	


HL7 RCRIM Working Group Meeting Minutes

September 15, 2011


Thursday Q1 Business Meeting continued
Attendees

	First Name
	Last Name
	Affiliation
	E-mail Address

	Isabelle
	Davias
	Sanofi Aventis
	isabelle.davias@sanofi-aventis.com

	Julie
	Evans
	CDISC
	jevans@cdisc.org

	William
	Friggle
	Sanofi Aventis
	William.Friggle@sanofi-aventis.com

	Yuiko
	Fukui
	PMDA
	fukui-yuiko@pmda.go.jp

	Pierre-Yves
	Lastic
	Sanofi Aventis
	pierre-yves.lastic@sanofi-aventis.com

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

	Ed
	Tripp
	Edward S. Tripp and Associates
	edward.tripp@estripp.com

	Marti
	Velezis
	Sonrisa Consulting
	marti.velezis@sonrisaconsulting.com

	Steve
	Ward
	Lilly
	stw@lilly.com

	Taku
	Watanabe
	PMDA
	watanabe-taku@pmda.go.jp


I. Three year plan continued 
Co-Chairs
The plan was updated and will be posted for an electronic vote to accept it.
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CRFQ will present updates at an RCRIM teleconference before preparing ballot materials. CRFQ timeline will be provided at the September 27, 2011 RCRIM teleconference. 
II. January WGM Agenda
Co-Chairs
	Day
	Date
	Qtr
	Time
	Event
	Session Leader
	Room

	Monday
	16-Jan
	Q1
	9:00-10:30
	None
	
	

	
	
	Q2
	11:00-12:30
	None
	
	

	
	
	Q3
	1:45 -3:00
	CTR&R Update
	Scott Getzin
	

	
	
	Q4
	3:30 -5:00
	BRIDG Update
	Julie Evans
	

	Tuesday
	17-Jan
	Q1
	9:00-10:30
	CRFQ Ballot Reconciliation
SPL update (UDI)
	Marti Velezis
	

	
	
	Q2
	11:00-12:30
	Joint session with O&O, Pharmacy IDMP and CPM
	Hosted by O&O
	

	
	
	Q3
	1:45 -3:00
	PSUR
	Joint with PS Hosted by RCRIM
	

	
	
	Q4
	3:30 -5:00
	RPS Ballot Reconciliation 
	Jason Rock
	

	Wednesday
	18-Jan
	Q1
	9:00-10:30
	RPS Ballot Reconciliation
	Jason Rock
	

	
	
	Q2
	11:00-12:30
	Business Meeting
	Co-Chairs
	

	
	
	Q3
	1:45 -3:00
	CDISC to Message
-CDA IG Ballot Reconciliation

-Study design working session
	Lise Stevens
Mead Walker
	

	
	
	Q4
	3:30 -5:00
	CDISC to Message
-Study design working session
	Mead Walker
	

	Thursday
	19-Jan
	Q1
	9:00-10:30
	Unfinished Business
	Co-Chairs
	

	
	
	Q2
	11:00-12:30
	Clinical Genomics Discussion (1/2 qtr)

	
	

	
	
	Q3
	1:45 -3:00
	Review Study Design Structured Documents
	Joint with SDWG
SD Hosting
	

	
	
	Q4
	3:30 -5:00
	Hold for other topics
	
	


Request rooms Q3 Mon-Q4 Thurs
CIC is working on a project for CV imaging and they are looking at regulatory submissions. Should this be a joint project with RCRIM? It was agreed that we should invite Brian McCourt to a RCRIM teleconference to provide an update.
Wednesday Q2 Joint session with Clinical Genomics
	First Name
	Last Name
	Affiliation
	E-mail Address

	Joyce
	Hernandez
	Merck
	joyce.hernandez@merck.com

	Pierre-Yves
	Lastic
	Sanofi Aventis
	pierre-yves.lastic@sanofi-aventis.com

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

	Amnon
	Shabo
	IBM Research - Haifa
	shabo@ibm.com

	Mukesh
	Sharma
	Washinton University in St.Louis
	sharmam@wustl.edu

	Daryl
	Thomas
	Life Technologies
	daryl.thomas@lifetech.com

	Ed
	Tripp
	Edward S. Tripp and Associates
	edward.tripp@estripp.com

	Mollie
	Ullman-Cullere
	DFCI
	mollie_ullman-cullere@dfci.harvard.edu


III. Clinical Genomics Update
Joyce Hernandez
We announced that Clinical Genomics will be joining the Domain Experts Steering Division. Imaging Integration will be moving from Domain Experts to Structure and Semantic Design.

Joyce Hernandez provided the following update:
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Following the presentation there was a general discussion on HL7 processes and a sharing of the RCRIM wiki site.
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Three Year Plan

		WG (Work Group name here)		Title of Project or Activity		Project Insight ID#		Roadmap Strategy		second triannual preparatory and ballot cycle period of 2010: 2010 T2
Sep 2010				2010 T3
Jan 2011				2011 T1
May 2011				2011 T2
Sep 2011				2011 T3
Jan 2012				2012 T1
May 2012				2012 T2
Sep 2012				2012 T3
Jan 2013				2013 T1
May 2013				2013 T2
Sep 2013				2013 T3
Jan 2014				2014 T1
May 2014				2014 T2
Sep 2014

								RoadmapStrategies-V2.2.doc		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM		Prep/Ballot		WGM

		Regulated Clinical Research Information Management		Regulated Product Submission Release 2		217		STRATEGY 2.1 & 2.2		DSTU - Reconcile		DSTU - Request Publication		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		END PROJECT

		Regulated Clinical Research Information Management		Regulated Product Submission Release 3		539		STRATEGY 2.1 & 2.3														DSTU - Ballot		DSTU - Reconcile		DSTU - Ballot		DSTU - Reconcile		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		Periodic Reporting of Clinical Trial Laboratory Data, Release 2		271		STRATEGY 2.1 & 2.3		ON HOLD												END PROJECT

		Regulated Clinical Research Information Management		Laboratory Test Result Abnormality Assessment		178		STRATEGY 2.1 & 2.3		ON HOLD												END PROJECT

		Regulated Clinical Research Information Management		Drug Stability Reporting (eStability)		275		STRATEGY 2.1 & 2.3		Normative - Notify														Informative - Request Publication

		Regulated Clinical Research Information Management		CDISC to HL7 Message - Study Design		205		STRATEGY 2 and 3		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		CDISC to HL7 Message - Study Participation		206		STRATEGY 2 and 3		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		CDISC to HL7 Message - Subject Data (CDA IG)		207		STRATEGY 2 and 3		ON HOLD		ON HOLD		DSTU - Development		DSTU - Development		DSTU - Ballot																Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		Clinical Trial Registration and Reporting		372		STRATEGY 2 and 3		DSTU - Reconcile		DSTU - Request Publication		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		Clinical Trial Registration and Reporting r2				STRATEGY 2 and 3																						DSTU - Development		DSTU - Development		DSTU - Ballot		DSTU - Reconcile		DSTU - Trial Use		DSTU - Trial Use

		Regulated Clinical Research Information Management		Clinical Research Filltered Query Service Funtion Model		541		STRATEGY 2 and 3		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Development		DSTU - Ballot		DSTU - Reconcile		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use

		Regulated Clinical Research Information Management		BRIDG Domain Analysis Model		538		STRATEGY 2 and 3		Informative - Request Publication		Informative - Development		Informative - Development		Informative - Development		Informative - Ballot		Informative - Reconcile		Informative - Request Publication		Informative - Development		Informative - Development		Informative - Development		Informative - Ballot		Informative - Reconcile		Informative - Request Publication		Informative - Development		Informative - Development		Informative - Development		Informative - Ballot		Informative - Reconcile		Informative - Request Publication		Informative - Development

		Regulated Clinical Research Information Management		Medical Product Information (includes Drugs, Devices, Biologics, Veterinary Products) (SPLr5)		325		STRATEGY 2.1 & 2.2		DSTU - Reconcile		DSTU - Request Publication		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		Notification to Physicians for marketed product Information				STRATEGY 2.1 & 2.3														END PROJECT

		Regulated Clinical Research Information Management		Clinical Study Functional Profiles UPDATE to harmonize with EU				STRATEGY 2.1 & 2.4																		Normative - Development		Normative - Development		Normative - Development		Normative - Development		Normative - Ballot		Normative - Reconcile		Normative - Notify

		Regulated Clinical Research Information Management		Subject Data Validation Service Functional Model				STRATEGY 2.1 & 2.5										DSTU - Development		DSTU - Development		END PROJECT

		Regulated Clinical Research Information Management		Regulatory Activity Submission Hierarchy
(RASH)				STRATEGY 2.1 & 2.6																						DSTU - Development		DSTU - Ballot		DSTU - Reconcile		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use

		Regulated Clinical Research Information Management		aECG r2				STRATEGY 2.1 & 2.7										DSTU - Development		DSTU - Development														DSTU - Ballot		DSTU - Reconcile		DSTU - Request Publication		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use

		Regulated Clinical Research Information Management		Subject Data CDA IG to support patient narratives				STRATEGY 2.1 & 2.8																DSTU - Development		DSTU - Ballot		DSTU - Reconcile		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use		DSTU - Trial Use



Edward S Tripp:
IG developed 1 year for now.

Edward S Tripp:
Merge R2 and R3

Edward S Tripp:
Mark and Jason to let us know when to ballot

Edward S Tripp:
Withdraw the project

RoadmapStrategies-V2.2.doc



Data

		Anatomic Pathology		ON HOLD

		Anesthesiology		Comment Only - Development

		ArB		Comment Only - Ballot

		Arden Syntax		Comment Only - Reconcile

		Attachments		Informative - Development

		Child Health		Informative - Ballot

		CCOW		Informative - Reconcile

		Clinical Decision Support		Informative - Request Publication

		Clinical Genomics		DSTU - Development

		Clinical Interoperability Council		DSTU - Ballot

		Clinical Statement		DSTU - Reconcile

		Community Based Collaborative Care		DSTU - Request Publication

		Education		DSTU - Trial Use

		EHR		Normative - Development

		Electronic Services		Normative - Ballot

		Emergency Care		Normative - Reconcile

		Financial Management		Normative - Notify

		Government Projects		Maintenance

		Health Care Devices		Outreach

		Imaging Integration		END PROJECT

		Implementable Technology Specifications		External Collaboration

		Implementation/Conformance

		Infrastructure & Messaging

		International Mentoring Committee

		Laboratory

		Marketing

		Modeling & Methodology

		Orders & Observations

		Patient Administration

		Patient Care

		Patient Safety

		Pharmacy

		Process Improvement

		Project Services

		Public Health Emergency Response

		Publishing

		Regulated Clinical Research Information Management

		RIM Based Application Architecture

		Scheduling & Logistics

		Security

		Services Oriented Architecture

		Structured Documents

		Templates

		Tooling

		Vocabulary
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Clinical Genomics 

Domain Analysis Model

Joyce Hernandez

Mukesh Sharma





*









Project Objective

		To develop a robust Domain Analysis Mode (DAM) which will eventually cover information needed for all –omics areas and support linking to clinical data results contained in other models such as CDISC BRIDG, LSDAM or an EHR. Integration of information from clinical and research is an important to step to facilitate translational medicine.
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Domain Modeling History

		Original Domain Analysis Model

		Genetic Variation (based on V3 message) and Gene Expression (balloted portion)

		Our initial DAM was part of the Gene Expression CMET project. During our initial modeling efforts we recognized the need to add a "generic" layer to our model that would represent concepts that are common to multiple –omics technologies as well as allow integration of clinical results.  By including these classes it will facilitate extension of the model to support other technologies. 







*









-Omics Modeling

		-omics Model

		As part of the analysis, representatives of the HL7 CG team are acting as liaisons to the NCI caBIG® ICR WS IRWG (National Cancer Institute caBIG® Integrative Cancer Research Workspace Information Representation Work Group) in the development of a Experiment Model.  The work done by the NCI project was  brought in as one of the analysis inputs to our HL7 CG DAM development effort.

		Currently, starting point is the Experiment model (Life Sciences DAM) with changes done by Joyce and Mukesh. 

		We are also including CG Gene Expression DAM (i.e. uses cases and information represented in the original model).

		The completed model will have:

		One high level generic backbone (right now based on Experiment section of LSDAM)

		Each –omics area will have it’s own submodel.

		Some –omics areas might be complex enough to have their own submodels.







*









Approach Objectives

		Represent most important “common” concepts for Clinical Genomics that will have stability across technology platforms.

		Harmonization Process 

		Started with Experiment model (LSDAM)

		Harmonized information from CG Gene Expression DAM/BRIDG DAM  to experiment model 

		Work out details for representing the data







*









Approach Steps

		Continue harmonization effort 

		Identify gaps between (use cases or the CG DAM classes) and the experiment model

		Address gaps

		Provide feedback to LSDAM and/or BRIDG







*









References

		CG Gene Expression DAM  (previously balloted)

		http://www.hl7.org/v3ballot2010may/html/welcome/downloads/downloads.htm

		LSDAM v2.2.1

		https://wiki.nci.nih.gov/display/LS/Life+Sciences+Domain+Analysis+Model+%28LS+DAM%29

		BRIDG v3.0.2

		http://www.bridgmodel.org/













*









Weekly Meeting information

-omics Modeling Sessions



		888-877-0620    Event Number:  804198

		Tuesday 4-5 pm (EDT)

		https://merck.uc.att.com/rtc/meet/?ExEventID=804198







*



















*









Notes 

		Summarize unresolved issues from the harmonization effort until now (Mukesh).

		Areas already visited for harmonization: Person, BiologicEntity, Subject, SubjectIdentifier, Experiment and ExperimentalStudy, Protocol, Document (Publication).  

		In scope uses cases from Gene Expression DAM (previously balloted; Gene Expression Domain Analysis Model_Version2_May-2010_Ballot)

		2.1 Sponsor-Agency Storyboard

		2.2 Sponsor-Lab Storyboard:

		2.3 Healthcare Breast Cancer Recurrence Risk Assessment Using Gene Expression Profiling 







		?







Decided that “2.4 Pharma/Biotech to Gene Expression/Genetic Variation Lab Use Case Overview” is not in scope as we are not dealing with work orders at thsi point.
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