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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.

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 

	Clinical Trial Registration and Results (CTR&R)


	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 

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):



	Not Applicable.


3. Sponsoring Group(s) 

Click here to go to Appendix A for more information regarding this section.

	Primary Sponsor/Work Group (1 Mandatory) 
	RCRIM

	Co-sponsor Work Group(s)
	

	Project Team
	Name and E-mail Address

	Project facilitator (1 Mandatory)
	Ed Helton (NCI) – heltone2@mail.nih.gov
Tracy Beck (Lilly) - becktj@lilly.com 

	Other interested parties
	John Speakman (NCI) – speakmaj@mail.nih.gov
Kristofer Spahr (Wyeth) - spahrk@wyeth.com
Ed Helton (NCI) – heltone2@mail.nih.gov
Armando Oliva (FDA) – armando.oliva@fda.hhs.gov
Nicholas Ide (NIH) – ide@nlm.nih.gov
David Iberson-Hurst (CDISC) - dibersonhurst@cdisc.org
Davera Gabriel (CTSC) – davera@ucdavis.edu
Scott Getzin (Lilly) – sgetzin@lilly.com
Maureen Strange (Lilly) - maureen_strange@lilly.com

	Multi-disciplinary project team (recommended)
	

	     Modeling facilitator
	Mitra Rocca – mitra.rocca@novartis.com

	     Publishing facilitator
	Peggy Leizear - peggy.leizear@fda.hhs.gov

	     Vocabulary facilitator
	Bron Kisler – bkisler@cdisc.org

	     Domain expert rep
	

	     Data Analyst facilitator
	

	     Business requirement analyst
	

	     Requirements process facilitator
	Tracy Beck - becktj@lilly.com

	
	

	Implementers (2 Mandatory for DSTU projects):

	1)  Tracy Beck – Eli Lilly and Company

	2)  Nicholas Ide – National Library of Medicine


4. Project Scope

Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Description”.
	This project will be focused on the development and maintenance of an HL7 V3 message in support of the global data exchange requirements brought about by the increasing number of national, regional, global and organizational clinical trial registries and trial results databases. In doing so, this effort will be providing a mechanism to transport the protocol-related descriptive information needed to register a clinical trial along with the capability to exchange information summarizing trial result outcomes. The project is intended to address the exchange of clinical trial-level summary data and will not be used to transport individual patient-related data. In addition, while this effort is assuming the development of a single message in recognition of the overlap of data between the processes of registering clinical trials and then subsequently reporting the results of those trials, it is also understood that it is possible that two individual messages may be required to fully support each of these processes. 



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. Utilize the RCRIM BRIDG model in the analysis process and extend, as needed, to meet trial registry and result database requirements

2. Develop an initial standard to meet the requirements of trial registration and basic results reporting

3. Extend the initial standard to meet the requirements of expanded results reporting

4. Establish a roadmap for evolving the standard into an ISO-approved, global exchange standard
	Normative Ballot April 2010.


6. Project Dependencies

Click here to go to Appendix A for more information regarding this section.  Project Insight: Enter into “Dependencies & IDs”.
	Partnership with ISO for global alignment (Joint Initiative Council).
	ID  


7. Project Approval Dates

	Sponsoring Group approval Date Project Insight: Enter into “Start Date”.
	September 2008

	Steering Division Approval Date
	December 2008 (estimated)

	Technical Steering Committee Approval Date
	December 2008 (estimated)

	PMO Approval Date
	December 2008 (estimated)


8. Project Plan  Click here to go to Appendix A for more information regarding this section
8.a. Project Schedule

	High Level Project Schedule:
Project Definition and Approvals                                                               December 2008
Project Kick-off                                                                                          January 2009
Draft Standard for Trial Use Ballot                                                            April 2009

Pilot DSTU                                                                                                May 2009 to TBD


8.b. Project Resources

	Volunteer subject matter experts along with the project leads identified above.


8.c. Project Budget

	A project budget has not been defined.


8.d. Ballot strategy - general

	Initial ballot strategy is to ballot a Phase 1 Draft Standard for Trial Use in the April 2009 ballot cycle.


8.e. Ballot strategy for cross-cutting Projects

	Not applicable.


8.f. Industry Outreach

	HL7 / ISO – Joint Initiative Council


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 


	National Cancer Institute (John Speakman / Ed Helton)

	Agreed to participate.

	
	National Library of Medicine (Nick Ide)

	Agreed to participate.

	
	FDA (Armando Oliva)

	Agreed to participate.

	
	CDISC (David Iberson-Hurst)

	Agreed to participate.

	
	Clinical Translational Science Center (Davera Gabriel)

	Agreed to participate

	
	WHO (Davina Ghersi)

	Seeking agreement.

	
	UCSF (Dr. Ida Sim)

	Seeking agreement.

	
	EMEA (Fergus Sweeney)

	Seeking agreement

	

	


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]
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