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	Health Level Seven®, Inc.


Project Scope Statement



1. Project Name and ID:

	Virtual Medical Record (vMR) for Clinical Decision Support 

	HL7 Project ID: 184



2. Sponsoring Group(s)

	Primary Sponsor: HL7 Clinical Decision Support (CDS) Technical Committee
Project work will be coordinated with other HL7 work groups, including:
· HL7 Clinical Genomics Work Group
· HL7 Patient Care Work Group
· HL7 EHR Work Group
· HL7 Templates Work Group
· HL7 Public Health and Emergency Response Work Group
Other work groups will be identified as project progresses.



3. Project Scope:

	A Virtual Medical Record (vMR) is a data model for representing clinical information inputs and outputs that can be exchanged between local clinical information systems and clinical decision support (CDS) engines such as CDS services.
The goal of this project is to create HL7 vMR data models capable of supporting scalable, interoperable CDS.  The vMR data model will be flexible enough to support the exchange of data from both fully encoded electronic health record systems required for computer-enabled CDS or disparate data repositories with partially encoded data.
vMR advantages to CDS are:

· Creates one CDS data model, reducing data and terminology discrepancies.

· Enables CDS through a consistent set of standardized data inputs and outputs.
· Encourages CDS at the point of care by reducing costs and response turn around time.

· 
· Eliminates the need for EHR vendors to maintain proprietary CDS structures and messages.
The scope of the HL7 vMR project will include:

· Developing a UML Domain Analysis Model (DAM) for the vMR through the use of storyboards, activity diagrams, use cases, specification models, and gap analysis, including relevant realm-specific vMRs, other relevant data models, and the initial vMR ballot for comment from September 2008.  The DAM will be modeled in an implementation technology-neutral manner and will be designed to be easily understandable by individuals with expertise in CDS but not necessarily in HL7 version 3 modeling, given the desire to obtain meaningful input and feedback from such individuals
· Deriving normative and informative HL7 artifacts using the DAM.  These artifacts may include the following:
· Normative HL7 v3 models and/or informative specifications of how existing, normative HL7 v3 models should be used to fulfill the information needs of a vMR

· Normative HL7 v2 implementation guide 

· Informative implementation guides

· Other normative and/or informative documents on how to leverage the vMR for CDS (e.g., vMR specification for use by GELLO-based systems, approach to mapping between vMRs instantiated using different implementation technologies).  We will consult the Technical Steering Committee and Structure and Semantic Design Steering Division on how best to proceed on these ballots
· Working with HL7 Work Groups to align HL7 vMR inputs and outputs to elements within existing HL7 data models and identifying whether changes will be required to these elements for CDS or whether new elements will be needed to these models.
· 
For additional scope clarification, please refer to the Figure below.
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4. Project Dependencies:

	The HL vMR project will be dependent on coordinating work efforts with other HL7 Work Groups that have standards that carry elements of information relevant to computer-enabled CDS.
The Work Groups initially identified are:

· HL7 Clinical Genomics Work Group
· HL7 Patient Care Work Group
· HL7 EHR Work Group
· HL7 Templates Work Group
· HL7 Public Health and Emergency Response Work Group
Other HL7 projects that may influence the HL7 vMR Project are:
· Ongoing work on the HL7 GELLO Standard, endorsed by the Clinical Decision Support Work Group.

· Decision Support Services, endorsed by HL7-OMG Healthcare Services Specification Project.

· HL7 eDCI Project, sponsored by HL7 RCRIM. 
· HL7 HSSP Filtered Query Project, endorsed by HL7 RCRIM. 
· HL7 ICSR for Safety Reporting.
· HL7 eMeasures DSTU 

	



5. Project Objectives:

	To deliver the following set of project deliverables in the order presented:
A) Clinical Decision Support (CDS) Storyboards for: 

1. Breast Cancer screening and treatment, including family history and genomics.
2. Asymptomatic Unruptured Cerebral Aneurysms, Risk Assessment & Management 
3. Hypertension
4. Type 2 Diabetes. 
Others TBD

B) For each of the above storyboards, develop a set of HL7 Project technical materials, including:
· Activity Diagrams.

· Use Case Models. 
· Specification models.

· Gap analysis between existing HL7 standards specifications and requirements for CDS use cases.

C) Recommendations to other HL7 Work Groups for revisions to existing HL7 data models and identification of new elements required for computer-enabled CDS.  
D) CDS recommendation on an HL7 vMR (V.3) meta-model for CDS representation and information exchange.
· Testing of this recommendation within two European Union projects – the @neurist and Cocoon Projects.  Both projects requiring the vMR recommendation to be comprehensive enough to support computer-enabled clinical decision support.
E) HL7 vMR DAM, expressed through informative ballot.
F) Normative and informative HL7 artifacts derived from the DAM.  These artifacts may include the following:

· Normative HL7 v3 models and/or informative specifications of how existing, normative HL7 v3 models should be used to fulfill the information needs of a vMR

· Normative HL7 v2 implementation guide 

· Informative implementation guides

· Other normative and/or informative documents on how to leverage the vMR for CDS (e.g., vMR specification for use by GELLO-based systems, approach to mapping between vMRs instantiated using different implementation technologies).  We will consult the Technical Steering Committee and Structure and Semantic Design Steering Division on how best to proceed on these ballots
G) 

	Target Dates

Summer-Winter 2007 (completed)
Spring-Summer 2008 (initial work completed September 2008 through ballot for comments)
Spring-Summer 2008 (initial work completed September 2008 through ballot for comments)
May 2010
2011 – 2012


6. Project Intent, Categorization and Collaboration (for HISB)
	The mission of ANSI Healthcare Informatics Standards Board (HISB) is to provide an environment that facilitates, coordinates and harmonizes national and international healthcare informatics standards. The following represents some minimal information needed to assist in that effort.

	

	Project Intent

The intent of this project is to develop an HL7 vMR DAM and artifacts to support the use of a common vMR for CDS across multiple implementation technologies through normative and informative models, recommendations, implementation guides, and other artifacts.  



	 FORMCHECKBOX 

Create new standard

 FORMCHECKBOX 

Revise current standard

 FORMCHECKBOX 

Supplement to a current standard

 FORMCHECKBOX 

Withdraw current standard



	Collaboration Efforts

To our knowledge, MOU agreements will not be required for this project because all standards development will be within HL7.  As the project progresses, the CDS work group will outreach to interested parties to obtain input prior to balloting.
Collaborating with 

MOU Status

Nature of MOU
 

Comments
 

     
     
     
     



Informs development of





Other normative and/or informative documents on how to leverage the vMR for CDS (e.g., vMR specification for use by GELLO-based systems, approach to mapping between vMRs instantiated using different implementation technologies)





Informative implementation guides





Normative HL7 v2 implementation guide





Normative HL7 v3 models and/or informative specifications of how existing, normative HL7 v3 models should be used to fulfill the information needs of a vMR





Informs development of community consensus on





Prior work on vMR (e.g., September 2008 vMR ballot for comment)





Additional use cases, realm-specific vMRs, and relevant data models





Original 4 CDS use cases





UML Domain Analysis Model for vMR (implementation technology-neutral; understandable by wide range of stakeholders, including CDS experts with very limited familiarity with HL7 v3 models)


- Specifies: (i) Patient data / CDS engine inputs; (ii) CDS engine outputs, typically assessments and recommendations; (iii) specification of what inputs are needed by a CDS engine


- Accompanied by examples and explanatory text








� Memorandum of Understanding (MOU) Status types are:  Negotiating or Signed (please indicate the date signed.)  Leave blank if there is no MOU in place. Refer to �HYPERLINK "http://www.hl7.org/about/agreements.cfm"�http://www.hl7.org/about/agreements.cfm� for a current listing of HL7’s MOU agreements.


� Indicate the nature of the MOU, e.g., agreement for reciprocal meeting rights, joint meetings, etc.


� Use this cell to document failed collaboration attempts.
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