
 

  

 

 

 

 

 

    
   
    
    
    
   
   
   
   

 
 

 

 

 

   
 

  

  
  

  
  

  
  

    
    

   
    

 

     
   
   

Data Element Lifecycle - CShare Governance: Harmonizing Existing Sets of Company Standards 

Define Author Process Review Approve Implement Manage Retire 

Company 
Standard 

Variable(s) 

Attribute(s) 

Dataset 

Initiate 
Request 

Format 
Request 

Auto Validate 
Structure OK? 

NO 

Load Element 
to CShare 

Staging Area 
Yes 

Develop 
variables 

& 
attributes 

Governance 
Review 

Notify 
Requestor 
of Decision 

Approve? 

Expert Review & 
Recommendation 

Not Approved 

Approved 

CShare Production 

CShare Staging 

“Draft” 
Request Element 

“Approved” 
Request Element 

Version Management 

Release Management 

Usage Management 

Performance Monitoring 

Documentation 

Technology Management 

Retired Element “Final” 
Current Element 

Post Initial 
Requested 

Element 

CShare Holding 
Rejected Request History 

“On Hold” Request History 

“In review”  
Request Element 

I 

L 

August 2009 (CDISC prepared by Octagon Research) 

Clinical 
Content 
Experts 

Data 
Experts 

Administration 

Communication 

X 

X 

XML/CSV 

Chair 

Chair 

Questions 
for 

Requestor 

User Interface User Interface 

Process Request 

R A F Communication 

Seek Input from 
Subject Matter 

Experts 

D 

Usage 

Q 

Q 

Develop concepts 
across metadata 
submitted by all 

companies 

Y 

3 

Adhere to 
requirements? 

Notify 
Requestor 

of non-
adherence 

No 

Collaborate 
w/ curator on 
structure & 

classification 

Process to create a new CDISC standard beginning with 
multiple sets of company content 

Harmoniztion Framework: 
Ontologies 
BRIDG (w/ HL7), 
Janus 
Terminology 
Metadata Model (ISO 
11179 + extensions) 

Key 
Element = Concept/Variable/Attribute item 

States: 
I – Initiated

 L – Loaded 
D – Draft 
R – in Review 
H – on Hold

 X – Rejected
 A – Approved
 F – Final
 Y – Retired 

Q Request 
Connector 

N Requirement 
ID 

Metadata Flow 

Work Flow 

Receive CDISC 
call for stds in 

one therapeutic 
area 

Collaborate 
with authors 
on structure 

& 
classification 

Identify metadata 
of interest 

The “draft” standard itself will be analyzed to ensure it 
contains only metadata of interest. The metadata or 
individual data elements are parsed into 4 categories: 
1. New Data Element 
2. Existing Data Element 
3. Existing Data Element – Near Match needs modification 
4. Similar Data Element – New Concept needed 

Yes 

Multiple company stds are held in Staging 
and adjudicated into best of breed before 
promotion to Production. Staging will have a 
public area and a CDISC private work area. 

The whole batch is either accepted for processing or returned to requestor, 
before individual elements are auto validated. Reasons for return: 
(1) It does not have metadata relevant to the particular indication or data type. 
(2) It arrives after a cutoff date, and if so, requestors are instructed to submit 
appropriate portions of returned batches through the Change Management 
lifecycle after the gold standard for this particular indication or data type is 
promoted to the Production repository. 

May include mapping to BRIDG. This lifecycle is about processing content received in 
response to a call made by CDISC for company 
standards in a particular indication or data type. 

TA metadata, TA metadata, TA metadata, 
company 1 company 2 company n 


