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Attendees / Affiliation

Jay Levine/FDA (Co-Chair) 
Patty Garvey/FDA (Facilitator) 
Julie Evans/CDISC
Terry Hardin/IBM

Wayne Kubick/Phase Forward 

Mary Lenzen/Octagon 
Barrie Nelson/Amgen 
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 will to continue on the BRIDG gap analysis.  Some of the gaps in BRIDG were identified during a Stage II WGM on June 12-13, 2008.  Mitra Rocca prepared a matrix of the gaps with mappings to the BRIDG. This document is being used as a starting point to harmonized gaps into the BRIDG. 

Discussion 
The group continued to review the Study Design model to ensure that all BRIDG gaps have been identified and work on getting these gaps harmonized into BRIDG.  The discussion points are captured within the attached DRAFT Refined Message Information Model (RMIM) Study Design document under the “Comment” and “Diane’s notes” columns.
DRAFT RMIM Study Design:

· TimePointEventCharacteristics
· Group table this topic for now

· Group is unclear about the definition

· Should find a person who understand the Reference Information Model


· Randomization
· BRIDG does not model process of randomization

· TDM team is working on definition

· Need to discuss during modeling session to define this concept
· ExperimentUnit – notes on this discussion have been provided by Diane Wold.
1.
The way the study participation and study design messages were constructed, with Experimental Unit pointing to a choice box which included person, animal, group of animals, and part of person or animal made me (at least) picture the study participation message for a study with the eyes as experimental units record as having a "record" for each eye and nothing for the subjects to whom the eyes belonged.  Jay said that wasn't how he thought it worked.  Jay's understanding was that the subject and each of their eyes would be participants in the study.  Also, the relationship between the subject and their eyes would be conveyed by the message.  I think there was still some concern that submitting data about the individual eyes was pretty different from what people think of when they think of current requirements for IND annual reports.  However, I (at least) was reassured that the choice box is not an exclusive (either/or) choice. 

2. I felt I was starting to understand how Jay (and perhaps Jason -- he wasn't at the meeting) see the different messages as relating.  As I understand it, the study participation message is conceived of as populating a "look-up table" of all the participants in the study.  The subject data would then contain identifiers for those participants, but would not necessarily carry information about related participations.  For example, if the subject data message carries a truly unique identifier for someone's left eye, then it doesn't need to also carry subject or study id, since that is contained in the study participation data, and can be looked up whenever it's needed.  (Note that this does imply that the study participation data knows all about the relationship between the subject and the study and the subject and their eyes.)  I think this is similar to the way SDTM stores investigator id only in the DM domain.  If you care about investigator name in association with, say, lab data, then you can "look up" or "merge in" the investigator information in DM. I speculate that the study design message provides the information about what participation relationships are going to be needed in a particular trial.  For example, that in this trial people are participating, and that the experimental units are those people's two eyes.  Or, in the pigs-with-stents trial we discussed, that the experimental units in the trial are parts of pigs, namely 5 particular arteries in each participating pig.
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