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CDASH??
Clinical Data Aquisition
Standard Harmonization

• Les 4 objectifs de CDISC / 
développement de 
standard pour:
– L’acquisition de données
– L’échange de données
– La soumission de données
– L’archivage de données

CDASH



Pourquoi CDASH?

• The CDASH project focuses on the FDA Critical Path Opportunity #45, and is supported by
– a collaborative group of organizations comprised of the Association of Clinical Research Organizations (ACRO),
– the Association of Clinical Research Professionals (ACRP),
– the American Medical Informatics Association (AMIA),
– Baylor College of Medicine,
– the Clinical Data Interchange Standards Consortium (CDISC),
– the Clinical Research Forum,
– the Food and Drug Administration (FDA),
– the National Institutes of Health (NIH),
– (the Clinical Research Policy Analysis and Coordination Program, the National Cancer Institute (NCI-caBIG and NCI-

EVS), the National Clinical Research Resources (NCRR), the National Library of Medicine (NLM), the National 
Institute of Child Health & Human Development (NICHD)),

– the Critical Path Institute,
– the Pharmaceutical Research and Manufacturers of America (PhRMA),
– the Biotech Industry Organization (BIO),
– the Society for Clinical Data Management (SCDM) and Duke Clinical Research Institute.

• CDASH was first announced by Dr. Janet Woodcock, (FDA), at the 2006 DIA Annual meeting.

"From the FDA's perspective, the quality and integrity of the data 
is paramount. Common standards for case report forms can 
improve both, and are also a crucial enabler for the biomedical 
research of the future, for example, to support genotypic and 
phenotypic evaluation of each subject. We appreciate CDISC 
taking the leadership role to start now to create the data 
collections tools for the future," states Dr. Janet Woodcock, 
Deputy Commissioner and Chief Medial Officer, FDA
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• CDASH is focused on the development of 
consensus-based ‘content standards’--specifically: 
element name, definition, and metadata -- for a 
basic set of global data collection fields based on 
the CDISC SDTM model

• The initial scope of the project is focused on the 
‘safety data domains’ to support clinical and medical 
research and safety reporting

• CDASH est différent de SDTM (notamment pour les 
variables dérivées) – mais conservation du niveau
de typage des informations (required, expected, 
permissible…)



• CDISC held the CDASH 
project kick-off meeting in 
October 2006 to initiate the 
first three project streams 
(sub-groups),

• and to organize interested 
volunteers into working 
groups aligned with these 
project streams.
– A total of 9 streams have been 

initiated and working since 
then.

– They have developed initial 
consensus versions for the 
following safety data domains:

• adverse events (AE),
• concomitant medications (CM),
• Demographics (DM),
• subject characteristics (SC),
• inclusion/exclusion criteria (IE),
• medical history (MH),
• substance use (SU),
• physical exam (PE),
• vital signs (VS),
• drug accountability (DA),
• Exposure (EX),
• Comments (CO),
• protocol deviation (DV),
• disposition/end of study (DS),
• Lab (LB),
• and ECG (EG).



Conclusion
• One key goal of this initiative is to facilitate the 

participation of investigators and investigative 
site personnel in clinical trials by allowing them 
to enter data in a common format across trials.

• This harmonization will ensure that there is an 
integrated flow of data from site through 
submission and warehousing/archive

=> Illustration of CDASH standardization into ODM


