Experts 
on Structure and Post Initial 

3 Questions Notify Harmonization Requested Initiate 
I Element Request for Requestor 

4 Requestor of Decision If the harmonization framework is found to be 
insufficient during the Check Point process, it will 

Process Request 
Auto Validate 

Collaborate with Authors OK? be enhanced in a separate process outside the Structure 
on Structure and 5 Data Element Lifecycle process. 
Harmonization Yes 

Load Element 
to CMDR 

For existing Staging Area
Standards, only 

Lthe delta would 
Check Point Processproceed thru 

this lifecycle. Verify – Check – Fix Determine Nomenclature NewState of Element Content RequestStructure 
Modified X
Element 

Not Approved 

Governance Approve? Review 

Approved 

Collaborate with Authors 
on Harmonization 

User Interface User Interface 
Key Communication R A F
Element = Concept/Variable/Attribute item D “Approved” “Final” “Draft” “In review”  Retired Element YRequest Element Request Element Request Element Current Element 

States: Request Q I – Initiated Connector Administration Version Management 
L – Loaded
 D – Draft Communication Release Management Harmoniztion Framework: CShare Staging 
 R – in Review N Requirement Ontologies 
 H – on Hold ID H BRIDG (w/ HL7), Documentation “On Hold” Request History X – Rejected Janus 
A – Approved Metadata Flow Terminology Technology Management 
 F – Final Metadata Model (ISO X Usage Management Y – Retired 11179 + extensions) Work Flow Rejected Request History 

Performance Monitoring CShare ProductionCShare Holding 
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