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	Health Level Seven®, International

Project Scope Statement 



1. Project Name, ID and Products 
	 
	 

	Clinical Sequencing
	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 (check all that apply)

	 FORMCHECKBOX 

	Create new standard


	 FORMCHECKBOX 

	Revise current standard


	 FORMCHECKBOX 

	Reaffirmation of a standard


	 FORMCHECKBOX 

	Withdraw current standard


	 FORMCHECKBOX 

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



	
	 FORMCHECKBOX 

Supplement to a current standard

 FORMCHECKBOX 

Implementation Guide (IG) will be created/modified

 FORMCHECKBOX 

Project is adopting/endorsing an externally developed IG
 FORMCHECKBOX 

Externally developed IG is to be Adopted
 FORMCHECKBOX 

Externally developed IG is to be Endorsed



2.a. Ballot Type (check all that apply)
	 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)



	We intend to ballot for Comment Only within the first year to get feedback from the HL7 community and will submit an informative ballot during the second year.  If the DAM needs to be modified, we will continue with the DSTU/Normative ballot process.


3. Sponsoring Group(s) / Project Team

	Primary Sponsor/Work Group (1 Mandatory) 
	Clinical Genomics

	Co-sponsor Work Group(s)
	

	
	

	Project Team:
	

	Project facilitator (1 Mandatory)
	Daryl Thomas

	Other interested parties
	College of American Pathologists, CDISC, National Cancer Institute, GE Healthcare, NIST, Newborn Screening and Translational Research Network

	Multi-disciplinary project team (recommended)
	

	     Modeling facilitator
	Daryl Thomas and Amnon Shabo

	     Publishing facilitator
	Grant Wood

	     Vocabulary facilitator
	Yan Heras

	     Domain expert rep
	Daryl Thomas and Mollie Ullman-Cullere

	     Data Analyst facilitator
	

	     Business requirement analyst
	Don Rule, Lynn Bry, Mollie Ullman-Cullere, and Daryl Thomas

	     Requirements process facilitator
	Grant Wood

	     Other facilitators (SOA, SAIF)
	

	
	

	Implementers (2 Mandatory for DSTU projects): 

	1) Life Technologies

	2) Dana-Farber Cancer Institute

	3) Translational Software


4. Project Definition

4.a. Project Scope

	Clinical Sequencing use cases, storyboards, and sample data will be used to understand the requirements and develop the standard accordingly.
Phase I

Model the results and methods in the larger Clinical Genomics Domain Analysis Model. 

To mitigate risk and remove dependencies on unpublished standards, we need to start with the DIM.  If the Omics group want to migrate into the DAM then that is appropriate.
Phase II

Vocabulary extension as necessary. (This needs to happen in parallel with product development.) 
Describe the results in V2 IG and V3 CMET, GTR (CDA Genetic Testing Report).


4.b. Project Need
	DNA sequencing is quickly dropping in cost and increasing in throughput, causing the development of many new clinical applications that will displace current technologies, promote more comprehensive screening in primary and research uses, and reduce costs overall.  The rate at which these tests are entering the clinical space is astounding.  We will be working to define common components and minimal representation required to support the use of DNA sequencing for many types of genotyping, gene expression, and cytogenetic tests to be deployed in the clinic.


4.c. Success Criteria
	Pilot of the new standard in across two participating institutions.  Positive review from external industry stakeholders.


4.d. Project Objectives / Deliverables / Target Dates..
	
	Target Date 

	Initial work products: V2, V3 CMET, DIM, DAM ballot for comment only
	12/2012

	Extensions to Clinical Genomics Domain Information Model balloted at DSTU
	06/2013

	V2 IG (balloted in Informative), V3 CMET and CDA GTR (balloted in DSTU)
	12/2013


4.e. Project Dependencies
	Project will move in parallel with external stakeholder development projects, therefore their timeline may influence the HL7 timelines.


4.f. Project Document Repository Location 
	http://wiki.hl7.org/index.php?title=CG#Clinical_Sequencing


4.g. Backwards Compatibility
	Are the items being produced by this project backward compatible?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Don’t Know
	 FORMCHECKBOX 
 N/A



	

	N/A


5. Project Approval Dates


	Sponsoring Group Approval Date
	December 6, 2011

	Steering Division Approval Date
	

	Technical Steering Committee Approval Date
	


6. External Project Collaboration

	Life Technologies, Illumina, Complete Genomics, DFCI, Intermountain Healthcare, Translational Software, GE Healthcare, FDA, NIST, CAP, LOINC, ACMG, NHS


6.a. Stakeholders / Vendors / 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
	


6.b. Synchronization With Other SDOs / Profilers


	Check all SDO / Profilers which your project deliverable(s) are associated with.

	 FORMCHECKBOX 
 DICOM
	 FORMCHECKBOX 
 IHE
	 FORMCHECKBOX 
 ISO

	 FORMCHECKBOX 
 Other (specify below)
	 FORMCHECKBOX 
 N/A
	


7. Realm


	 FORMCHECKBOX 

	Universal



	
	 FORMCHECKBOX 
    Realm Specific


8. Strategic Initiative Reference


	Check which Strategic Initiative best relates to your project.

 FORMCHECKBOX 

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

B. Streamline the HL7 standards development process.
 FORMCHECKBOX 

C. Facilitate HL7 standards adoption and implementation.
 FORMCHECKBOX 

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

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

 FORMCHECKBOX 

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