Meeting Minutes

CDISC-HL7 Stage I-B
November 6, 2008
11:00 am – 12:00 pm (EST)
Attendees / Affiliation

Dave Iberson-Hurst/CDISC (Co-Chair)

Patty Garvey/FDA (Facilitator) 
Julie Evans/CDISC
Joyce Hernandez/Merck

Mary Lenzen/Octagon
Armando Oliva/FDA

Diane Wold/GSK 
Gary Walker/Quintiles
Background

The Clinical Data Interchange Standards Consortium (CDISC) formed a Stage IB group to develop the requirements for the CDISC - Health Level 7 (HL7) Content to Message Project.  It was agreed by FDA and CDISC to conduct a series of regular conference calls for sub-team members as the initial path forward on the CDISC-HL7 IB activities. 

The purpose of this meeting is to discuss the StudyParticipation message mapping to Biomedical Research Integrated Domain Group (BRIDG).

Discussion 

· Julie had questions regarding the StudyParticipation BRIDG mapping.  Attached at the end of the minutes is the StudyParticipation mapping spreadsheet discussed during the meeting.  The following line item numbers were discussed and discussion points were captured in the comment column of the spreadsheet:
· Line 408: Implementation specific attributes – should this be in BRIDG.  Request Jason Rock to address this – why attribute in RMIM in class if there is not a need in requirement? How attribute gets in RMIM?
· Line 512: Subject Protection Code.  An example is – if subject protection approval is withdrawal then possible a status code. Request Jason to address – What is code being use for or what is planned?
· Line 514: Availability. Request Jason to address – Why we need in RMIM?

· Line 532: Why data collection in Subject Protection?  Dave has already asked Jason about this – has to do with status of study with respect to data collection and enrollment.

· Line 419: Study Investigator – status code is investigator and license entity.  Julie would is unsure what the difference is. In BRIDG attribute of study investigator is license and certification and in RMIM it is more detailed – license and license issuer.  The desire is to have more detail.  The concept of investigator is different from license.  Will probably add a new class in BRIDG.  Julie will discuss this further with Diane offline.
· Smita Hastak also developed a draft StudyParticipation mapping to BRIDG spreadsheet.  Attached at the end of the minutes is this spreadsheet.  The following line item numbers were discussed:
· Line 6: There is different in definition because BRIDG moved.  Julie indicated that we do need to update the definition in the message to align with BRIDG.

· Line 12: Julie will follow-up with Malik.
· Line 20: RMIM is ServiceProvider – this is different in StudyParticipation in BRIDG.  It may be possible to collapse multiple BRIDG classes.

· At the next meeting, November 20, 2008, will review the draft Subject Data storyboards.
ACTION ITEM:
Patty will follow-up with Jason Rock to address several questions relating to StudyParticipation messages. 
Attachments: 
StudyParticipation mapping spreadsheet



Smita StudyParticipation mapping to BRIDG spreadsheet
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