	Meeting Agenda/Minutes



	Meeting Date:
	Wednesday March 7, 2012
	

	Meeting Title:
	Stage II

	Location:
	Telecon: 1-888-560-9583, code: 7912139
Webconnect: https://collaboration.fda.gov/stageii/

	Meeting Recorder
	Crystal Allard

	Attendees:
	Armando Oliva, Mead Walker, Bill, Jay Levine, Crystal Allard, Gensig, Julia Zhang, 


	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

	Meeting Minutes:
	· Scope includes Trial Summary domain with some additional Header-type elements

· Scope document is acceptable for now and can be discussed again after later, if necessary


	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
· Of interest are the differences. The storyboards are the same. The changes are in the design model. Now have definition of a structured document header and participation for document header – has an author and a responsible party. Allows information for organization and contact.  Second change is proposed study, which is a collection of timepoint events, ie. Research subjects, entering and exiting timepoint event. These are like trial elements and include events, procedures, administrations, visits, etc. A number are linked to the proposed study in addition to timepoint events. No need to duplication of procedures, etc. every time they’re referred to within a study. 

	
	· Mead’s question: is the define information related to Subject Data? 

· Is this information defined upfront during protocol design and carried through to the end, or designed at the end? 

· The intent is to have the information defined upfront and be used for design of SDTM datasets

· In practice, the define is generally created at the end

· Yes, the define information is part of Subject Data

	
	· Mead will send the Study Design mapping to the listserve
· Mead will locate or create the BRIDG to Study Design to include in the ballot package (as a link) 
· Armando will send two additional storyboards to Mead


	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?

	
	· Armando will create a document with further explanation and his specific questions for industry


	Action Steps
	Responsible Party
	Description

	
	Mead
	send the Study Design mapping to the listserve



	
	Mead
	Mead will locate or create the BRIDG to Study Design to include in the ballot package (as a link) 



	
	Armando
	Send two additional storyboards to Mead

	
	Armando
	Create a document with additional explanation regarding use of CDA R2 for CRFs with specific questions


	Next Meeting Date:
	March 14, 2012
	
	Time:
	11 am – 12 pm


PREVIOUSLY DISCUSSED ITEMS THAT DON’T NEED FURTHER DISCUSSION:
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