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	TESTING INFORMATION FOR STUDY PARTICIPATION AND PATIENT NARRATIVE/CDA

	Discussion Points:
	· Crystal sent email on Friday 3/16

	
	· Armando has drafted a high level test plan for testing study participation and patient narrative. 
· Crystal will send the test plan to the listserve today and request feedback by April 11. 
· Anticipate receiving tools for study participation on 4/15 and patient narrative on 6/1 – will demonstrate them in Stage II meeting

· Then encourage testers to submit test data over a 2 month period
· Some ‘scrub/anonymous data’ will be needed. Consider this before testing starts? Test plan does include a statement about this. Testers will need to start creating test files before testing starts. Armando can provide documentation regarding what type of information will be needed in test files. 
· Schedule demo for next Stage II meeting (4/11) – discuss the requirements for testing data 

	
	· Testers: list for Patient Narrative Testers may be the same for testing of Study Participation. Reach out to testers and ask if they cannot test Study Participation
· Some additional testers: Michael will send email addresses of ERS folks to ask for testing. 


	structured document question for industry folks

	Discussion Points:
	· CDA R2 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?

	
	· Can we ask submitters to create human-readable sections for CRFs which are not required by FDA to be submitted as part of a regulatory submission?

· Human readable text may be valuable because it may include elements not fully captured by the structured sections. 

· There are US regulations that require submission of CRF for Deaths and SAEs only, not all CRFs. 
· There is open-source technology that auto-generates text sections from structured sections. 
· Is it worthwhile to require the text sections in addition to the structured elements? It may not be burdensome to require text sections if they can be automatically generated from the structured data using an open-source tool.

· Could, or should the IG describe a means for capturing information not fully described on a CRF?  Could there be multiple CDA-based IGs for different use cases (unplanned events, diary data, etc.)?

· Terms and use cases should be defined…


	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.

	
	· Will be discussed in next meeting (4/11) when Mead returns. 


	Action Steps
	Responsible Party
	Description

	
	Crystal
	Send draft Patient Narrative and Study Participation Test Plan to Stage II group and request feedback by April 11th. 

	
	Crystal/Armando
	Remind testers they might want to start creating test files before testing starts. Armando can provide documentation regarding what type of information will be needed in test files. 

	
	Crystal/Armando
	Reach out to Patient Narrative testers and ask if they cannot test Study Participation

	
	
	


	Next Meeting Date:
	April 11, 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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