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The purpose of this meeting was to discuss applicable external standards, application of Registration status in the caDSR, and to walk through a sample data element harmonization.

External Standards.

Kathleen Gundry and Tommie Curtis demonstrated the data models associated with health data standards that are registered in the U.S. Health Information Knowledgebase (USHIK), an ISO/IEC 11179 metadata registry.  The USHIK registry, hosted at, but not maintained by NCI, supports a number of Registration Authorities for different Standards Development Organizations (SDOs) to provide a means of publishing their standards for reuse.  

The group looked specifically at the data elements associated with the Health Level 7 (HL7) standard to assess their applicability to NCI work.  It was noted that the USHIK registry had registered an early version of the HL7 model, which is not the version used at NCI. Kathleen said that the USHIK registry had not been maintained for a while but she had been in contact with the managers of the registry and learned that they intended to update their standards information more frequently.

Kathleen said that it was possible that the USHIK registry could simply be used as a research tool for NCI staff members who were seeking information on the data elements in health information standards.  Or, a data exchange with the USHIK registry could be arranged so that selected standards of interest could be loaded into the caDSR.  

It was suggested that the use of data elements from HL7 could be documented in the Source field.  Concern was expressed that by loading HL7 data elements into the caDSR, that they would duplicate a number of existing NCI data elements, creating confusion about which elements to use.  Kathleen noted that the HL7 data elements loaded individually would be able to be versioned and would serve as a reference for NCI users interested in using HL7 elements.  They could be searched and retrieved as a set associated with an external standard.  

The use of the USHIK comparison tool was also demonstrated.  

Kathleen said that the Harmonization Project was initiating a review of external data standards and solicited suggestions for data standards to be included.  The following standards were identified:  LOINC, SNOMED, MEDRA, NCPDP, National Drug Codes, OMB’s ethnicity and race reporting codes, ISO country codes, CDISC, and standards from the public health data standards consortium.  It was noted that Peter Covitz had mapped the LOINC model to the ISO 11179 model.  It was also noted that some data elements in the caDSR had been taken from these standards, and that information is noted in the Source attribute.  

There were some questions about the use of USHIK.  Kathleen said that she had seen a presentation on it at a metadata conference and promised to look up the information on the uses of the metadata registry.  The presentation set these goals for the metadata registry:  (1) Establish a focal point for documentation of data used in Health Care, developing data registry policies and procedures based on ISO/IEC 11179 standards, (2) Build, populate, demonstrate, and make available for general use a data registry to assist in cataloging and harmonizing data elements across multiple organizations, (3) Utilize selected Health Insurance Portability and Accountability Act (HIPAA) data elements for demonstration, (4) Develop enhanced data entry capability to support SDO day to day operations.

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 had mapped them to the workflow statuses in the caDSR.  It was emphasized that the Registration Statuses would not replace workflow statuses, but would provide information on the level of approval of the data elements, while workflow status would indicate the status of the data element in a workflow process.  Certain workflow statuses could be used to trigger consideration of data elements for promotion to a new Registration Status.  It will be necessary to evaluate how different contexts use workflow status.  It was noted that a comparison of context use of workflow was already posted on the web site.  

Comments were received on the mapping.  It was noted that the Released-Non Compliant workflow status is in use temporarily, and will eventually be discontinued.  Approved for Trial use does not really map to any kind of preferred or standard status as it may indicate that a data element was only used for one specific protocol and has not been through the owning context’s review process.  It was clarified that Recorded status means fully documented.  Workflow statuses that may apply here include Released, Committee Submitted Used, Committee Approved, and Approved for Trial Use.  Draft New data elements may be under development and can be mapped to an Incomplete registration status.  The Registration statuses should indicate which elements are incomplete and not eligible for sharing/designation, those that are sufficiently developed for sharing/designation, and those that are candidates for NCI preferred status, and those that are recommended for use NCI-wide.  The static registration statuses should be a simplified version of workflow statuses, perhaps just Retired, and then Retired-Deleted for those elements that should not be displayed in the caDSR.  Retired-Archived has the same meaning as the Superseded Registration status.  

There was discussion about how to use the registration statuses.  Some registration statuses could be considered triggers for harmonization events.  For example, a workflow status of released would indicate a level of approval within a context, and those elements could be considered eligible for review and cross-context approval as a “preferred element.”  Workflow elements indicating that an element is complete (fully populated) might trigger a Recorded registration status.  

Meeting participants were encouraged to share more comments on the statuses.

Harmonization Exercise

Tommie Curtis presented some sample data elements related to name, using some research done by Mary Supley.  The list showed that names had been established for many kinds of roles (patient, investigator, physician) and some names are in a single element, while others are broken out by first and last name.  

There was some discussion of the variation in datatype and length.  Perhaps the datatypes should be standardized.  Some attention to this information is valuable to help guide programmers using the data elements in applications.  

Feedback on the harmonization of names was sought for the next meeting. 

Other Issues

Diane Reeves expressed a need for standardization in use of drug names, and the potential for using EVS to store common drug names.  A future meeting could address report writer directions for analysis of EVS.

At the next meeting, there will be some discussion of the Harmonization Action Plan.  

Action Items

Context Administrators were asked to review and comment on the Tactical Action Plan for Harmonization, to provide a list of applicable external standards, to provide further comments on registration statuses and harmonization of person information.    

Next Meeting

Monday, November 3, 2003, 3 - 4:30 PM EDT
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