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February 9, 2004, 3 - 4:30 p.m. (Final)
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The purpose of this meeting was to discuss status of caDSR cleanup, CTEP standard vocabulary terms, value domain harmonization, and issues related to managing form questions and instructions, in relationship to CDEs.

CaDSR Content Cleanup Status

Context administrators reported on the status of their cleanup activities.

Dianne Reeves reported that the CCR context was actively developing of CDEs to support forms for new studies.  She has developed a quality review process that includes 26 indicators of well-formed CDEs and a quality checklist that could be shared with other Contexts.  She said that CCR has recently worked through issues on 350 CDEs, resulting in retiring 104 and releasing 115.  The CCR Configuration Control Management Group is reviewing and making decisions on promotion and retirement of the CDEs.

She has identified a number of formats for commonly used data, such as dates and ages.  She would like to see the group develop methods for reuse of value domains.  CCR is developing new classification schemes and data elements to support units of measure.  The long lists of values are being recorded in EVS and will be enumerated by reference in the caDSR.

Mary Supley reported that CTEP has renamed more than 1800 Released CDEs.  This process has included the creation of names in accordance with the CTEP naming conventions and the verification of other data element attributes for accuracy and completeness.  The associated value domains and data element concepts have gone through a similar process of renaming and verification of attributes.  CTEP has also been adding new data elements from 5 disease committees.  They are currently undertaking a change management review of CDEs in the following workflow statuses for consideration for Released status:  Draft New, Draft Mod, and Approved for Trial Use.  Unneeded/unused classification schemes have been retired.  All data element-classification scheme item associations have been corrected and these assignments are now reflective of the decisions of the CDE disease committees.

Hrvoje Medvedovic reported that the SPORES context has reviewed the original set of 450 CDEs created.  The review resulted in the identification of 117 unique CDEs that have statuses of Released and Approved.  Others CDEs were retired.  Some value domain cleanup remains.  The Classification Schemes were revised so that CDEs can be retrieved by study.  There is a plan to add classification schemes for SPORES program types (body part based).  

A new SPORES study has been recorded, with 100 new CDEs with draft new status.  The CCR and CTEP contexts were reviewed to ensure the uniqueness of the new CDEs.

SPORES has posted guidance on created Case Report Forms and how to use CDEs in Oracle Clinical.  This was presented at Oracle Clinical training.  This should be evaluated for use in the caDSR content guidance document.

Kevin Jacobs introduced himself as a consultant to DCEG.  He plans to create CDEs for epidemiological studies.  DCEG is interested in applying hierarchical ontologies in the creation of sources for object class and property.  The group referred him to Frank Hartel to address how to create the hierarchical ontologies in EVS.  Mary Supley explained the concept of designating existing CDEs for reuse.  

Kevin brought up issues related to structuring CDEs and the use of qualifiers.  For example, you can have a data element on age, associated with a data element on person role, or a series of data elements on Patient Age, Child Age, etc.  The group said that there had not been consistent structuring in the past, as it depended on the reason that the CDE had been recorded.  Because the CDEs were often recorded from forms, there is not a one-to-one relationship between the CDEs and how they are implemented in forms and in databases.  There is a need for the caDSR to support more than paper CRF forms, but to show how CDEs are implemented.  In addition, structural problems can prevent reuse of the CDE.  Denise Warzel suggested that creation of derived data elements could address this problem.

DCP is in the process of developing new CDEs, and trying to learn from other contexts, and trying to reuse available recorded CDEs.  The Significant Adverse Event CDEs were a large group that was recently recorded by DCP.

CTEP Word List

The CTEP word list was sent out for review.  It is a comprehensive term vocabulary, indicating whether a term is used as an object class, property or qualifier.  CTEP has additional information that Context Administrators would like to see, such as abbreviations.  

Although the list was developed solely for use in the CTEP Context, it may be applicable NCI wide, with variations by other contexts.  Hrvoje suggested making the list available so it could be searched.  

Value Domain Cleanup

A review of the caDSR revealed that there were no CDEs without Value Domains and very few Value Domains not associated with CDEs.  So, it appears that there is no cleanup problem with orphan records.

Value Domain Harmonization

CCR expressed concern about how to structure date fields so they are reusable.  Contexts may need value domains for partial dates, as well as complete date formats.  This may preclude reuse/designation.  Options considered were establishing 3 domains:  one for year, one for month and year, and one for year, month and day.  Alternatively, a standard for a full date format (YYYYMMDD, for example) could be adopted, and defaults could be established for the missing data.  Contexts were asked to comment on solutions that would meet the needs of their user group.  Value domains for other commonly used values such as Gender, Race, Ethnicity, and Indicators could be candidates for harmonization.

Managing Question Metadata

Currently, form questions are stored in the Document Text field.  Directions on completing the form are stored in explanatory comment.  The one-to-one relationship between specific question wording and data elements is precluding reuse.  The group needs to address how questions could be managed so that they are related to data elements, but not synonymous with them.  This is a topic for a future meeting.

Action Items

Context Administrators should inform Denise Warzel how to change CDE workflow statuses from “unassigned” or “under development” to support the retrieval of records.

CTEP should send out an expanded version of its word list, including abbreviations.  

Review CCR quality review methods to see if they can be applied across contexts.

Next Meeting

The next meeting will address a mix of software issues and content issues. The next meeting is scheduled for Monday, February 23, 2004, 3 - 4:30 PM EDT.
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