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The purpose of this meeting was to continue to discuss the plan for harmonization of the caDSR content and steps to implement the plan.

Harmonization Plan.

Kathleen Gundry presented a process diagram of the proposed harmonization process, and discussed the steps involved in identifying candidate data elements and the stages for promoting them through registration statuses.  It is assumed that initially, statuses would be set automatically by the tools, and that individual or groups of data elements would be promoted by Context Administrators, or by the Harmonization Team as part of the harmonization process.

Bev Meadows commented that the process needed to take into consideration the parallel processes in place in each Context.  Kathleen said she realized that some steps would take a fair amount of time, due to the need for coordination with scientific communities associated with individual contexts.  

The group discussed the steps in the diagram. There is a step to review existing CDEs in the caDSR, and a step for reviewing external standards.  Which should be done first?  Kathleen commented that if groups of CDEs were being promoted from the caDSR, that some harmonization with related caDSR content might already have taken place.  This could then be followed by an external standards review.  It is also possible that an external standards review also could take place as part of initial CDE development, and might not be needed again during the harmonization process.

There was a question about the proposed set of registration statuses, and what the difference is between the candidate and recorded statuses.  Recorded status indicates that the data elements are well-formed and fully populated as identified by ISO 11179.  

It was agreed that the diagram would be sent out with the minutes, and that people would be invited to comment.  

Registration Statuses from ISO 11179

Tommie Curtis presented a table of recommended registration statuses that the ISO committee has proposed as part of revising ISO 11179 – Part 6, which addresses the registration process.  She said that the process diagram had been drafted, using several statuses from the list, but not all of them.  The list from ISO includes both dynamic statuses for those data elements that are being advanced through a process, as well as static statuses for data elements that are merely documented in the registry, and are not expected to be promoted through a standardization process.  She invited Context Administrators to review the list and provide comments on statuses that would be useful to NCI.  

Mary Supley said that currently, the workflow statuses included four different kinds of “retired” statuses.  These should be reviewed for mapping to static registration statuses.  

Generic vs. Specific CDEs

Tommie Curtis presented some sample data elements, demonstrating generic and specific CDEs.  The Context Administrators were invited to consider whether to standardize on a generic element like Gender, or to standardize on specific elements like Patient Gender Category.  It is possible to standardize a generic element, then build specific data elements and associate them to the generic one.  Kathleen pointed out that in order to standardize questions on forms, that the specific data elements needed to be addressed.  It was pointed out that standard or preferred elements needed to apply both to encoded data elements in a data base record, as well as questions on a form.  With the evolution toward electronic data collections, data elements would be more closely tied to their database representation.  In order to specify data element formats, like maximum length, input would be needed from those who were familiar with the forms and the actual data being collected as stored in current databases.  

It was pointed out that in considering standardizing on person name, that first name and last name were problematic for Asian names, and that family name and given name might be more broadly applicable.  Recommended maximum field lengths must take into account diverse cultural naming rules, such as hyphenation or concatenation of multiple family names.

Similar issues arise related to units of measure.  Some standards might include two related data elements, one for a value (like age or weight) and the related element for the unit of measure (years or months, pounds or kilograms).  It was noted that current data elements may include the unit of measure in the definition (age in years).   The inclusion of unit of measure information should be required for any type of measure values, such as laboratory data.  The team will look at LOINC to see how that standard is addressing unit of measure related to values.

Tommie said that she had distributed ISO/IEC 20943-1, a guide to populating metadata registry content, for review.  It is likely that this guide would need to be tailored to meet NCI needs, as the NCI is using the ISO 11179 model a bit differently.  But, it is a good explanation of the process of creating well-formed data elements.  There is another guide to the population of value domains, ISO/IEC 20943-3 that will be distributed.  This will be compared to the CTEP content guidance so that a single guide to populating the caDSR can be developed for use by all contexts.

Tommie talked about leveraging some new project work, such as DCP’s Severe Adverse Events project, to have the group review data elements of common interest.  Other projects to be considered include CCR lab results data elements, breast cancer elements, HL7, and the Consolidate Health Informatics Initiative, as well as CDUS mandated data elements.

At the next meeting, there will be a Centra session to review the health information standards loaded into the DoD’s U.S. Health Information Knowledgebase.  

Next Steps

Agree on process diagram.

Agree on registration statuses.

Review content guidance.

Begin harmonizing with a small set of data elements to address the generic/specific data element issue.  

Action Items

Context Administrators were asked to review and comment on the harmonization process diagram, registration statuses, and content guidance.  

Next Meeting

Monday, October 20, 2003, 3 - 4:30 PM EDT
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