Meeting Minutes

CDISC-HL7 Stage II
August 6, 2008
11:00 am – 12:30 pm (EST)
Attendees / Affiliation

Jason Rock/Global Submit (Chair)

Patty Garvey/FDA (Facilitator)



Bill Friggle/Sanofi-Aventis

Scott Getzin/Eli Lilly

Joyce Hernandez/Merck

Jan Hess/Proctor and Gamble

Dave Iberson-Hurst

Pierre-Yves Lastic/Sanofi-Aventis

Mary Lenzen/Octagon Research Solutions

Armando Oliva/FDA
Mitra Rocca/Novartis

Bill Rosen/Pfizer

Gary Walker/Quintiles

Diane Wold/GSK

Background

FDA wishes to receive, in regulatory submissions, standard clinical study information content developed by the Clinical Data Interchange Standards Consortium (CDISC) in a Health Level 7 (HL7) message exchange format.  This is key to the FDA strategic initiatives to improve public health and patient safety.
This project is currently broken into two stages: requirements analysis and message development.  Stage IB team was developed and tasked with the requirements analysis responsibilities.  Stage II team was developed and tasked with the message development responsibilities.

The purpose of the meeting is to discuss mapping of selected SDTM domains (demographics, deposition, exposure, adverse event, and laboratory) to the Study Participation and HL7 clinical statement.

Discussion 

· The July 23, 2008 meeting minutes were reviewed and approved.

· Jason provided the following web address of the Study Participation and Study Design DSTU ballot package for those who were unable to locate on the HL7 website: http://www.hl7.org/v3ballot/html/welcome/environment/index.htm

· Follow-up to the BRIDG GAP analysis responsibility action item from the July 23rd meeting “Stage IB and II Chairs/Co-chairs will discuss and determine who will be responsible for BRIDG harmonization activities”.

· Patty shared with the group that a teleconference occurred between her, Dave, Jason, and Armando to discuss this specific issue.  It was noted that Jay was on vacation. The decision was to have Stage IB lead the BRIDG GAP analysis and forward these gaps to the BRIDG Technical Committee for harmonization.  It was reiterated that this process is consistent with what is stated in the Project Charter.

· Dave indicated that it was the logically time to do the GAP analysis while the Study Participation and Study Design are under review for DSTU ballot.  However, he indicated that he did not have a specific mechanism at the moment on how to proceed with this process.  He stated that this will be tough and require a lot of work because the gaps will be new material but any differences may require a lot of debate and discussion.  He requested individuals provide him with gaps that they have identified during the requirement gathering and development of these messages.  He will collect the gaps and put it into one document.

· In addition, many of the gaps were documented during the June 12 -13th face-to-face meeting.  Refer to the June 12 – 13th meeting minutes for this additional information.

· It was discussed and agreed that Stage II would provide any necessary support and assistance to the process.

· It was proposed that one quarter be reserved during the CDISC HL7 working group meeting during the HL7 meeting for BRIDG GAP analysis discussion.  Scott was concerned that one quarter may not be enough time to discuss this issue. Patty and Dave will discuss this proposal offline and hopefully be able to provide the group with more details at the next meeting.

· Agenda for the next meeting on August 20th:

· Joyce presentation on defining experimental unit.

· Jason will continue his SDTM domain mapping to the HL7 clinical statement. 

ACTION ITEMS

1.
Patty and Dave will work together to establish the agenda for the CDISC HL7 all day working group meeting on September 16th during the HL7 meeting.  

2. Joyce will distribute the document for her presentation on defining experimental unit at the next meeting on August 20th. 

3. The following items are specific to the SDTM demographic domain mapping discussion:

a. Laboratory range with reference to age will be discussed during the laboratory domain

b. Subject assignment in a particular arm – everyone was encourage to research this issue further and share with the group 

c. Determine if there is a list that HL7 uses for clinical gender

Attachment: SDTM domains mapping 
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