	Meeting Agenda/Minutes



	Meeting Date:
	Wednesday April 11, 2012
	11am-12pm Eastern

	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

	Armando 
	Oliva
	FDA
	Armando.oliva@fda.hhs.gov


	TESTING INFORMATION FOR STUDY PARTICIPATION AND PATIENT NARRATIVE/CDA

	Discussion Points:
	· Email requesting participation sent 3/30
· Very Few Responses. Confirmed Study Participation Testers are:

· Michael Brennan and Frank Meloni

· Armando Oliva

· Crystal Allard

· Hon-Sum Ko

· Ana Szarfman


	REUSE OF TEMPLATES

	Discussion Points:
	· See Mead’s 3/15 email, subject “Talking About Templates

	
	· So, when should a template be reused?  I think it important for users of templates to define set of rules around this topic.  My tendency has been only to reuse those templates that fit exactly to the defined purpose.  Is that too narrow an approach?
· In addition, I have concerns over template management.  How can I suggest a client use a template that could be changed by its governing party?  What if, once a guide is deployed, I decide to change a template?  I can only do this if it is “mine”.  
· Finally, if I am going to reuse a template, I think it is important, perhaps vital, to know where to go for the authoritative copy.  I do not feel that way for the current suggestions.
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	Next Meeting Date:
	April 125, 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


	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 


PREVIOUSLY DISCUSSED ITEMS THAT DON’T NEED FURTHER DISCUSSION:
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