Meeting of caDSR Context Curators

April 19, 2004, 3 - 4:30 p.m. (Final)

Attendees:

Jennifer Bush/ScenPro

Tommie Curtis/SAIC

Kathleen Gundry/SAIC

Heather Kincaid/EDRN

Brenda Maeske/SAIC 

Bill McCurry/ScenPro 

Beverly Meadows/CTEP

Hrvoje Medvedovic/EKAGRA

Edmond Mulaire/Oracle

Ravi Rajaram/WESTAT

Dianne Reeves/NCI/CCR 

Mary Supley/EMMES

Denise Warzel/NCICB

Marcy Winget/EDRN 

The purpose of this meeting included a review of Proposed Sort Order for Specific Registration and Workflow Status, discussion of Assignment of Workflow Statuses for Forms, review of Registration and Workflow Status document, discussion of implementation of Registration and Workflow in the caDSR, and continued discussion of Date and Time CDEs and value domains for harmonization. 

1. Proposed Sort Order for Specific Registration and Workflow Status

A handout was provided to review the Sort Order of the Registration and Workflow Statuses.  There was a consensus among the group to change the order of the Registration Status Sort Order to the following:

1. Standard

2. Candidate

3. Qualified

4. Standardized Elsewhere

5. Superseded

6. Retired

7. Suspended

8. Application

It was also the group’s decision to have the Workflow Status Sort Order as follows:

1. Released

2. Released-non-compliant

3. Committee Approved

4. Committee Submitted Used

5. Approved for Trial Use

6. Draft Mod

7. Committee Submitted

8. Draft New

9. Retired Withdrawn

10. Retired Phased Out

11. Retired Archived

12. Retired Deleted

13. Not Assigned

Hrvoje mentioned that the Workflow Status Sort Order should be the same in every list to retain a level of consistency.

Mary emphasized that Retired Deleted CDEs should not be shown in the Browser.  Edmond advised that this was taken care of and does not show.

2. Assignment of Workflow Statuses for Forms

Mary provided a list of Suggested CRF/Template Workflow Statuses for review.  She stressed that this list was created in the context of CDE development.  The group agreed upon the following order and changes to the wording.

1. Under Development

2. Submitted for Review

3. Review Complete CDE-Non-Compliant

4. Submitter Response Complete

5. Review Complete, CDE-Compliant

6. Approved

7. Retired

 The first line of the definition for Submitter Response Complete was changed to the following:  Submitter has reviewed and responded to CDE review comments.

EDRN and SPOREs requested that “Approved for use” be added to the list since they require a scientific review.  Kathleen asked the two groups to provide a definition.   Tommie asked Edmond for a current list of statuses and definitions.  

CTEP requested that their CRFs are not shown in the Browser.  Edmond suggested adding a “Publish” toggle; so that when a group wants their CRFs shown in the Browser they would “Publish” them for public use.

Mary also provided a list of Protocol Statuses.  Edmond will research the need of Protocol Statuses for Form Builder and bring it up at the next software meeting.

3. caDSR Registration and Workflow Statuses – Usage and Definitions 

The group approved the Registration and Workflow Statuses to be incorporated into the Business Rules.

4. Date and Time CDEs and value domains for harmonization

Beverly Meadows handed out CDISC Submission Data Standards Implementation Guide that discusses Date and Time formats.  The group was asked to review and provide comments.  Beverly to provide link to the CDISC website.

Tommie passed around the Recommendations for Specification of Date and Time.  Kathleen pointed out that this was a new, descriptive format for a data standard.  She asked to the group to review both the substance of the proposed Date and Time standard, as well as the new format.  Tommie recommended for partial dates that you would want to have the month and year, minimum of year unless unknown.

There was a discussion of the rules for managing missing information, default information. 

Kathleen said that the harmonization team had reviewed the Released data elements in the caDSR related to date and time.  She said that the naming was quite consistent, and that very little duplication had been found.  A few data elements with some potential overlap were referred to the owning contexts for their comments regarding the uniqueness of the CDEs and the potential for change.

5. Other Discussion

Beverly mentioned that she and Anne Tompkins are attending an HL7 meeting in May and will inform the group of any relevant material. 

Next Meeting

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