Meeting Minutes

CDISC-HL7 Stage I-B
October 23, 2008
11:00 am – 12:00 pm (EST)
Attendees / Affiliation

Dave Iberson-Hurst/CDISC (Co-Chair)

Jay Levine/FDA (Co-Chair) 
Patty Garvey/FDA (Facilitator) 
Julie Evans/CDISC
Scott Getzin/Eli Lilly

Joyce Hernandez/Merck

Wayne Kubick/Phase Forward 

Mary Lenzen/Octagon
Saurin Mehta/Novartis 
Barrie Nelson/Amgen 
Mitra Rocca/Novartis

Chris Tolk/CDISC

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 Domain Analysis Model (DAM) ballots and the face-to-face Stage IB meeting on October 30-31, 2008.

Discussion 

· Jay asked “If RMIM includes a clinical statement, would it be need to be included in the DAM.  Response: “If clinical statement is not included in the DAM, then we need to build a DAM to cover this territory”.
· The deadline for HL7 initial ballot content publication is October 30, 2008. Due to the time sensitivity, it was agreed that only the Study Participation DAM will be submit for the January 2009 DSTU ballot.
· The Study Design DAM still have many issues that require further discussion, such as randomization, experimental unit, study cell and arm.

· October 30-31, 2008 Stage IB face-to-face meeting
· Date/Time:
Thursday, October 30th – 1:30pm – 5:00pm

Friday, October 31st -
8:00am – 3:00pm

· Location:  Marriott Crystal Gateway
     1700 Jefferson Davis Highway
      Arlington, VA 22202

· Agenda

· Ballot status (10-15 minutes)

· Study Participation DAM (1 hour)

· Subject Data
· Storyboards on use at FDA

· Storyboards on discussion points from the October 9, 2008 meeting 
· Discuss Study Participation and Study Design dynamic issues
· DAM Ballot

· Julie will provide questions – will work on a worksheet.
· Is an informative ballot, therefore will be able to provide linkage to any review documents if necessary.
· Dave/Julie will provide documents on project wiki page early next week.
ACTION ITEMS:
1. Patty will follow-up with Frank regarding the conference room for the face-to-face meeting i.e. room name and AV capabilities.
2. Dave and Julie will post the face-to-face meeting documents on the wiki page. 
Attachment: Document Aims & Content
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Document Aims & Content

1. DAM

2. DAM to BRIDG



Gaps



A -> BRIDG X

B -> ? Implies gap

C -> BRIDG Y

D -> ? Implies gap

E -> BRIDG Z

3. DAM to RMIM



Informational



A -> RMIM M

B -> RMIM N

C -> RMIM O

D -> ? Implies missing req

E -> RMIM P

Map

Message DAM

Message RMIM

BRIDG

Document Content

Document Aims

Map

Class A

Class B

Class E

Class C

Class D
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