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The purpose of this meeting was to continue to discuss the process for harmonization of the content of the caDSR.

The Context Administrators were reminded to provide a list of 10 core information areas from their context that could be candidates for harmonization.  The lists can be sent to Tommie Curtis, CurtisT@mail.nih.gov.

The remainder of the meeting was a discussion of the harmonization options document that was distributed prior to the meeting.

Option 1 Cross-Context Designation: under this scenario, Context Administrators will identify good, reusable data elements of interest to many NCI contexts.  Context Administrators, who will be seeking data elements for reuse, will designate data elements registered in other contexts for use in their contexts.  Designation by multiple contexts will, by default, provide a level of harmonization.

Discussion: The use of this approach would not require any process changes for Context Administrators.  They could continue to review existing common data elements (CDEs) and choose ones from other contexts that meet their needs.  When necessary, negotiations between administrators would take place to expand or modify existing CDEs to meet the needs of users.  As multiple contexts begin to use the same CDEs de facto harmonization will occur.  This process will work better as the data content of the registry is improved and fewer choices need to be reviewed.  Some changes to current software tools would need to be made to help users find CDEs with multiple designations for reuse.  CDEs with multiple designations could be candidates for assignment of registration status and promoted for common use (see option 2).  Concern was expressed that while this helped identify good content, it would not help an outside user to easily find “preferred” content.  It was also clarified that this process could go on regardless of choices about other options.  A cross-context designation process is already in place, with a set of business rules.  It is helping to reduce redundancy and inconsistency in content.  Other proposed harmonization options would provide additional means of promoting preferred data elements and communicating those to users of the caDSR.  

A concern was expressed about the existing business rules limiting designation CDEs in certain workflow statuses (such as draft new).  This restriction has caused some CDEs to be duplicated since two contexts are working on them at the same time.  Peter said that this demonstrated why a common effort to develop preferred data elements in certain business areas would support programs.  There was a discussion of creation of a list serv to discuss CDEs of common interest.

Option 2 Additional Registration Status: The Registration Status (part of the 11179 model) could be used to indicate a data element that had been approved for usage across contexts.  A process for review and assignment of Registration Status would need to be developed.

Discussion: Data elements that are being used by multiple designations (the number to be defined) could become candidates for assignment of a registration status that would indicate they are approved for common use.  Rules for assignment of registration status and maintenance of promoted data elements would need to be developed.  Continuing dialogs between context administrators would be necessary to ensure the promoted data elements continued to meet their needs (e.g., the value domain may need to be expanded).  There was not a lot of opposition to this proposal.  Contexts would not lose control over their elements.  Business rules would need to be worked out. 

Option 3 Creation of an NCI Context:  An additional Context could be added.  This context would ‘own’ and ‘manage’ those data elements that were ‘acceptable for use in all NCI contexts’.  This context would consist solely of data elements that had been identified (by cross-designation or other process) as data elements of interest across contexts.

Discussion: The creation of an NCI Context would be one way to communicate which CDEs were preferred for cross-context usage.  The selection of CDEs for inclusion in an NCI Context could be based on cross-context designation, harmonization of existing CDEs (either use of an existing CDE or creation of a harmonized CDE), or other process to be developed.  CDEs selected for promotion to the NCI context would be reassigned to that context and the originator would relinquish ownership.  Change control rules would have to be developed so that modifications could be accomplished in a timely fashion to support the business needs of the context administrators.  A NCI Context Administrator function (one person or a committee?) would have to be created to oversee the content of the context.  A user seeking well-formed and preferred CDEs would be able to obtain them by reviewing the NCI Context content.  It might also be advisable to modify the CDE Browser so that it returned the “preferred” CDEs along with Context-specific CDEs in response to specific queries so that users could always view the “preferred” CDEs.

The process for promotion of CDEs to this NCI Context would require the consensus of all interested Contexts.  A process would need to be put into place of notifying Contexts of CDEs that are proposed for promotion, and giving them a period of time during which they could comment or object.  No comment would indicate agreement.  CTEP would need to involve their scientific committees in the approval process, so a reasonable period of time would need to be allotted to this review process.  

Some people expressed support for this option as a logical next step in developing groups of well-formed CDEs for reuse across NCI, however a number of concerns were raised about how this would be implemented. 

There was concern about the intent to “enforce” use of these CDEs across programs.  Peter said that these would be suggested for use by the growing body of researchers who want to leverage NCI work, and who are not just looking for meeting regulatory requirements.  The data elements would be able to be grouped by scientific subjects recognized by researchers (e.g., treatment trials), not by individual contexts.  He felt that while it was ideal to require the use of NCI elements in all studies, that “enforcement” would be up to individual contexts.  

Concern was expressed about transferring ownership of a CDE to another Context, and the possible loss of control over related components, including the CDE history.  Concern was also expressed on loss of control over the ability to make CDE changes to respond in a timely way to the needs of researchers within the Contexts for CDEs approved for trial use.  Some kind of rule would be needed to allow CDEs to be versioned or created for trial use, parallel to a longer review process.  Concerns were voiced that benefits of having a NCI Context would be small relative to the additional management and administration effort needed to support successful implementation.

Option 4 Creation of an Information Model: One way to make information available in an 11179 registry is to organize data elements into categories or groups.  The information is then presented to users in a way to help them discover elements of interest (e.g., graphical models or lists of related items)

Discussion: An information model could be created to provide a view of preferred CDEs.  This would not necessarily provide harmonization.  It was suggested that the development of an information model should be a separate activity from harmonization.  There was general agreement that it might be a good tool for communicating the information model of the NCI, and the data elements within each group, but that it didn’t directly address the need to harmonize the caDSR content or promote CDEs to demonstrate NCI-wide acceptance. 

 A classification scheme is part of the 11179 models that can be used to associate administered components into related groups.  Conceptual domains are another component of the 11179 models that can be used to organize data concepts, and then link them to data elements.  The group discussed use of conceptual domains and classification schemes to develop an information model.   CTEP has already invested a lot of time in developing conceptual domains within their context.  There was some concern about the effort involved in revising unique conceptual domains.  Peter Covitz agreed that additional resources would need to be applied to develop an information model in any form.  Applying a classification scheme owned by NCI could create a universal information model.  This would be less disruptive to Contexts, as it does not impact any aspect of CDEs in place.  Peter said this would help replicate the grouping of data elements that was presented in the old CDE Browser.  

There was some discussion about classifying conceptual domains, as well as data elements, as an organizational mechanism.  

Discussion Summary

There was a review of the intent to harmonize all components of a data element.  Data element concepts can be reused by different contexts.  But data elements are only truly shared when there is agreement on the data element and the related components, particularly value domains.  It was clarified that a list of permissible values associated with an element could be a very inclusive list, and that individual users could make use of just a subset of that list.  

There was general agreement that the ongoing cross-context designation provided a basis for all future harmonization efforts, though the inability to designate data elements in some workflow statuses was adding to the redundancy in the collection.  

There was a suggestion that the NCI Context could own and manage classification schemes, rather than data elements, at least as an initial step.  

The addition of a registration status was appealing to the group, but decisions would need to be made on the governance structure.  Assignment to a classification scheme and the addition of a registration status for promoted CDEs would make discovery and reuse easier.

More discussion is needed on the administration of an NCI Context to assess whether it is compatible with ongoing business processes within each Context.

Action Items

The Context Administrators were reminded to provide a list of 10 core information areas from their context that could be candidates for harmonization.

Further comments on the harmonization options may be sent to Tommie Curtis.

Next Meeting

Monday, September 22, 2003, 3 – 4:30 PM EDT

