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	Health Level Seven®, Inc.

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.
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 

	Cardiology Domain Analysis Model, Release 2
	Project ID: 461

	 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 

Electronic Health Record (EHR)

	 FORMCHECKBOX 

V3 Messages - Administrative


	 FORMCHECKBOX 

V2 Messages – Administrative

	 FORMCHECKBOX 

V3 Messages - Clinical


	 FORMCHECKBOX 

V2 Messages - Clinical

	 FORMCHECKBOX 

V3 Messages - Departmental


	 FORMCHECKBOX 

V2 Messages - Departmental

	 FORMCHECKBOX 

V3 Messages - Infrastructure


	 FORMCHECKBOX 

V2 Messages – Infrastructure

	 FORMCHECKBOX 

V3 Rules - GELLO


	 FORMCHECKBOX 

V3 Documents – Administrative (e.g. SPL)

	 FORMCHECKBOX 

V3 Services – Java Services (ITS Work Group)


	 FORMCHECKBOX 

V3 Documents – Clinical (e.g. CDA)


	 FORMCHECKBOX 

V3 Services – Web Services



	
	 FORMCHECKBOX 

- New Product Definition-



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

	 FORMCHECKBOX 

Create new standard

 FORMCHECKBOX 

Revise current standard

 FORMCHECKBOX 

Supplement to a current standard

 FORMCHECKBOX 

Withdraw current standard


	 FORMCHECKBOX 

Domain Analysis Model 
 FORMCHECKBOX 

Implementation Guide



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):


	If applicable, enter ‘intent – other’ information here.


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

	Co-sponsor Work Group(s)
	Cardiology Workgroup voted to submit this to CIC and members to continue their support prior to their dissolution.

	Project Team
	Name and E-mail Address

	Project facilitator (1 Mandatory)
	Brian McCourt; brian.mccourt@duke.edu

	Other interested parties
	

	Multi-disciplinary project team (recommended)
	Input, guidance and oversight from designated CIC facilitators is requested.

	     Modeling facilitator
	Mead Walker

	     Publishing facilitator
	Anita Walden

	     Vocabulary facilitator
	

	     Domain expert rep
	Jimmy Tcheng, MD and David Kong, MD

	     Data Analyst facilitator
	

	     Business requirement analyst
	Brian McCourt

	     Requirements process facilitator
	

	
	

	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”.
	This Project Scope Statement is a revision to PSS_CD_ACSDAM_R2_I1_revised10_10_08.doc approved by the TSC 10January2009.  The intent of the revision is to broaden the scope from Acute Coronary Syndrome to more broadly include the cardiovascular domain. 

The scope of this project is to extend the initial release of this Domain Analysis Model (DAM) (V3_CD_ACSDAM_R1_I1_2008MAY) approved in the May 2008 ballot. The initial scope was tightly constrained to core activities in the diagnosis and treatment of Acute Coronary Syndromes; this next phase will broaden the initial scope and significantly extend the clinical content more broadly in the Cardiovascular ACS domain.  From a design perspective this will include consideration for future expansion; from the clinical domain perspective this release will include on unstable angina, acute coronary syndrome and myocardial infarction.  There has also been significant growth in the common HL7 understanding of DAM’s and the next release will be revised for consistency with maturing HL7 Healthcare Development Framework requirements and method for utilizing DAM artefacts in downstream standards development. Release 2 of the ACS CV DAM will include clinical data elements associated with each of the activities in the patient care process including, but not limited to, the following use cases: cardiac case summary for patient care, secondary reporting for evaluating compliance with patient care guidelines and clinical trials with cardiovascular event endpoints represented in the activity diagram; this more broadly represents the cardiovascular domain than Release 1 and allow future expansion within cardiology beyond ACS., which had clinical definitions primarily related to the initial observations.



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”.
	Develop set of DAM artifacts defined in HDF Requirements.  In addition, publish the UML with data elements via the National Cancer Institute metadata repository.
	


6. Project Dependencies

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


7. Project Approval Dates

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

	Steering Division Approval Date
	

	Technical Steering Committee Approval Date
	10 January 2009 (PSS 10Oct08)

	PMO Approval Date
	


8. Project Plan  Click here to go to Appendix A for more information regarding this section
8.a. Project Schedule
	Proposed timeline is to submit Release 2 for ballot May 2011


8.b. Project Resources

	Continued contribution from resources involved with Release 1 is expected.  Specific contributions from other HL7 workgroups is not requested, however input and utilization of the DAM is expected as applicable.  
The CIC has adopted a ‘two implementers’ requirement for projects.  A Domain Analysis Model itself is not implemented; derived products (for example HL7 messages or documents) can be implemented.  Representation from the American College of Cardiology, National Cancer Institute, Clinical Data Interchange Standards Consortium (CDISC) and Duke University have agreed to support development and publication of this DAM.

The American College of Cardiology/Duke Clinical Research Institute and the Duke University Medical Center are planning implementations of products derived from this DAM; data exchange based on the National Cardiovascular Data Registry (NCDR) data usage in multi-center clinical trials and EHR direct data capture, respectively.



8.c. Project Budget

	No HL7 funding is requested


8.d. Ballot strategy - general

	Informative Ballot for Release 2


8.e. Ballot strategy for cross-cutting Projects

	


8.f. Industry Outreach
	Significant outreach to cardiovascular stakeholders, such as professional societies, government agencies and industry.  


9. 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 


	Clinical Data Interchange Standards Consortium (CDISC)
	Associate Charter Agreement, Signed
	
			

	


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  [Enter name of HL7 affiliate]




Appendix A - Instructions (Delete prior to submitting the completed scope statement)  
Click here to return to this section in the template above.
Project Scope Statement Purpose:
This Project Scope Statements is intended for products used outside HL7, such as projects to produce standards or Implementation Guides.  Infrastructure projects (the RIM, HL7 maintained vocabulary, wrappers, and methodology) should also use this scope statement but are not required to complete all sections as noted in the instructions.

The objective of this template is to communicate the type of activities a group is undertaking to achieve specific objectives or to produce specific work products.  Project Scopes should provide sufficient information to allow inexperienced individuals to anticipate what a group is working on and decide if they wish to become involved.  Project Scope statements should also assist committee chairs to manage the workload of the committee and help to set priorities and recognise inter-dependencies with the work of other committees.
The Steering Divisions, TSC, Project Services, or other appropriate approval bodies, as defined by the HL7 organization and Project Approval and Initiation Process, review and approve the project request.  This includes analysis to avoid project overlaps or dependency gaps.  A project not aligned with HL7 strategies established by the HL7 Board, or requiring extensive resources may not be approved. A “hosted” project (funded by an external source) may be approved as long as the sponsors provide adequate resources and the project is not detrimental to HL7 strategy; funding may be in the form of resources or financial support, grants, etc.

Required Information:

The HL7 Project Management Office (PMO) will review project statements to ensure the names and descriptions are clear and unambiguous across all projects.  The information in sections 1-7 of the Project Scope Statement is required to obtain project approval.
Project Insight Note:

The following instructions indicate how the information in this form is mapped to certain fields in Project Insight’s project description form. The fields are mapped to specific fields in the project description form available in Project Insight: http://healthlevelseven.projectinsight.net/Login.aspx?ReturnUrl=%2fdefault.aspx
If you need system login setup for Project Insight, contact the HL7 Director of the Project Management Office at pmo@hl7.org
Recommendation for Non-infrastructure Projects:
The HL7 Product Lifecycle recommends ballots proceed through Informative ( DSTU ( Normative phases, however, HL7 policy allows projects to proceed to normative ballot without an Informative or Draft Standard for Trial Use (DSTU) in special circumstances, such as such the need to respond to government mandate or resolve a critical issue raised by a stakeholder or noted in an existing American National Standard.  Bypassing the Informative and/or DSTU ballot must be approved by the TSC.  Refer to the HL7 Governance and Operations Manual Section 13 – Review Ballot and Section 14 – Normative Ballot for additional information.
1. Project Name, ID and Products  Click here to return to this section in the template above.
	The name by which a project will be known.
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”.
	Project ID: A project ID will be assigned by Project Insight 

	Product(s):  Indicate the associated Product line(s), check all that apply.  Note: While this list is representative, the authoritative list of products is maintained in Project Insight.  Refer to the “Products” tab of the worksheet at the following URL for the definition of the products: http://www.hl7.org/documentcenter/public/wg/sips/Products&ServicesRevenueMatrix.xls .
Project Insight: Enter into “Product Type”.


2. Project Intent

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


Project Intent - Other

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


3. Sponsoring Group(s) Click here to return to this section in the template above.
	The name of the Work Group that is sponsoring the project.  Some projects are sponsored by the HL7 Board.
Some projects are jointly sponsored and the name of all sponsoring Work Groups should be noted.

Every project must have at least one project sponsor and a project facilitator party; a multi-disciplinary project team is recommended, e.g. domain expert, UML modeling facilitator, HL7 modeling facilitator, requirements process facilitator, data analyst facilitator, business requirement analyst.  Sponsorship may be in the form of resources or funding.  

If this project will produce a standard a limited number of implementers, not less than two, must agree to implement a DSTU prior to normative ballot of the standard.  The intended implementers must be identified at project initiation; however, it is a non-binding agreement.  Refer to explanation of Candidate Standard validation below for additional information.

This section should also describe other ‘interested parties’, e.g. anticipated interactions with other committees or other projects.  

Infrastructure projects, for example, the RIM, HL7 maintained vocabulary, wrappers, and methodology are required to name only the Primary Sponsor and Project Facilitator.

The Project Facilitator is mandatory for all projects and should be the contact person if there are questions about the Project Scope Statement

*Modeling, Publishing, and Vocabulary facilitators are formal roles recognized by HL7, and highly recommended as project participants.  If your project has not filled this role, please indicate a contact person for the role, for example, your project may not have a formal vocabulary facilitator but a committee participate has volunteered to serve as liaison with the Vocabulary Committee.

	Implementers (2 Mandatory):  If this project will produce a standard, identify at least two implementers who agree to implement a DSTU prior to normative ballot (this is a non-binding agreement). Contact information is mandatory.
Project Insight: Enter into “Project Implementers”.


Candidate Standard validation
	Candidate Standard validation
	Executing the Candidate Standard validation approach. HL7 will have a modified open approach to candidate standard validation. All those participants that made a non-binding commitment when the project was initiated will be included if they choose to honor the commitment. Others may be added to achieve a balance or for other necessities for validation. The previous notwithstanding, HL7 will limit the number of participants to ensure a manageable process and reasonable time frame. 

	Candidate Standard validation approach
	A project step that ensures that the Candidate Standard is validated by external industry resources before it is finalized as a normative standard. Where the standard is for interoperability, it is expected that the validation will include at least two independent entities (vendors, user organizations, etc.) building trial implementations and testing them together. Where the standard serves another purpose the validation approach will involve a trial effort to use the draft standard in the manner for which it was created.

At the planning stage the entities willing to test must make a non-binding declaration of their intent to participate in validation. Without such a declaration the project should not be initiated. 

Comment: This is expected to be a significant hurdle for new project initiation. At the same time it helps to assure that HL7 member resources will be concentrated on efforts that have a good shot at industry adoption.


4. Project Scope:  Click here to return to this section in the template above.
	A description of the project that delineates what it is expected to accomplish.  

The detail should be sufficient that an individual with no previous exposure to the group (or even HL7) could understand the expected activities and results.  The scope statement should also include high level expectations for the project and indicate alignment with market demands or other drivers for the project, such as government mandates, requirements from industry interoperability connectathon, etc.
Examples: 

In this project, the Patient Care committee will focus on the development of messages for communicating Goals.  In the healthcare arena, goals can be set for both administrative and clinical purposes.  In addition, clinical goals can be set by a variety of health care professionals.  In this project, Patient Care will focus on defining the different goal messages, and will create storyboards for nursing, physician, and administrative goals. 

The goal of the Registry Messaging Patterns and Behaviour project is to enhance HL7 v3 support for registries, for example, persons, patients, practitioners, organizations, and service delivery locations.  The project will agree on terminology, describe registry scenarios and define trigger events, interactions, control acts, and common payload patterns for general registry operation.  The going in assumption is that Registries follow common patterns regardless of the "payload" portion of the messages. 
The creation of the HL7 version 3 Abstract Transport Specification as Normative standard. 
The standard will define an abstract transport dynamic model, its relationship with HL7 dynamic model definitions and concepts (HL7 application roles, trigger events, receiver responsibilities) as well as its relationship with the Transmission Wrapper (MCCI Domain). 
It will define logical concepts (e.g. messages adapters, bridges, gateways) and features of messaging delivery environments. It serves as a set of requirements for the implementation of underlying transports.

The scope of the HL7 Templates Work Group Template Archetype Alliance Project (TAAP) is to undertake a joint project with the European Committee for Standardization (CEN) and the openEHR Foundation.  There are two distinct paths within the scope of the TAAP project, a clinical path, and a technical path.  Each path is distinct in its goals and deliverables, but are each crucial for the success of the project as a whole.  The delineation between the clinical and technical scope is defined as:
Clinical Scope
1.
To catalogue and synthesize clinical content from diverse real-world sources.
2.
To develop guidelines and principals that defines ‘good’ archetypes and templates.
Technical Scope
1.
To create/adopt a formal representation model to represent the categorized clinical content.
2.
To collaborate with the Modelling and Methodology Work Group in harmonizing the Template representation model with the evolving HL7 Template formalisms developed within the Modelling and Methodology Work Group.
Project Insight: Enter into “Description”.


5. Project Objectives and Deliverables Click here to return to this section in the template above.
	Explicit work product or objective
Enter a bullet list of objectives the project is trying to meet. If the project is to develop one or more work products, the work products’ descriptions should be clear, concise and unambiguous.  Work products intended to produce a standard should be in terms of the  deliverables:

· new elements methodology (e.g. a new way of deriving message specification from a in information model)

· new interface specification for services or application roles

· new functional models

· new message specification (e.g. a new message structure that refers a the state transitions of a new type of clinical act)

· new standard profiles (e.g. CDA implementation guide)

· new terminology subsets or mapping

· new tools intended to improve productivity and support the methodology

In those cases where the objectives are not work products, they should be described so that an outside observer can answer “yes” or “no” to the question “has this objective been met?”

As the project progresses, objectives and work products can be refined.

Projects that have more than one work product to deliver should list each work product’s expected delivery date, taking into consideration expected dependencies among work products.

Project Insight: Enter into “Project Objectives and Deliverables ”.
	Target Date
At initiation, a project may only have a general target, e.g. Fall Meeting 2007.

Target dates can be updated.  


6. Project Dependencies Click here to return to this section in the template above.
	Name of Project(s) that this project is dependent upon to achieve it’s objectives.
This section is not required for Infrastructure Projects.

The dependency may be the work of another project undertaken by this group or by another group.  Anticipating dependencies can allow groups to coordinate their effort to ensure the overall objectives of HL7 can be met.  An example of a dependency is: The CDA ballot needed the Data Types produced by Infrastructure and Management Project to be through ballot before the CDA ballot could be finalised.

Project Insight: Enter into “Dependencies & IDs”.
	ID
Dependent project Identifier(s), if known.  Not all dependencies will be current projects and the project inventory is currently not available on-line.


7. Project Approval Dates

	Work Group Approval Date: The date the sponsor’s Work Group approved the project.   Project Insight: Enter into “Start Date”.
SD Approval Date: The date the sponsor’s Steering Division approved the project.  Project Insight: Enter into “SD Approval Date”.
TSC Approval Date: The date the Technical Steering Committee approved the project. Project Insight: Enter into “TSC Approval Date”.
PMO Approval Date: The date the Project Management Office approved the project. Project Insight: Enter into “PMO Approval Date”.



8. Project Plan Click here to return to this section in the template above.
	The estimate project plan information is required to register your project with the HL7 PMO, please consider these factors while planning your project. The estimated project plan requires the following information:


8.a. Project Schedule

	Using information from this scope statement, projects must be registered into the Project Insight application (via http://healthlevelseven.projectinsight.net/Login.aspx?ReturnUrl=%2fdefault.aspx) for recognition by the PMO office.  Project Insight provides features to assist committees in managing projects, including a project schedule template with expected tasks and dates, document templates, a folder structure and other project support. You will need to modify the defaults specific to your project.


8.b. Project Resources

	Volunteer and funded resources (if applicable) required to meet the project schedule; this includes assigning the sponsoring groups and interested parties identified in Item 2 to specific tasks in the project schedule. Minimally, a project must have a sponsor, responsible, and if producing a standard, two implementers.


8.c. Project Budget

	Typically projects to produce standards are routinely supported by the volunteer resources committing to complete the project, and HL7 in the form of meeting rooms, conference call facilities, etc.  If additional funding is required, you must provide a budget for the project.   A proposed budget is required for any project that will be contracted, for example, website redesign.


8.d. Ballot strategy - general

	Identify your general ballot plan, for example: plan to ballot informative->normative, or normative (regulatory change), or DSTU.


8.e. Ballot strategy for cross-cutting Projects

	Identify related or contingent projects, for example, CMETS developed by Project A may be required for completion of Project B.


8.f. Industry Outreach

	An approach for industry outreach specific to the work product being developed


9. Project Collaboration and Interested Parties Click here to return to this section in the template above.
	Include SDOs or other external entities you are collaborating with, including government agencies.  Indicate the nature and status of the Memorandum of Understanding (MOU) if applicable.
Agreement Status: Memorandum of Understanding (MOU) or Associate Charter Status types are:  Negotiating or signed (please indicate the date signed.)  Leave blank if there is no agreement in place. Refer to http://www.hl7.org/about/agreements.cfm for a current listing of HL7’s MOU agreements.

Comment: Use this cell to document failed collaboration attempts.
Project Insight: Enter into “Collaboration Efforts”.



10. Realm Click here to return to this section in the template above.
	 

	Indicate whether the project is applicable globally (universal), or intended for a specific country or region (realm).  If realm specific, indicate whether for US realm or another realm.  Note that Non-US realm project scope statements should be directed to the appropriate HL7 Affiliate.

Project Insight:  Enter into “Realm”


Appendix B - Project Approval Process Under The New TSC – Revised March, 2008 (Delete prior to submitting the completed scope statement)  

Click here to return to this section in the template above.
	Step
	Process

	1. 
	Project Facilitator creates a Project Scope Statement (PSS).  The Project Scope Statement can be located on the Co-Chair Utility Page at: Download the Word template for the Project Scope statement
Note: you can get to this link via the Co-Chair’s Utility page at wwwl.hl7.org.  

From there, Click on ‘Committees’ header on the right side.

Click on ‘Utilities’ link.  Page down to the link labelled  Download the Word template for the Project Scope statement


	2. 
	Sponsoring Group reviews and approves the Project Scope Statement.

· Validate requirements of the PSS have been met

Project Facilitator resolves any issues.

Note: Typically the Sponsoring group is a Work Group (formerly known as TC or SIG.)



	3. 
	The Project Facilitator emails the PSS to the appropriate Steering Division(s) and the HL7 Project Management Office (pmo@hl7.org).
Note: Typically, this submission corresponds to the 2nd Sunday after the WGM deadline as stated on the publishing calendar.  This indicates that the SD and TSC approvals will occur after this deadline, as the ARB reviews have in years past.



	4. 
	PMO reviews the Scope Statement (this occurs simultaneously with step 5).

Project Facilitator resolves any issues, note that changes may need to be communicated to the Steering Division.



	5. 
	The appropriate Steering Division reviews and approves the PSS for criteria such as:

· is this PSS clear in terms of its scope and deliverable(s)

· is it within the scope of the sponsoring committee

· how is it related to other projects

· how is it related to the activities of other committees

· SD indicates priority within SD, if necessary.  Priority is based on resources, target dates and technical strategies.

SD review results could be:

· Amended scope statement

· Project needs to be reviewed (jointly or separately) by another SD

Project Facilitator resolves any issues brought forth by the SD.



	6. 
	The Steering Division submits Scope Statement to TSC for approval by creating an issue for the TSC on GForge and attaching the PSS to the issue.

TSC approval includes the following:

Validate project is in alignment with HL7 strategy

Assign a TSC level priority

TSC review results could be:

Board approval may be necessary if the project requires internal or external funding or collaboration with an external body

(The SD & TSC reviews replace the former ARB review; however the ARB may be called upon to resolve any architectural issues).

The Project Facilitator can monitor the status of the PSS by reviewing the appropriate issue via the Tracker tab on the TSC GForge page located at: http://hl7projects.hl7.nscee.edu/tracker/?atid=313&group_id=52&func=browse


	7. 
	The PMO audits the PSS approval process and enters approval dates in Project Insight.

	8. 
	PMO and Project Services Committee insure that HL7 project methodology is adhered to.




Click here to return to this section in the template above.
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