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The purpose of this meeting was to discuss initiation of harmonization, new enumeration by reference feature, versioning value domains, use of decimal field, and training needs.  

1. CDE Harmonization

Kathleen reviewed the current status of harmonization efforts and noted that most contexts have almost completed their review and cleanup.  The group has previously suggested the area of Patient Demographics as the first area for harmonization.  A review of CDEs currently in the caDSR for this topic area will be done and provided to the group for review and discussion.

2. Enumerated by Reference

Enumerated by Reference is an alternative way of relating values and value meanings to a Value Domain.  Rather than registering a list of values, such as State Names or Body Parts, in the caDSR as a list of Permissible Values, Value Meanings, and Value Meaning Descriptions, a list can be entered in EVS and then referenced in the caDSR.  This will eliminate list synchronization issues between EVS and caDSR.  Good candidates for enumeration by reference are large value sets developed by standards development organizations, including state codes and drug codes.  

caDSR Release 2.1 is intended to include the option to identify a list using the Enumerated by Reference domain type to reference lists that reside in EVS.  It is anticipated that it will not be possible to view a list from the caDSR or other tools for Release 2.1.   A user would have to view the referenced list in EVS.  It was noted by CTEP that for the current CRT to correctly retrieve matching CDEs and values the values must reside in the caDSR, so changes in this tool would also be needed.  Additional functionality is planned for caDSR Release 3.0, including links at the valid value level.  Denise Warzel and the software team continue collecting requirements for this functionality for both Release 2.1 and 3.0 and will be making final decisions soon about what features will be in the next release.

The CCR context has already provided some lists of values to EVS that they would like to use by reference.  CTEP requires its constituents to use standardized wording for enumerated valid values.  They are concerned that, if synonyms are displayed, the appropriate wording might be unclear to users.  Denise noted that the current plan was to display the EVS preferred name but that synonyms may also be displayed.

A potential use case was identified.  C3D has a need to obtain enumerated by reference values from the caDSR.  The identifier will be needed at the valid value level to permit extraction from EVS.  Denise suggested using an API to get the information for C3D.  Another use case is the need to use the CRT to access enumerated by reference values.  Current tools don’t support getting values from EVS so updates will be needed for caDSR Release 3.0.

New Business

1. Support for New Contexts

Several members of the team have commented that there should be some training materials available for new context administrators.  These should include Standard Operating Procedures, Project Background, Use Cases, Documentation/Users’ Manuals for Tools, Project Governance Procedures, etc.  Materials might include fact sheets, PowerPoint presentations, written documents, how-to-use cases, better documentation on the website, and other materials.  Users need to understand the caDSR information model and how/where to add data.  It was suggested that new users also need to know about the tools that are available to support the caDSR, such as the loader spreadsheets, XML formats, CRT, etc.  Additionally, it was suggested that additional documentation could be added within each of the tools.   Training would be needed for different audiences, including context administrators and form builders.  The SPORES context combined training on the CDE Browser with C3D training. A usability review of the web site was suggested.

There will be a demo of caDSR and related projects for caBIG participants.  A training session is being given at Columbia University this week and the feedback from that session might guide the types of training materials that will be needed for new users.

The group will want to review the new NCICB Users Application Manual just posted on the NCICB web site (http://ncicb.nci.nih.gov/NCICB/).  The first section of this manual focuses on the vocabulary, ontology, and metadata services provided by the EVS and caDSR projects.  Two web interfaces to the EVS are described in Chapter 2, the NCI Metathesaurus Browser and the NCI Ontology Browser.  Three interfaces to the caDSR are discussed in Chapter 3: the CDE Browser, the CDE Curation Tool, and the caDSR Admin Tool. Together, the EVS and the caDSR projects address many of the representational needs and standardization issues involved in large scale research and the sharing and exchange of scientific data.  The second section of this manual focuses on the genome analysis and data mining tools newly released by the caBIO and caArray  projects. NCICB has previously provided genome analysis tools via the CGAP and CMAP web sites.   

Other sources for this introductory information include the materials posted on the caDSR website, the CTEP process documentation, the business rules summary, ISOIEC 11179 and related standards.  

Mary Supley suggested that information needed to be disseminated on how to apply the business rules, and a process for changing them.   She noted that information on the background for caDSR business rules development should be provided and new contexts should be given guidance on implementation of the rules for their context.

The group expressed interest in how their business rules would apply to caBIG.  No decision has been made on how to curate caBIG content.  
2. Registration Status

Denise Warzel provided an overview of the plans to add the registration status attribute to the caDSR.  It will be implemented for CDEs only.  The default Registration status will be blank.  Only the owning Context Administrator will have the ability to edit the field.  The status will be added to the exports, though it will not display in CRT yet.  Tommie Curtis provided a list of definitions for the various Registration Statuses that were created from the previously approved text.  She asked that the members of the team review the text.  An initial workflow is being developed to outline how administered components could be moved through the various Registration Statuses.   This will be provided to the team as a starting point for creation of the promotion processes.  The sections of the ISO 11179 model pertaining to Registrar, Submitter, and Steward are not being implemented for Release 2.1.

3. Versioning Valid Values

The current text outlining versioning rules for valid values is not clear on when/how versioning should be applied.  There are problems with identifying changed value domains if they are not versioned.  One options is to have a business rule that versioning should be required when changes are made to Value Domains with a workflow status of Released.  The text should also address the use of Begin and End Dates for values in a Value Domain.

Requiring a new version of a value domain and, likely, any associated data elements, will be confusing to CTEP constituents because some data elements would be prone to frequent changes.  This would be particularly difficult if, during a protocol review, a data element needed to be versioned after it was associated with a CRF on that protocol.  Furthermore, most of CTEP’s Released data elements are associations, which are necessary for proper display and download of templates.  The harmonization team will draft some business rule changes and present them to the group.  
4.  The Use of Decimal in a Value Domain

One member of the team asked the question of how the Decimal field should be used.  The current usage guidelines note that a Value Domain with a datatype of Number is required to have the Decimal field populated.  Tommie noted that the Excel loader is adding ‘zero’ to the Decimal field regardless of the datatype.  This has been reported to the loader development team.   Not all contexts are using the Decimal field in the same way.  There was a proposed to rename the Decimal field and call it Precision so that it could be used to document level of precision, such as for date fields.  Tommie Curtis will check the ISO 11179 model to see how this field is defined for use.  The use cases should be documented and then usage harmonized across contexts.

Next Meeting

The next meeting is scheduled for March 22, 3-4:30 p.m.
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