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Project Scope Statement 



Template Usage Information:

· Replace RED text with appropriate content; do not change the name/format/font of the template sections
· To check a box, double click on the box then select the 'Checked' Radio Button under the 'Default Value' heading.

· For assistance in completing each section, refer to Appendix A.
· The Project Approval Process is documented in Appendix B.
· For FAQs (Frequently Asked Questions), refer to Appendix C
· Submit template change requests to PMO@HL7.org
1. Project Name, ID and Products 
	The name should be concise, based on the objective and unique among all other projects the group takes on.  Project Insight: Enter into “Project Name” and “Product Type”. 
 Click here to go to Appendix A for more information regarding this section.
	An ID will be assigned by Project Insight 

	Diabetes Data Strategy
	Project ID: 

	 FORMCHECKBOX 

-Non Product Project- (Educ. Marketing, Elec. Services, etc.)


	 FORMCHECKBOX 

V3 Documents - Knowledge



	 FORMCHECKBOX 

Arden Syntax


	 FORMCHECKBOX 

V3 Foundation – RIM



	 FORMCHECKBOX 

Clinical Context Object Workgroup (CCOW)


	 FORMCHECKBOX 

V3 Foundation – Vocab Domains & Value Sets



	 FORMCHECKBOX 

Domain Analysis Model (DAM)


	 FORMCHECKBOX 

V3 Messages - Administrative



	 FORMCHECKBOX 

Electronic Health Record (EHR)


	 FORMCHECKBOX 

V3 Messages - Clinical



	 FORMCHECKBOX 

V2 Messages – Administrative


	 FORMCHECKBOX 

V3 Messages - Departmental



	 FORMCHECKBOX 

V2 Messages - Clinical


	 FORMCHECKBOX 

V3 Messages - Infrastructure



	 FORMCHECKBOX 

V2 Messages - Departmental


	 FORMCHECKBOX 

V3 Rules - GELLO



	 FORMCHECKBOX 

V2 Messages – Infrastructure


	 FORMCHECKBOX 

V3 Services – Java Services (ITS Work Group)



	 FORMCHECKBOX 

V3 Documents – Administrative (e.g. SPL)


	 FORMCHECKBOX 

V3 Services – Web Services



	 FORMCHECKBOX 

V3 Documents – Clinical (e.g. CDA)


	 FORMCHECKBOX 

Detail Clinical Model (DCM)



1.a. Implementation Guide

Indicate if you’re creating/modifying an implementation guide (in addition to a standard or just on it’s own).  Project Insight: This information will appear in the “Implementation Guide?” radio button.
	 FORMCHECKBOX 

	Implementation Guide?  Check this box if you’re creating an implementation guide


	


2. Project Intent 
Project Insight: Enter into “Project Intent”; add notes if needed, especially for “Project Intent – Other’ (below).
	 FORMCHECKBOX 

	Create new standard


	 FORMCHECKBOX 

	Revise current standard



	
	 FORMCHECKBOX 

Supplement to a current standard

 FORMCHECKBOX 

Withdraw current standard



2.a. Project Intent - Other

If not categorized above, indicate other and specify. Project Insight: This information will appear in the “Project Intent Notes”.

	 FORMCHECKBOX 

	Other (Please Specify):



	It is important for HL7 to respond to the healthcare industry’s increasing need to develop clinical content data standards which support both patient care and such secondary data uses as disease surveillance, population/public health, quality improvement, clinical research, and reimbursement—the “collect once, repurpose many times” paradigm.  There are many aspects to this issue, including the need to develop a standards-based process and methodology to analyze the requirements that satisfy the data needs for both patient care and secondary data use, ascertaining the clinical and data requirements with clinicians, and tying these requirements and data standards to EHR functionality.  This is a large problem, made more difficult because many parts of the solution have yet to be developed.  Taking an incremental approach, this project is designed to be a proof of concept focused on a narrow set of artifacts, processes, and methodologies applied to a similarly narrow use case—Type 1 diabetes (T1D) assessment in children in an outpatient clinic setting (patient care) and related clinical research and quality measurement (secondary data use).  If successful as a proof of concept, these artifacts, processes and methodologies can be applied in follow on projects (some of which will be proposed by this project team) to other use cases and eventually positioned as HL7 solutions to the “collect once, repurpose many times” paradigm.
There are two levels to this project—the data content level, and the technical level.

At the data content level, the specific intent of this project—using T1D clinical, secondary data use, and data requirements, as well as data sets from the US and The Netherlands—is to specify the definitions of the data to be collected in the EHR based on harmonized data definitions from a selected set of T1D clinical trials, including the protocol eligibility process; (non-trial) clinical research; quality measurement; and direct patient care.  This is the true outcome of this project because it is here that the collect once, repurpose many times paradigm must be demonstrated.  The harmonization will be conducted via a process and methodology that:

1. Captures the harmonized data definitions in a HITSP provided spreadsheet

2. Ties patient care and secondary data use requirements for the assessment of Type 1 diabetes (T1D) in children in outpatient clinic settings (via a DAM) to child health EHR system functions for patient care (via the EHR-S FM and the Child Health Functional Profile) and clinical research and quality measurement (via the EHR Clinical Research Functional Profile), as well as data content standards (via the DCM) and protocol eligibility (via the RCRIM Agreement of Standardized Protocol Inclusion Requirements for Eligibility (ASPIRE) model).  The Interoperability Model and the Lifecycle Model will be used as an alternate method to capture clinical and data requirements.
At the technical level, the specific intent of this project is to :

1. Continue the process to allow data exchange via CDA and HL7 v3 messages that applies the clinical statement pattern between EHR systems and systems serving aggregate data purposes.

2. Test the relationship between the more generic but domain specific DAM and the specific and granular DCM.
3. Test the relationship between the DAM, the DCM, the ASPIRE model, the EHR-S FM, and functional profiles (not previously attempted within HL7).

4. Assess the explanatory power and parsimony between two alternate methods: (a) the EHR-S FM, functional profiles with a DAM and DCM, and (b) the EHR-S FM, functional profiles, and the Lifecycle and Interoperability Models.
If this proof of concept is successful, the project team would like to apply the process and methodology to other areas of diabetes care following this proof of concept, similarly using requirements and data sets from the US and The Netherlands.  At that point, the project team will submit another Project Scope Statement.  The scope for that Project Scope Statement will likely include: (1) balloting the DAMs and DCMs (the EHR-S FM, the Child Health Functional Profile and the Clinical Research Functional Profile are already standards that will be referenced and need not be balloted), and/or (2) promoting the use of the Interoperability and Lifecycle Models for their applicability to similar use cases, and (3) disseminating the process, methodology, and artifacts as tools for others to use to tie requirements to EHR system functions, and the data to be collected within those functions.
Moreover, this proof of concept project serves as an excellent vehicle for collaboration between the US and an international affiliate (The Netherlands).  It also supports key HL7 Strategic Road Map data content initiatives (see project ID #436 and #416, from the Road Map dated 3/3/09).
As part of industry outreach, the project team during this proof of concept stage will communicate with the Electronic Health Record Clinical Research Value Case Work Group (non-HL7 entity) that has currently submitted a value case to the National eHealth Collaborative (NeHC).  The aim is to collaborate with them during this proof of concept stage so that in the next project proposed by the project team the processes, methodologies, and artefacts developed here and the use case they proposed to NeHC, will be consistent with each other.  Such collaboration will be instrumental as the deliverables from both efforts are run through the HITSP harmonization process.  In the same vein, the project team will communicate with the principals involved in the Nationaal Information and Communications Technology Instituut in de Zorg (NICTIZ) effort in The Netherlands.
Lastly, this project complements, rather than overlaps with, the Electronic Quality Measure Specification (EQMS), Release 1 project (see Project Scope Statement for Project 508) in the following manner:  The EQMS project specifies only quality data elements and only data elements at the name level.  In essence, the EQMS project is stating, “here are the data elements for quality measures, and here is where you should find them in the EHR.”  This project focuses on the data definition/value set level.  Further, it harmonizes data definitions from more than just the quality secondary data use area, including quality, clinical research, public/population health, and reimbursement management.  This project picks up where the EQMS project leaves off, saying, “And when you find those data elements, it should conform to the following value set which has been harmonized across all four secondary data use areas.”


	
 FORMCHECKBOX 


Public Document(s) to be created?  Check this box if one of the project deliverables will be a publically available document (for example a government mandated or funded specification, or otherwise subsidized publication),   To track this information in Project Insight, add a comment in  Project Insight’s Project Intent Notes text box indicating a public document will be created.

NOTE: When a deliverable is specified as a Public Document, the TSC must make a determination as prescribed in the GOM Section 09.01, part (d).




3. Sponsoring Group(s) 
Click here to go to Appendix A for more information regarding this section.
	Primary Sponsor/Work Group (1 Mandatory) 
	EHR WG

	Co-sponsor Work Group(s)
	Clinical Interoperability Council, Patient Care WG, RCRIM, Interoperability WG

	Project Team
	Name and E-mail Address

	Project facilitator (1 Mandatory)
	Donald Mon, Donald.Mon@ahima.org

	Other interested parties
	Crystal Kallem

	Multi-disciplinary project team (recommended)
	

	     Modeling facilitator
	William Goossen, Meredith Nahm, Mitra Rocca, Gary Dickinson, Joyce Niland

	     Publishing facilitator
	

	     Vocabulary facilitator
	Sarah Ryan (CIC’s vocabulary facilitator)

	     Domain expert rep
	Rachel Richesson, William Goossen

	     Data Analyst facilitator
	Yong Choi

	     Business requirement analyst
	

	     Requirements process facilitator
	Rachel Richesson, William Goossen, Donald Mon

	
	

	Implementers (2 Mandatory for DSTU projects):

	1)  

	2)  


4. Project Scope
Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Description”.
	The scope for this project is to focus on the minimum data set and data standards in EHR systems for diabetes assessment in children in outpatient clinic settings, based on clinical and business requirements.  The intention is to determine the data requirements for diabetes assessment so that such data can be collected once in the EHR, exchanged for continuity of care reasons, and repurposed for clinical research, including the protocol eligibility process, and quality reporting for diabetes assessment.  For the clinical and business requirements analysis, the project team will use DAMs to be developed or currently under development by The Netherlands, where there is a national initiative on the minimum data set for diabetes care, and the University of South Florida (USF) and their collaborators at Duke University.  These business and clinical requirements, including protocol eligibility (via the ASPIRE model) will then be mapped to the EHR-S FM, the Child Health Functional Profile, and the Clinical Research Functional Profile, to identify the functions in which such data would best be captured.  Lastly, the DAMs, EHR-S FM, and the Clinical Research Functional Profile would then be tied to DCMs, of which a series is currently being developed in The Netherlands, which would then identify the data standards for the data elements for diabetes assessment.  This process and methodology will be compared to an alternate method using the Interoperability and Lifecycle Models.  In short, this project is an instantiation of the “collect once, repurpose many times” principle.


5. Project Objectives and Deliverables
Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Project Objectives and Deliverables”.
	1. Review the DAMs from USF and The Netherlands.  Select a common set of T1D diabetes assessment data elements to be used in this project.
2. Map the DAMs and protocol eligibility requirements for the small set of data elements identified in #1 above to specific functions in the EHR-S FM and the Child Health and Clinical Research Functional Profiles.
3. Discuss work in progress at the Bridging the Chasm meeting, if the opportunity arises.

4. Develop a DCM or use an existing series of DCMs (from The Netherlands) and tie them to the DAMs and the EHR-S FM and Child Health and Clinical Research Functional Profiles.

5. In parallel, perform steps #2 and #4 above using the Interoperability and Lifecycle Models with the EHR-S FM and Child Health and Clinical Research Functional Profiles.

6. Assess the process, methodology, and outcome and determine whether to move forward with the next step.
	April 2009
April 2009
April 2009

May-August 2009

May-August 2009

September 2009


6. Project Dependencies

Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Dependencies & IDs”.
	None
	


7. Project Approval Dates

	Sponsoring Group Approval Date Project Insight: Enter into “Start Date”.
	Sponsoring Group Approval Date

	Steering Division Approval Date
	Steering Division Approval Dat

	Technical Steering Committee Approval Date
	TSC Approval Date

	PMO Approval Date
	PMO Approval Date


8. Project Plan  Click here to go to Appendix A for more information regarding this section
8.a. Project Schedule
	See Objectives and Deliverables above.


8.b. Project Resources

	Volunteer effort


8.c. Project Budget

	None


8.d. Ballot Plan - general

	 FORMCHECKBOX 

	Comment Only


	 FORMCHECKBOX 

	Informative

	 FORMCHECKBOX 

	DSTU


	
	 FORMCHECKBOX 

Normative
 FORMCHECKBOX 

Joint Ballot (with other SDOs or HL7 Work Groups)


	While DCMs will not be balloted in this proof of concept stage, in the next stage, balloted DCMs will be supported by the HL7 Templates WG and Vocabulary WG.


8.e. Ballot Plan for cross-cutting Projects

	


8.f. Industry Outreach
	


8.g. Success Criteria
	Demonstrate how clinical content can be defined in the EHR in a collect once, repurpose many times fashion.

Clear process and methodology for translating content between DAMs, DCMs, EHR-S FM, and the Child Health and Clinical Research Functional Profiles.
Comparative effectiveness between the two alternate methods.


9. External Project Collaboration and Interested Parties
Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Collaboration Efforts”.
	Collaborating with 

	Agreement Status

	Comments 


			
			

	


10. Realm
Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Realm”
	 FORMCHECKBOX 

	Universal



	
	 FORMCHECKBOX 

Realm Specific (if checked, select from list below)



	
	 FORMCHECKBOX 

 US



	
	 FORMCHECKBOX 

Other  [The Netherlands]




11. Roadmap Reference

Click here to go to Appendix A for more information regarding this section.  For more detail regarding the Roadmap Strategies, go to:  http://www.hl7.org/documentcomments/index.cfm.   Project Insight: Enter into “Roadmap Reference”.
	Check which Roadmap Strategy best relates to your project.
 FORMCHECKBOX 

1. Expand, reinvigorate, and streamline HL7’s production, processes, technologies and products
 FORMCHECKBOX 

2. Evaluate HL7’s competitive environment and define HL7’s roles, positions and actions

 FORMCHECKBOX 

3. Enhance communication and outreach:  make HL7 more useable, useful and understandable and share the ideas worldwide

 FORMCHECKBOX 

4. Embrace EHR/Electronic Health Record System (ERH-S)/Personal Health Record (PHR) and Public Health Management capabilities as the focal point of technical development of health informatics standards
 FORMCHECKBOX 

5. Connect to the clinicians, an essential HL7 community.  









	HL7 Project Scope Statement v2009Jan template with instructions.doc
	2009 Jan Release 
	Page 1 of 5



[image: image1.png]