	Meeting Agenda/Minutes



	Meeting Date:
	Wednesday March 14, 2012
	

	Meeting Title:
	Stage II

	Location:
	Telecon: 1-770-657-9270, code: 7485962
Webconnect: https://collaboration.fda.gov/stageii/

	Meeting Recorder
	Crystal Allard


	Attendees: 

	First Name
	Last Name
	Affiliation
	E-mail Address

	Crystal 
	Allard
	FDA
	Crystal.allard@fda.hhs.gov

	Michael 
	Brennan
	J&J
	MBrenna3@its.jnj.com

	Jay 
	Levine
	FDA
	Jonathan.levine@fda.hhs.gov

	Clyde
	Ulmer
	NCTR
	Clyde.Ulmer@fda.hhs.gov

	Julia 
	Zhang
	Genzyme
	Julia.zhang@genzyme.com

	Terry 
	Hardin
	Parexel
	terry.hardin@parexel.com

	Mitra
	Rocca
	FDA
	Mitra.rocca@fda.hhs.gov

	Mead
	Walker
	Mead Walker Consulting
	dmead@comcast.net

	Amy
	Malla
	FDA
	Amy.malla@fda.hhs.gov


	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. 

	
	· Doesn’t appear that attendees have had a chance to look the test files. 

· Schemas are included in test file

· Shortcut at top level doesn’t work; need to navigate to StudyDesignTest\domains\uvrt\ uvrt_StudyDesignStructuredDocument.html

· Need to submit final ballot content to HL7 by March 22, 2012
· Need to reference CDISC standard in background or intro sections? Mead plans to include language similar to the following: “Design has drawn on CDISC clinical protocol model and has also reviewed CDISC SDTM and SEND implementation guides”. Sections of a structured document were based on previous ICH guidelines. 

· Name of topic may be requested to be changed. This will likely happen after ballot package has been submitted. 

· Storyboards included from 2-3 yrs ago. Armando sent 2-3 additional storyboards to Mead and he will be adding them to the model. 

· Do we need to make a statement in the scope section regarding that this is a final model or a model we anticipate will eventually be expanded and more granular in the future? Is this a high level design to be used as a starting point? 
· This is a DSTU, so changes are anticipated. Should not call it final. Do not want people to wait until it’s perfect/final to test it. Implicit in the DSTU process is the assumption that the model will be tested and updated. Updates can be made without changing the structure. 
· Implementers would like assurance of alignment of SDTM standard to this Study Design model. 


	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 
· Activity to map from updated Study Design to BRIDG done by Jean-Henri Duteau. HL7 IP issues are being explored and plan is to include a link to the mapping in the ballot package without including it and invoking HL7 balloting IP concerns. 


	TESTING INFORMATION FOR STUDY PARTICIPATION AND PATIENT NARRATIVE/CDA

	Discussion Points:
	· Armando to send on Friday 

	
	· Any particular requirements for testers? 


	Action Steps
	Responsible Party
	Description

	
	Armando 
	Send Email Regarding testing information for study participation and patient narrative/cda

	
	All Members
	Review Mead’s test Study Design Model file and provide comments to Mead (cc Crystal) by end of day, Friday 3/16

	
	Mead
	Update Draft Study Design Model based on discussion in meeting

	
	Mead
	Obtain BRIDG to Study Design mapping document, update it to match Study Design Model and send to FDA for posting, so link can be included in ballot package. 

	
	FDA
	Ensure link from ballot package to BRIDG-to-Study-Design-Model does not trigger HL7 IP concerns

	
	FDA
	Post Mead’s modified BRIDG to Study Design mapping document and provide link to Mead for ballot package. 


	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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