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• Standard 

 - Established by authority, custom or general consent as a model or example. 

     - To Optimize the collection, transport and storage of data and simplify the submission of   

   data to the regulatory bodies. 

 

• Clinical Data Interchange Standards Consortium (CDISC) 

 - Different standards: Foundational, Therapeutic Area, Semantics, Healthcare Link etc. 

    - Clinical Data Acquisitions Standards Harmonization (CDASH) 

 

• Health Level-7 (HL7) 

 - Set of international standards for transfer of clinical and administrative data  

   between software applications used by various healthcare providers. 
 

 

Data Standards 
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CURRENT PROCESS FLOW 
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• Varied requirements led to multidimensional way of data collection 

 

• Each study had their own unique set of data standards. 

 

• Notion that there  is no way we could reuse data or data structures standards. 

 

• Multi level expectations from each stake holders. 
 

• Hampering the Milestones, Deliverables, Timelines… 
 

• Inconsistencies in Clinical Data Collection due to non standard codes and 
variables. E.g.  

Study 1: Variable : Gender, Values: M,F 
Study 2: Variable : SEX, Values: Male, Female 
Study 3: Variable: Sexual Category, Values: 1,2 
Study 4: Variable: Sexual Characteristics, Values: 0,1 

 

 

 

 

CHALLENGES 
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CDISC 
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Clinical Data 
Interchange 
Standards 

Consortium 
(CDISC) 

501(c)(3) non-
profit organization 
•Funded by 

organizational 
members, 
educational 
events, grants, 
donations 

Standards 
Developing 
Organization 
(SDO) 
•CDISC 

Standards are 
open and free 

Standards 
Developed by 
Volunteers 
•Public Reviews - 

critical to 
standards 
development 
process 

Consistent 
implementation is 

supported by 
authorized 

training that is 
built into and 
supports the 

standards 
development 

process 
 

CDISC 
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Purpose of CDASH: 
1- Standardize CRF questions 
2- Harmonize with SDTM for traceability 
3- Use CDISC controlled terminology 
4- Provide best practices and implementation guidelines 
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CDASH is Published as Metadata 
(not CRFs) 
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Value of CDASH 
Reusability 
• Case Report Forms 
• Edit Checks 
• Database builds 
• Output files 
• Downstream programming 

Consistency 
• For all users - CDM, CRA, Site 
• Across partner organizations 

Transparency and Traceability 
• Built-in harmonization with SDTM and Controlled Terminology 
• Supports beginning to end standardization 
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CDASH Version History 
• CDASH “Initiative” started in 2006 
• CDASH V1.0 published in 2008 
• CDASH V1.1 published in 2011 

– CDASH User Guide 
– CDASH CRF Library (example CRFs0 

• CDASH Model started to be developed ~2012/2013 
• CDASH Implementation Guide V2.0 and CDASH Model 

V1.0 currently being finalized following public review 
period 
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Comparison of CDASH V1.1 and CDASH V2.0 
CDASH V1.1 CDASHIG V2.0 

16 Domains (+2 “Common” fields 
tables) 

24 Domains (Header fields 
integrated) 

Metadata tables in PDF Metadata tables published from 
SHARE (XLS, ODM, RDF, CSV) 

No Model Model Metadata published from 
SHARE (XLS, ODM, RDF, CSV) 

Domains published alphabetically Domains organized alphabetically 
within  “Class” 

No CRF examples included CRF examples and Data examples for 
many domains are included in the 

CDASHIG 
Metadata table had 8 components 

(some overloaded) 
Metadata includes 17 components, 

including SDTM mappings 
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EXAMPLES OF DOMAINS 
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METADATA 
• Metadata is the data about data. 

 
• Metadata answers fundamental questions about a bit 

of information, where in the data flow it is used.  
 

• Metadata maximizes the value of data standards. 

14 



SMART Design: Metadata Repository 
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ROAD AHEAD 
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