Meeting Minutes

CDISC-HL7 Stage |-B
March 13, 2008
11:00 am —12:00 pm (EST)

Attendees/ Affiliation
Jay Levine/FDA (Co-Chair)
Patty Garvey/FDA
Scott Getzin/Eli Lilly
Terry Hardin/IBM
Armando Oliva/FDA
Jason Rock/Global Submit
Diane Wold/GSK

Background

The Clinical Data Interchange Standards Consortium (CDISC) formed a Stage 1B 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 was to discuss the agendafor the face-to-face March 19,
2008 mesting.

Discussion

o The March 19, 2008 meeting will focus on the Study Participation storyboards.
The group will capture the following storyboard high level ideas. who, what
exchanged, how information used, and etc.

. The storyboards will need to be translated to messages, therefore it should
describe the following content: players (who send), receive (who) and timing
(trigger points).

. Any contents that are identified to be missing from Biomedical Research
Integrated Domain Group (BRIDG) will be captured in the BRIDG gap analysis
and forwarded to the BRIDG Technical Harmonization Committee.
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