Meeting of caDSR Context Curators

March 22, 2004, 3 - 4:30 p.m. (FINAL)

Attendees:

Tommie Curtis/SAIC

Kathleen Gundry/SAIC

Brenda Maeske/SAIC

Beverly Meadows/CTEP

Hrvoje Medvedovic/EKAGRA

Ravi Rajaram/WESTAT

Dianne Reeves/NCI/CCR

Mary Supley/EMMES

Anne Tompkins/CTEP

Denise Warzel/NCICB

The purpose of this meeting was to discuss the harmonization of workflow statuses for CRFs and Protocols, preferences for display of protocols and CRFs in the Form Builder, present harmonization process and implementation, outline for Business Rules and Guidance document, 11179 meaning of precision and its relation to caDSR decimals.  

1. Harmonization of Workflow Statuses for Forms and Protocols

Mary Supley had previously requested that the contexts discuss and agree upon names and definitions for workflow statuses for CRFs and for Protocols.  Denise explained that the new Form Builder tool does not have workflow statuses defined for version 1.0 but that this feature could be added for future new releases.  Mary recommended looking at the existing list of workflow statuses available for forms and protocols.  Business rules should be developed so that all contexts are using the workflow status in the same way.  There are currently 12 protocol/CRF workflow statuses in the caDSR, although not all are available or being used.  Denise will send a list to Tommie of which ones are in the list and which ones are being used.  Tommie verified with Denise that currently there is no default status in Form Builder.  The default could either be blank or Draft New.  Denise advised the group that there is a demo of Form Builder scheduled the software meeting next week and further discussions as to the choice of a default value would be appropriate at that time.

2. Harmonization Process and Implementation

Tommie handed out a spreadsheet that compares HL7 and ISO 8601 Standards for Date with several examples of the type of date information currently in the caDSR included.   She noted that the group should decide how to use qualifiers when developing harmonized CDEs.  The harmonization process as outlined in the harmonization document was distributed and briefly reviewed by Kathleen.  The group agreed that initial harmonization efforts should begin with Released Data Elements first and that a tally of elements and whether they had been designated for usage in multiple contexts should be done.  Currently there are 230 Released Data Elements for Date.  CTEP noted that time should be included when looking at date.  Currently there are 19 Data Elements for Time.  The first type of elements to be reviewed will be for Date and Time.  Tommie will update the spreadsheet to include Question, Short Name, Long Name, Definition, and a Comments column for each context.  Kathleen asked that comments be shared via email.

Tommie mentioned an issue that has come up in the DCP context when creating CDEs for CRFs that will be recorded in Oracle Clinical.  Oracle Clinical permits the addition of text values to Numeric and Date/Time field using a construct known as and AlphaDVG (this permits adding “Not Obtained” as a permitted value to a numeric or date field).  It is possible to add a new data type to the caDSR called AlphaDVG and describe what it is in the Data type annotation.  This new type would permit the inclusion of alphanumeric enumerated values associated with a CDE with a representation of “Date”.  Ravi explained that other systems would not recognize Alpha DVGs.  This topic and possible solutions will be discussed at a subsequent meeting.

Registration Status Definitions

Tommie provided the group with definitions for Registration statuses and asked if there were any comments.  Mary Supley commented that the definitions should be less prescriptive, and not include language like “should or should not be used.”  She said that perhaps the definitions could be rewritten to simply indicate NCI standards status.  

Tommie and Kathleen will revise the definitions and present them in a table side by side with the related workflow statuses.  

3. Business Rules and Guidance

Tommie discussed the current Business Rules document and reviewed the topics to be included.   The Business Rules and Guidance document will contain both the rules adopted by the context administrators and guidance for users of the caDSR.  The group suggested that sections on the relationship of registration status and workflow status be added, definitions that describe ISO compliance/caDSR compliance, and rules/guidance for selection of objects and properties be written.  Dianne Reeves suggested adding a definition of a well-formed metadata data element.  An outline for the document, with suggested additions, is attached to these minutes.  The document will need to address how the rules apply to all content in the caDSR, and how Contexts can petition to make changes to the rules.    

Tommie asked the group send her any additional suggestions for topics to include.  Sections of the document will be posted on the website as they are adopted by the group.

Dianne suggested adding screenshots of errors and what those errors mean.  It was pointed out that a users guide to the caCORE applications was available on the web site.  A users guide is the best place to document software functionality.  Tommie Curtis agreed to send out the location of the users guide for the group to review (NCICB User Applications Manual, ftp://ftp1.nci.nih.gov/pub/cacore/NCICBapplications/NCICBAppManual.pdf ).  It is possible that information about errors could be added to this manual.

It was noted that new kinds of information are being loaded in the caDSR, and the document will have to address appropriate levels of metadata both for the traditional “standard CDEs” to be used on Case Report Forms, as well as for the new metadata associated with UML models and applications.  The applications may be registered, using classification schemes to organize elements by screens and elements by forms.  Decisions will need to be made on assignment of workflow statuses and registration statuses to these elements.

Denise mentioned the need to improve reuse of the lowest common denominators in the caDSR, object class and property.  She said that effective reuse of object class and property in registration will allow users to assess commonalities between application metadata and standard-related metadata.  There is a need for training on the use of object and properties and how the rules are applied.  Hrvoje asked that some examples be made available for further understanding.  Denise said that DCEG 
is working on a proposal for improved development and use of conceptual metadata, and she will schedule them  to present their recommendations  at a future Software meeting.

4. 11179 meaning of precision and its relation to caDSR decimals 

At a previous meeting there had been a brief discussion on precision and decimals in the caDSR.  A suggestion had been made that precision could be used in the specification of date and partial date fields.  

The following definitions relating to recording of precision information are from the ISO 11179 model (11179-3-2003):

data element precision - the degree of specificity for a Data Element

NOTE 1 Metamodel construct is: Attribute of Data Element.

NOTE 2 Expressed as a number of decimal places to be used in any associated Data  Element values. If not specified, the default precision may be taken from the unit of measure precision on the associated Value Domain.
unit of measure precision - the degree of specificity for a Unit of Measure

NOTE 1 Metamodel construct is: Attribute of Unit of Measure.

NOTE 2 Expressed as a number of decimal places to be used in any associated Data Element values. To be used as a default if no precision is specified on the Data Element itself.

If meaningful, a Value Domain may be associated with a Unit of Measure - the unit in which any associated Data Element values are specified.  The unit is designated by a unit of measure name. When specified, the unit must be consistent with the dimensionality specified in the corresponding Conceptual Domain. Optionally, a unit of measure precision may be specified, as the number of decimal places to be supported in the

associated Data Element values. This precision shall be considered a default that may be overridden for any particular Data Element.
A data element precision may be used to specify the number of decimal places permitted in any associated data element values. If not specified, the unit of measure precision from the associated Value Domain shall apply.

The current usage of Decimal in the caDSR does not map to an ISO 11179 attribute.  Denise was asked to provide examples of current Unit of Measure and attributes and Value Domains other than blank or no value for decimal place for the next meeting.

Tommie reported that in the DCP context a Date CDE that is derived from separate Month, Day, and Year elements is being considered to allow for dates where only the year or month and year are the only values known.

This topic will be discussed further at a subsequent meeting.


5.
Other Discussion

Mary Supley reported that the Discoverer report to facilitate Designations, requested by the group last summer, had been completed.  The report identifies data elements, designated by a specific context, that have been modified or versioned within a given timeframe. 

Next Meeting

The next meeting is scheduled for April 5, 3-4:30 p.m.
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