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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 

	HL7 CG -omics Domain Analysis Model
	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 

- New Product Definition-




2. Project Intent 
Click here to go to Appendix A for more information regarding this section.
Indicate if/how this project affects a standard.  Project Insight: Enter into “Project Intent”.

	 FORMCHECKBOX 

	Create new standard


	 FORMCHECKBOX 

	Revise current standard


	 FORMCHECKBOX 

	Supplement to a current standard


	 FORMCHECKBOX 

	Implementation Guide will be created/modified


	
	 FORMCHECKBOX 

Reaffirmation of a standard

 FORMCHECKBOX 

Withdraw current standard

 FORMCHECKBOX 

N/A  (Project not directly related to an HL7 Standard)




2.a. Ballot Type 
If applicable, Indicate the type of balloting the deliverables will go through.  Project Insight: Enter into “Type”; additional information can be entered into the Misc. Notes text box.
	 FORMCHECKBOX 

	Comment Only


	 FORMCHECKBOX 

	Informative

	 FORMCHECKBOX 

	DSTU


	
	 FORMCHECKBOX 

Normative
 FORMCHECKBOX 

Joint Ballot (with other SDOs or HL7 Work Groups)
 FORMCHECKBOX 

N/A  (project won’t go through ballot)



	Add any additional ballot information here.  If artifacts will be jointly balloted with other HL7 Work Groups or other SDOs, list the other groups.


2.b. Public Document 
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).  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).

Project Insight: Add a comment in Project Insight’s Misc. Notes text box indicating a public document will be created.

	 FORMCHECKBOX 

Public Document(s) to be created?  




2.c. 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):



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



	
 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) 
	Clinical Genomics

	Co-sponsor Work Group(s)
	

	Project Team
	Name and E-mail Address

	Project facilitator (1 Mandatory)
	Joyce Hernandez  -  joyce_hernandez@merck.com

	
	Philip M. Pochon - Phil.Pochon@covance.com

	Other interested parties
	Mollie Ullman-Cullere – mollie_ullman-cullere@dfci.harvard.edu

	
	Grant Wood - Grant.Wood@imail.org

	
	Amnon Shabo - SHABO@il.ibm.com

	
	Mukesh Sharma - Sharmam@pathology.wustl.edu

	
	Juli Klemm - klemmj@mail.nih.gov

	
	Daryl Thomas -  Daryl.Thomas@lifetech.com

	Multi-disciplinary project team (recommended)
	

	     Modeling facilitator
	Joyce Hernandez  - joyce_hernandez@merck.com

	     Publishing facilitator
	Grant Wood - Grant.Wood@imail.org

	     Vocabulary facilitator
	Joyce Hernandez  - joyce_hernandez@merck.com

	     Domain expert rep
	Daryl Thomas -  Daryl.Thomas@lifetech.com
Clyde Ulmer - clyde.ulmer@fda.hhs.gov
Mollie Ullman-Cullere – mollie_ullman-cullere@dfci.harvard.edu
Susanna-Assunta Sansone - sa.sansone@gmail.com

	     Data Analyst facilitator
	

	     Business requirement analyst
	

	     Requirements process facilitator
	

	
	

	
	

	
	

	
	

	Implementers (2 Mandatory for DSTU projects):

	

	

	

	


4. Project Definition
4.a. Project Scope
Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Description”.
	This is the -OMICS Domain Analysis Model project.  This model will be used to develop our informational requirements for CMETs  that support several –omics technology or specialty areas such as genetic variation, gene expression, proteomics, viral genetics, cytogenetics etc.



4.b. Project Need

This information is required by ANSI for all ballots.  Project Insight: Enter into “Description”.
	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.


4.c. Success Criteria
-omics Domain Analysis Model as Informative standard.
4.d. 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”.
	· Project Initiation

· Develop and ballot a robust DAM that will document needs for different projects.  Key components include
· Data requirements to inform CMET creation efforts

· Business processes to inform IG triggers and/or data states
· Use cases, story boards that support healthcare and research use of genomic data

	Target Dates
JAN, 2011
MAY, 2011 Ballot


4.e. Project Dependencies

Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Dependencies & IDs”.
	Enter name and ID of project(s) that this project is dependent upon to achieve its objectives.
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 Generic Assay Model.  The work being done in the NCI project will be brought as one of the analysis inputs to our HL7 CG DAM development effort.

	ID
N/A  


4.f. Project Document Repository Location 

Indicate where can one go to find deliverables/documents created by the project team.  Project Insight: Enter into “Misc. Notes”.
	Models will be located in HL7 GFORGE, meeting minutes and other supporting documents in HL7 WIKI.
GFORGE:  http://gforge.hl7.org/gf/project/genomics/
Wiki: http://wiki.hl7.org/index.php?title=Models_-_Domain_Information_and_Domain_Analysis




4.g. Backwards Compatibility

Indicate the backward compatibility of the expected project artefacts/deliverables, if known.  

5. Project Approval Dates

	Sponsoring Group approval Date Project Insight: Enter into “Start Date”.
	Oct. 15 2010

	Steering Division Approval Date
	SD Approval Date

	Technical Steering Committee Approval Date
	TSC Approval Date

	PMO Approval Date
	PMO Approval Date


6. External Project Collaboration 

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

	Agreement Status

	Comments 


	Oxford University

	New Collaborator

	Modeling


	NCI 

	Existing Collaborator

	Modeling


			
			

	


6.a. Stakeholders / Vendors / Providers 

Indicate the associated stakeholders, customers and providers for which this project is intended.  Check all that apply.  This information is required by ANSI for all ballots.  Project Insight: Enter into “Stakeholders / Customers / Providers”.
	Stakeholders
	Vendors
	Providers

	 FORMCHECKBOX 
 Clinical and Public Health Laboratories
	 FORMCHECKBOX 
 Pharmaceutical
	 FORMCHECKBOX 
 Clinical and Public Health Laboratories

	 FORMCHECKBOX 
 Immunization Registries
	 FORMCHECKBOX 
 EHR, PHR
	 FORMCHECKBOX 
 Emergency Services

	 FORMCHECKBOX 
 Quality Reporting Agencies
	 FORMCHECKBOX 
 Equipment 
	 FORMCHECKBOX 
 Local and State Departments of Health

	 FORMCHECKBOX 
 Regulatory Agency
	 FORMCHECKBOX 
 Health Care IT
	 FORMCHECKBOX 
 Medical Imaging Service

	 FORMCHECKBOX 
 Standards Development Organizations (SDOs) 
	 FORMCHECKBOX 
 Clinical Decision Support Systems
	 FORMCHECKBOX 
 Healthcare Institutions (hospitals, long term care, home care, mental health)

	 FORMCHECKBOX 
 Payors 
	 FORMCHECKBOX 
 Lab
	 FORMCHECKBOX 
 Other (specify in text box below)

	 FORMCHECKBOX 
 Other (specify in text box below)
	 FORMCHECKBOX 
 HIS
	 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Other (specify below)
	

	
	 FORMCHECKBOX 
 N/A
	

	Other:  Indicate other stakeholders, vendors or providers not listed above.



7. Realm

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

	 FORMCHECKBOX 

	Universal



	
	 FORMCHECKBOX 
    Realm Specific (Enter “U.S.” or name of HL7 affiliate here)


8. 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. Lead the development of global technical and functional health informatics standards.
 FORMCHECKBOX 

2. Streamline the HL7 standards development process.
 FORMCHECKBOX 

3. Facilitate HL7 standards adoption and implementation.
 FORMCHECKBOX 

4. Define an overarching and internally consistent interoperability framework.
 FORMCHECKBOX 

5. Ensure broad and encompassing stakeholder engagement in the standards development process.  
 FORMCHECKBOX 

 FORMCHECKBOX 

6. Align HL7's business and revenue models to be responsive to national bodies while supporting global standards development.
7. None of the above apply to this project.
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