Meeting Minutes

CDISC-HL7 Stage I-B
September 16, 2008
11:00 am – 5:00 pm (PST)
Attendees / Affiliation

Dave Iberson-Hurst/CDISC (Co-Chair) (Q1-4)
Patty Garvey/FDA (Facilitator) (Q1-4)
Julie Evans/CDISC (Q1-4)
Joyce Hernandez/Merck (Q1-4)
Ed Helton/NIH-NCI (Q1-4)

Bron Kisler/CDISC (Q1-4)

Wayne Kubick/Phase Forward (Q1-4)

Pierre-Yves Lastic/Sanofi-Aventis (Q1-4)

Mary Lenzen/Octagon (Q1-4)
Barrie Nelson/Amgen (Q1-4)
Armando Oliva/FDA (Q1-4)
Diane Wold/GSK (Q1-4)
Mitra Rocca/Novartis (Q1, 3, 4)

Tim Morris/Emory University (Q2, 3, 4)
Kristi Eckerson/Emory University (Q2, 3)

Phil Pochon/CDISC (Q1, 4)

Lee Coller/Oracle (Q4)

Davera Gabriel/UC Davis (Q3)

Christof Gessner/HL7 Germany (Q1)

Julie James/Blue Wave (Q1)

Raffael Jovine (Q3)

Jason Rock/Global Submit (Q4)

Geraldine Wade (Q2)

Steve Ward/Eli Lilly (Q1)

Background

The Clinical Data Interchange Standards Consortium (CDISC) formed a Stage IB group to develop the requirements for the CDISC - Health Level 7 (HL7) Content to Message Project.  It was agreed by FDA and CDISC to conduct a series of regular conference calls for sub-team members as the initial path forward on the CDISC-HL7 IB activities. 

The meeting took place during the HL7 Working Group Meeting (WGM) in Vancouver, Canada.  The purpose of the meeting is to discuss the Biomedical Research Integrated Domain Group (BRIDG) gap analysis for Study Participation and Study Design.

Discussion 
Some of the gaps in BRIDG were identified during a Stage II WGM on June 12-13, 2008.  Mitra Rocca prepared a matrix of the gaps with mappings to the BRIDG. This document is being used as a starting point to harmonized gaps into the BRIDG. 
The meeting discussion points are captured within this document <<attached to these minutes>> under the “Comment” columns. In addition an analysis model was created for Study Participation. 
The group will continue to review the Study Participation and Study Design models to ensure that all BRIDG gaps have been identified and work on getting these gaps harmonized into BRIDG.

The Patient Care group invited CDISC HL7 project group to their WGM to provide an overview of the CDISC HL7 project.  The Patient Care group also provided an overview of their current project. There were interesting similarities in the approach being taken by the patient care group with other work being that is currently under way within CDISC.
It was stated that there is overlap work being done between the two groups. It was proposed that a joint meeting between the two groups at the next HL7 meeting in January 2009.
ACTION ITEM

1. Patty will contact Bill Goossen, Patient Care Co-Chair, about a joint Patient Care and CDISC HL7 WGM at the January 2009 meeting.  
Attachments:
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README

		#		DRAFT Study Participation  RMIM Mapping to BRIDG 2.0 README Notes

		1		Please note that this is a DRAFT of the study participation RMIM mappings to BRIDG 2.0.

				The HL7 models (RMIMs) developed by Jason, based on the storyboards developed by FDA, were reviewed.  The team analyzed each class and attribute one by one, then compared each attribute with the BRIDG Release 2.0.  The class codes were compared between the two models and some class names were renamed to match BRIDG class names.





Gaps in BRIDG St. Participation

		DRAFT RMIM Study Participation														BRIDG R2.0 Classes

		Class Name		Souce Class of Attribute		Attribute Name		Role		Data Type		Comments		Diane's Notes from Meeting		Class Name		Class Defintion (Note:  values are truncated)		Attribute Name		Role		Attribute Defintion 
(Note:  values are truncated)		Parent Class (aka Source Class)		Data Type

		Investigator		Role				Role				In RIM, the StudyInvestigator is a Role, in BRIDG, a participation. Ask BRIDG THC for change. 
On investigator, we note the role, how is the Primary and the sub-investigators presented? Or is it a connection back to the site?  We should not loose the connection.		The fact that BRIDG labels StudyInvestigator a participation, rather than a role, is not really a problem.
In the message RMIM, the fact that Site scopes Investigator is a problem -- doesn’t handle the concept of study principal investigator properly.		StudyInvestigator						Participation

		Investigator		Role								In the study participation RMIM, the Investigator is related to the site.   In BRIDG is is related to a study protocol.		In BRIDG, there are two classes, one for StudyInvestigator, one for StudySiteInvestigator -- may need to add StudyInvestigator to the message RMIM; the shadow of Investigator currently related to Study doesn't work, because it's still scoped by Site.		StudyInvestigator

		LicensedEntity		Role								In BRIDG, LicensedEntity is missing		BRIDG has HealthCareProvider.certificateLicenseText -- maybe License/Credential needs to become its own class		Needs to be Added

		LicenseIssuer		Role								LicenseIssuer needs to be added to BRIDG.		Add CredentialIssuer to BRIDG		Needs to be Added

		VerificationEvent		Act								VerificationEvent is not in BRIDG, The site inspection information is needed to populate the Firebird.		Add Audit to BRIDG, with an attribute of Type to say whether it is an audit of the site or of the study
If an audit at a studysite "spreads" to other studysites at same healthCareFacility
BRIDG may need to handle other kinds of facilities than healthCareFacilities -- may need to reconsider whether an Organization can act as a Site directly.		Needs to be Added

		SubjectProtectionApproval		Act								SubjectProtectionApproval is not a class of it’s own in BRIDG		Add SubjectApproval activity to BRIDG.
Message should have name & address as attributes of the organization playing the role of EthicalCommittee		Oversight Committee

		serviceprovider		Role								In BRIDG, this is broken down in multiple classes (e.g.labs, clinical research organization, DSMB, etc.)		Not sure how important it is to model all the different kinds of service providers in BRIDG.  Fill our when codelist for service providers is filled out.		Lab, CRO, ….

		Animal Class		Entity		Straintext				ST				Add Animal.strain		Breath code ( a non living observation in BRIDG) and species code

		Animal Class		Entity								More attributes in BRIDG, Birth country code, Birth date, death date		Not a problem -- don't use unneeded attributes		Birth country code, Birth date, death date

		Animal Class		Entity								Add to Study Participation RMIM: Tank Dimension or  total volume (based on Fish Tank Storyboard)  (Not sure, if needed)????		We don't think that the tank dimensions are part of the study participation message.

		ExperiementalUnit		Role								If only OS (Left Eye) or OD (Right Eye) is treated, what is the experimental unit? Part of the human body or the whole patient?		We think that we need to be able to handle the participation of both the individual and the parts of the individual
BRIDG handles parts of individuals by using targetSite with treatments and assessments.

		Registration Event												BRIDG has StudySite.accrualStatus, and a class called StudyOverallStatus

		Data Collection												BRIDG has StudySite.status and a class called StudyOverallStatus
What story board requires this?

		Role												BRIDG has Associated Person, buy needs something similar for animals.

		Access												Why Access instead of TargetSite?
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README

		#		DRAFT  Study Design RMIM Mapping to BRIDG 2.0 README Notes

		1		Please note that this is a DRAFT of the study design and study design RMIM mappings to BRIDG 2.0.

				The HL7 models (RMIMs) developed by Jason, based on the storyboards developed by FDA, were reviewed.  The team analyzed each class and attribute one by one, then compared each attribute with the BRIDG Release 2.0.  The class codes were compared between the two models and some class names were renamed to match BRIDG class names.
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Gaps in BRIDG Study Design

		DRAFT RMIM Study Design														BRIDG R2.0 Classes

		Class Name		Souce Class of Attribute		Attribute Name		Role		Data Type		Comments		Diane's noes		Class Name		Class Defintion (Note:  values are truncated)		Attribute Name		Role		Attribute Defintion 
(Note:  values are truncated)		Parent Class (aka Source Class)		Data Type

		Eligibility Criterion		Act		Text				ED		Inclusion/Exclusion is being captured as text in the study design RMIM. ASPIRE Project is defining inclusion/exclusion criteria for 4 therapeutic areas.		Okay		PlannedEligibilityCriterion		Act

		TimePointEventDefinition		Act								How is cell presented via this class?		The precondition1 act relationship is used to connect study cells to the EpochStub -- in other words, it only exists for study cells.
The component2 act relationship is used to show how study cells are subdivided into segments (and can be used for further detail)		PlannedStudyCell

		TimePointEventDefinition		Act								How are segments represented?
General Comment: Map Segment, cell area in this RMIM to BRIDG		Perhaps TimePointEventDefinition needs a TypeCode		PlannedStudySegment		Act

		TimePointEventDefinition		Act								For BRIDG THC:  PlannedCell class name is misleading.  Moodcodes can be used to define if a cell is planned or not. MoodCode is definition.		That's not the way BRIDG works.		PlannedStudyCell		Act

		TimePointEventCharacteristic		Act								There is no Concept of blinding in RIM				PlannedEpoch

		Randomization		Act								Review Randomization Process in BRIDG and design it in this RMIM.

		ExperimentalUnit		Entity								Define the experimental unit. Is Left or Right eye an experimental unit, or the patient as whole is the experimental unit

		Visit		Act								Visit in BRIDG is Encounter in Clinical Statement, not sure, where this class is in the study design RMIM.				PlannedSubjectStudyEncounter

		Visit		Act								How are unplanned visits captured in this model?				PlannedSubjectStudyEncounter

		Derived Flag										How is derived flag represented in RIM?

		Why are TimePointEventCharacteristic and StudyCharacteristic EVN?												Jason will get the answer for Joyce.
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