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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 September 2009 ballot package for Study Participation, Study Design and Subject Data messages.
Discussion 

· Review September 2009 Ballot package for the CDISC HL7 project

· Subject Data Message

· Clinical statement has not changed so it was not discussed

· The difference is in the CMET – experiment unit changed to research subject

· Study Participation Message

· Discussion focused on the changes since the May 2009 ballot

· Study has a primary performer (investigator) and secondary performer (CRO, DMB, etc.)

· Study also has 3 status – (1) accruing subject “registration events”, (2) data collection – data being collected now, and (3) analysis – they group will focus on this in future release

· Organization is site

· Investigator played by person and as licensed entity

· Study activities changed to SAct at Site, which can have 3 status

· SubjectProtectionApproval concern with effective time of approval and committee approved

· Place is the service physical location 

· Site is organization 

· Experiment Unit changed to part of whole, i.e. left eye part of a person/animal.  The left eye is access point and was changed to a part. 

· Study Design Message

· Planned study is replaced over time. ControlActEvent (previously ReasonCode) is reason for amendment

· Study characteristics (planned study) – the arrow now points to change from SubjectOf

· Epoch and arm is now listed individually. Workflow items will now identify which epoch and arm it belongs to.

· TimePointEvents is now another observation.  Randomization was a special case but it was noted that it is a code value.

· ExperimentalUnit – added ConditionDefinition to define as many unit as wanted

· SpecializationClass added to re-use time point

· SubjectOf arrow now points to TimepointEventDefinition (it previously point to TimepointEventCharacteristics  

· Jason will develop an executive summary of the ballot changes.  He will also provide a direct link to the ballot package location.  These items will be provided on the project wiki page located at http://wiki.hl7.org/index.php?title=Study_Design%2C_Study_Participation_and_Subject_Data
· It was decided and agreed to cancel the August 19th meeting.  The next scheduled meeting will be September 2nd.

ACTION ITEMS:

1. Jason will develop an executive summary of the ballot changes.  This will be placed on the project wiki page.

2. Jason will provide a direct link to the ballot package location.  This will be placed on the project wiki page.

ADDENDUM to Action Items:

1. The following is the Executive Summary.  It is also located on the wiki at http://wiki.hl7.org/index.php?title=Stage_II_Project_Page&action=edit&section=7


The following are the high level changes to the study participation standard:

*
Some arrows act relationships arrows point a different direction

*
Some act relationship class codes have changed

*
There is now a separate concept from the study site (organization) from the place activities happen (physical location)

*
We consider body parts as part of the subject as opposes to access points of the subject


The following are the high level changes to the study design standard:

*
Some arrows act relationships arrows point a different direction

*
Some act relationship class codes have changed

*
One time point can belong to many arms at the same time.

*
Added location where activities can occur

*
Added the place activities happen (physical location)

*
We consider body parts as part of the subject as opposes to access points of the subject

*
You can define certain characteristics the experimental unit has to be assigned to a time point
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