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	Study Design Test standard from Mead

	Discussion Points:
	· Available on Wiki: 
http://wiki.hl7.org/index.php?title=File:StudyDesignTest.zip
· First: read description of RMIM where biggest changes are. 

· Then look at model – Mead’s updates are linking timepoint events directly to planned study 

· It’s now a structured document, so there’s a document header, etc. 

· We have 3 weeks to make changes before submission to HL7. Draft material already sent to Becky by Mead
· Please bring comments to March 14th Stage II meeting. 
· Otherwise, please send all comments to Mead and Crystal by March 16th. 


	bridg mapping for study design

	Discussion Points:
	· Mead to send BRIDG to listserve for discussion
· Link to BRIDG to Study Design mapping to be included in Study Design Model Ballot Package 


	Action Steps
	Responsible Party
	Description

	
	
	

	
	
	

	
	
	

	
	
	


	Next Meeting Date:
	March 28, 2012
	
	Time:
	11 am – 12 pm


Previous Topics
	Study Design Structured Document IG R1 Scope

	Discussion Points:
	· Armando sent a Study Design Structured Document IG scope for version 1. Comments/Questions/Additions/Removals?

· Scope document available on wiki page: 

http://wiki.hl7.org/index.php?title=File:Study_Design_Structured_Document_IG_R1_Scope.doc


	structured document question for industry folks

	Discussion Points:
	· CDA R22 requires a narrative section. For most subject data received by FDA, a narrative section is not required. Seems to be a burden to implementers to require a narrative section for subject data. 

· There is a subset of subjects which require full case report form, deaths and discontinuations due to AE. 

· There is value in a full implementation of CDA R2 for that subset of subjects. However, is there value for industry in a full CDA R2 implementation representing full CRF (including narrative and machine-readable portions)?

· Is there value to industry in representing the full CRF in CDA R2?


PREVIOUSLY DISCUSSED ITEMS THAT DON’T NEED FURTHER DISCUSSION:
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