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Meeting Minutes

CDISC-HL7 Stage II

March 17, 2010
9:30 am – 10:45 am (EST)

Attendees / Affiliation


Jason Rock/GlobalSubmit (Chair)



Patty Garvey/FDA (Facilitator)
Allen Glover/Covance

Bill Friggle/Sanofi-Aventis

Joyce Hernandez/Merck

Marcelina Hungria/ISI

Mary Lenzen/Octagon Research

Jay Levine/FDA

Chris Tolk/CDISC

Coco Tsai/FDA

Clyde Ulmer/FDA

Diane Wold/GSK

Julia Zhang/Genzyme

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 the next steps for testing the study participation, study design and subject data.

Discussion 

· Study Participation and Study Design Messages – Reconciliation Updates

· No changes to the model during ballot reconciliation

· Change made on class code and mood code from “less than or equal to” to “equal”

· All scenario used for testing will need to create output of xml to match the story boards.
· Discuss creating testing sub teams – controlled vocabulary, test case, technical.  This would require commitment from individuals to lead the sub teams and have active participation.  There was no commitment to develop testing sub teams at this time.   
· FDA is currently testing the messages and document. 

· FDA is currently developing a study participation x-form, which is a graphical interface for creating XML. Data are input into the x-form manually. FDA study participation x-form will be ready for production in April or May.
· There is a Cooperative Research and Development Agreement with GlobalSubmit to develop a study design software, which is being developed for the FDA reviewers to review study design information more effectively.
· FDA testing has a different focus than industries/vendors testing.

· Implementation Guide (IG)

· Many expressed a need to understand the message structure.  The implementation guide is needed to finalize testing.

· Patty will follow-up with Mitra on the status of the IG for study participation, study design and subject data. 
· Joyce volunteered to work with Mitra on the IG.

· Test Plan
· A test plan should be developed. Many indicated that they have not created a test plan, therefore requested a template or guidelines. 
· Marcelina volunteered to review the draft test plan.

· Jason volunteered to provide an example of a test plan.  
· Test cases will be based on the storyboards. Diane volunteered to review the study design storyboards, then create a SDTM style dataset. Julia volunteered to work on the test cases for study participation. No volunteer for subject data at this time.

· Several individuals agreed to work together to develop ideas for a test plan.  
· Writing transform

· Phase Forward has a Study Design software

· Will ask Phase Forward for assistance on writing transform to map Operational Data Model to HL7 message

· It was indicated that the schema for the messages and document are located on the FDA Data Standards Council website, http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm.

ACTION ITEMS:  
1. Jason to provide an example of a test plan.
2. Patty will find out the implementation guide(s) projected completion timeframe.

Drafted: PGarvey/3-23-10
