Meeting of caDSR Context Curators

December 15, 2003, 3 - 4:30 p.m. (Final)

Attendees:

Val Bragg/Oracle

Amy Berk/CTIS

Peter Covitz/NCICB

Tommie Curtis/SAIC

Jen Flach NCI/DCP

Kathleen Gundry/SAIC

Theresa Lynch/BAH

David Lyons/BAH

Brenda Maeske/SAIC

Beverly Meadows/CTEP

Hrvoje Medvedovic/NCICB

Chitra Mohla/NCI/DCEG

Ravi Rajaram/WESTAT

Dianne Reeves/NCICB

Anne Ryan/NCI/DCP

Ken Sims/ScenPro

Michele Smerek/EDRN

Mary Supley/EMMES

Denise Warzel/NCICB

The purpose of this meeting was to discuss issues in value domain creation and to solicit comments on the draft outline for the Business Rules framework document that will provide context administrator guidance on caDSR content.

Denise Warzel opened the meeting with the announcement that Val Bragg will be leaving the team, to be replaced by another Oracle project manager, Edmund Mulaire.  Val will be greatly missed.

Value Domain Management

Tommie Curtis identified several issues with value domain management in the caDSR.  There are restrictions on the addition of new values to value domains owned by another context, which restricts reuse of value domains.  Peter said that it is possible to use an existing value domain as a basis for development of a new one by copying it and deleting items that do not apply to your context.  However, the caDSR does not capture the relationship between the original value domain and the one that is based on the old one.  This linkage information would be valuable in understanding reuse of value meanings.  The identification of relationships between components might be a new requirement for the tools.  Similar issues apply to Conceptual Domains (CD) and the value meanings related to them when the CD is ‘owned’ by another context.

The tools do not allow creation of subsets of value domains without duplicating value meanings and permissible values.  It was noted that the extension tables that manage form data allow a user to select permissible values for a form, which amounts to the creation of a value domain subset for a form.  The application builder then extracts the form metadata from the caDSR, but not the CDEs themselves.  The extension tables that support development of Case Report Forms (CRFs) are the interface between the data dictionary information in the caDSR and the application development environment.  

Tommie invited participants to send value domain use cases to her to be discussed at a future meeting.  Guidance on value domain management will be part of the Business Rules Framework.

Business Rules Framework

Part of the plan for harmonization is to develop a business rules framework, containing guidance for context administrators to develop consistent content for the caDSR.  An outline of the document was distributed and comments were solicited.   Following is a summary of the comments:

The outline includes as a topic the reuse of concepts and value domains (Section 6.0).  It should more specifically address the reuse of conceptual domains and value domains.  

There is some confusion among context administrators about what is required for compliance with ISO 11179, and what is desired for “well formed” data elements and other administered components.  Any ISO requirements for other administered components should be described.  A section should be added that addresses this topic.  

Section 4.0 of the document proposes to address Workflow/Registration Statuses.  It was suggested that the completed rules for workflow status should be in a separate section.  It was agreed that Section 4.1 would describe Workflow Statuses, Section 4.2 would describe Registration status rules, and that the relationship between the 2 sets of statuses could also be addressed in Section 4.0. 

Section 9.0 on Change Management will need to explain that there are context-specific rules, and then focus on cross-context issues and impacts.  This section can address the cross-context designation report that will serve as a notice of change to designated CDEs.  

Use of CDEs in application development

Theresa Lynch and David Lyons from Booz Allen Hamilton asked if they could address their issues related to versioning of CDEs and value domains.  They are working on the development of the CSAERS application for DCP.  They will be using an automated process to extract CDE information from the caDSR for creation of their application.  They need to ensure that they are using the most current versions of the caDSR information and know when changes have occurred so that their application can be updated.

They said that having more than one version of a CDE with a Released status within a context created confusion about which CDE was recommended for use.  They suggested that the caDSR could enforce a business rule that only one version of a CDE could have the Released status.

They noted a problem with the current versioning rules for CDEs and value domains.  Currently, minor changes to CDEs or value domains are permitted without requiring versioning.  For example, a value domain could be created without the maximum length being specified, the addition of a maximum length would not currently require versioning.  If the value domain is not versioned, there will be no way for them to identify changes and apply the changes in their application.
The group discussed instituting some rules and tools to help application developers.  There was a suggestion that a history of statuses (with effective dates) could be retained.  This could apply to both workflow and registration statuses.  Similarly, begin and end date or change date on versioned data elements might be implemented.  Or, begin and end dates could be instituted for permissible values.  

Val Bragg pointed out that while Last change Date is stored, there is no way to know exactly what changed.  There was a proposal to restrict changes in Released data elements unless they were versioned.  A Value Domain would have to be versioned if you delete or add values.  The group agreed to revisit Rules #4 and #5 to reconsider versioning rules for Value Domain changes.

This raised the issue that if Value Domains are curated in the Enterprise Vocabulary Service, that there would need to be communication about changes in lists.  

Next Meeting

The December 29, 2003 meeting is cancelled.  The next meeting is scheduled for Monday, January 12, 2004, 3 - 4:30 PM EDT

3
1

