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The purpose of this meeting was to discuss the phasing of the proposed CDE Harmonization process, registration statuses, and how to register caBIG in the caDSR.

caBIG Registration in caDSR
Peter Covitz introduced the question of how to register data elements from the Cancer Bioinformatics Grid (caBIG) project in the Cancer Data Standards Repository (caDSR).   The caBIG initiative will have data elements associated with it, some that are common among all participating cancer centers, and some that are specific to individual participating centers.  One center is already working on a Clinical Data Management System, based on Oracle Clinical.  They are reviewing existing Common Data Elements (CDEs) in the caDSR for possible reuse.

CaBIG working groups will start by January 2004, and there will be a working group on data elements and vocabulary.  NCI will provide curatorial and training resources for this group.

Denise Warzel suggested creating a caBIG context, and using classification schemes to organize data elements within each participating center.  There was also a suggestion that caBIG could be created as part of an existing context, such as SPORES or CCR.  However, if caBIG has its own governance structure for approval of elements, that might conflict with the processes within an existing context.  

The Food and Drug Administration (FDA) will participate in caBIG  workgroups to contribute to development of standards for reporting.

There was also some discussion of institutionalizing a sharing mechanism for data elements prior to registration, using spreadsheets.

Phasing for Harmonization

The harmonization team had distributed a phasing plan for review, and invited comments.  

Mary Supley suggested that the plan specifically address cross-context designation.  CDEs would be reviewed after the data clean-up is completed and further duplication might be removed from the caDSR by cross-designation.  Kathleen said that was a good idea and said that it would be added to Phase I.  There will need to be some assessment about how long that will take.  

Peter suggested that the external standards work be represented in more than one phase.  External standards may be reviewed and registered in the caDSR as part of Phase I.  But, in Phase III, there should be a task for identifying external standards efforts that should merge into the CDE process, as well as a future task to make the NCI standard elements the basis for a national or international standard.  Bev Meadows said that some of the external standards groups are beginning to adopt data formats that NCI has used.  

Peter also suggested adding Phase IV for expansion of NCI standardization efforts and possible extension of the NCICB model for metadata management to other parts of NIH.  

Registration Statuses from ISO 11179

There was further discussion of how to apply the Registration statuses to CDEs in the caDSR.  The harmonization team provided a new mapping of workflow statuses to the Registration statuses, using the mapping proposed by Mary Supley.  

The group reviewed the recommended registration statuses and discussed their application at NCI.  

“Draft Mod” workflow status was initially mapped to the Incomplete registration status.  After some discussion it was decided to remove Incomplete from the Registration Statuses and not assign a Registration Status to CDEs that early in their development.

The group tentatively agreed that the following registration statuses would be meaningful:

Retired (for a previous standard that has been retired)

Superseded (for a previous standard that has been replaced)

Standardized elsewhere (for registration of standards from outside organizations)

Candidate (for elements proposed for standards)

Qualified (a candidate element that is completely documented according to the 11179 quality standards)

Standard (for elements that all contexts agree is a preferred form)

Suspended (for data elements considered for standards and rejected)

Application (for data elements registered as part of an application, that will not be promoted for standardization)

The team will need to develop a refined list.  A list of defaults will need to be developed so that Oracle can support the automatic assignment of statuses.

CaDSR Content Guidance/Business Rules Framework

Kathleen asked for suggestions for issues that need to be addressed by a common set of caDSR content guidance.  Denise Warzel said that there was need for guidance on use of begin and end dates for CDEs and values.  Good definitions for the use of dates will help creation of effective dates for elements associated with applications.  There is a need to communicate the effective date of a “standard” element, as well as to communicate dates of usage.  If a data element is being used by a protocol or an application, it is misleading to have an end date indicating that it is retired.  

Next Meeting

Monday, December 1, 2003, 3 - 4:30 PM EDT
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