Specimen Project Conference Call
12 April 2012
+1 770 657 9270, Passcode: 653212#

Attendees: 

	Name
	Organization

	Joyce Hernandez
	Merck

	Jim Case
	NLM

	Ron van Duyne
	CDC

	Mukesh Sharma
	

	Lisa Schick
	Scenpro

	Mollie Ullman-Cullere
	DFCI Harvard

	Lorraine Constable (starting at 12:30)
	Constable Consulting

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	



Co-Chair: Lorraine Constable
Scribe:  Lorraine Constable

Agenda/Minutes:
· Agenda Review:
· Minutes review
· Project Statement
· Use Cases Review and Data Requirements
Minutes from March 29th
· Updated to include Lorraine Constable on participant list for the last half of the meeting. Not enough participants had reviewed the minutes – approving them tabled till next meeting
Project Statement
· Lorraine updated project statements to reflect last meetings discussion – included suggested wording changes from Mollie to reflect the discussion that we are creating a Specimen DAM with LS DAM as a starting point. The goal is to keep one common model across organizations but it was recognized that the working versions might diverge during development cycles and then be re-aligned.


[bookmark: _MON_1396117471]     
· Discussed the specimen identifier DAM project and its relation – AP project scope defining specimen identifiers will become requirements to our work.
· Motion to approve Specimen DAM and CMET project scope statements as amended during the discussion (attached) made by Joyce Hernandez, seconded by Mukesh Sharma.
· Against: 0, Abstain 0, In Favour: 6 
Post meeting note;
The attached project scope statements were discussed on the OO call, and approved with the addition of Rob Hausam as Vocabulary Facilitator
Use Case Review
Began walk through of the Medical Research Use Case submitted by Joyce (linked on the wiki as http://wiki.hl7.org/images/9/99/Specimen-Core_Model_Diagram_and_Medical_Research_Use_Case_Process_Flow.xls )
· Joyce pointed out the initial handling activities that include setup and consent
· Discussion occurred around the information received by the use case in the Specimen Collection Procedure Form, includes specimen collection times, and information from processing lab including results
· Questions raised around the various times recorded in the model: time collected / time of the procedure / time sent to lab… It was suggested that we should ensure we get feedback from AP on collection time, etc in surgical pathology. 
· The defining time in the DAM should be the biologically relevant time = time of collection
Discussion and comments were continuing, but tabled to the next meeting as we ran out of time.
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Project Scope Statement 







1. [bookmark: Project_Name]Project Name, ID and Products 

		 

		 



		Specimen CMET Second Release

		[bookmark: ProjectID]Project ID: 



				|_|

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







				|_|

		V3 Documents - Knowledge









				|_|

		Arden Syntax







				|_|

		V3 Foundation – RIM









				|_|

		Clinical Context Object Workgroup (CCOW)







				|_|

		V3 Foundation – Vocab Domains & Value Sets









				|X|

		Domain Analysis Model (DAM)







				|_|

		V3 Messages - Administrative









				|_|

		Electronic Health Record (EHR)







				|_|

		V3 Messages - Clinical









				|_|

		V2 Messages – Administrative







				|_|

		V3 Messages - Departmental









				|_|

		V2 Messages - Clinical







				|_|

		V3 Messages - Infrastructure









				|_|

		V2 Messages - Departmental







				|_|

		V3 Rules - GELLO









				|_|

		V2 Messages – Infrastructure







				|_|

		V3 Services – Java Services (ITS Work Group)









				|_|

		V3 Documents – Administrative (e.g. SPL)







				|_|

		V3 Services – Web Services









				|_|

		V3 Documents – Clinical (e.g. CDA)







				|_|

		- New Product Definition -











2. [bookmark: Project_Intent]Project Intent (check all that apply)



				|X|

		Create new standard



		|X|

		Revise current standard



		|_|

		Reaffirmation of a standard



		|_|

		Withdraw current standard



		|_|

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







				|_|

		Supplement to a current standard



		|_|

		Implementation Guide (IG) will be created/modified



		|_|

		Project is adopting/endorsing an externally developed IG

(specify external organization in Sec. 6 below)



		|_|

		Externally developed IG is to be Adopted



		|_|

		Externally developed IG is to be Endorsed











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

				|_|

		Comment Only



		|X|

		Informative



		|_|

		DSTU







						|_|

		Normative



		|_|

		Joint Ballot (with other SDOs or HL7 Work Groups)



		|_|

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















		





3. [bookmark: Sponsoring_Group]Sponsoring Group(s) / Project Team



		Primary Sponsor/Work Group (1 Mandatory) 

		Orders and Observations



		Co-sponsor Work Group(s)

		Clinical Genomics, Imaging Integration, Anatomic Pathology, PHER



		

		



		Project Team:

		



		Project facilitator (1 Mandatory)

		Hans Buitendijk, Lorraine Constable



		Other interested parties

		RCRIM, Vocabulary



		Multi-disciplinary project team (recommended)

		



		     Modeling facilitator

		Hans Buitendijk, Lorraine Constable, Riki Merrick



		     Publishing facilitator

		Patrick Loyd



		     Vocabulary facilitator

		Rob Hausam



		     Domain expert rep

		Joyce Hernandez, Mukesh Sharma



		     Data Analyst facilitator

		Lisa Schick



		     Business requirement analyst

		



		     Requirements process facilitator

		



		     Other facilitators (SOA, SAIF)

		SAIF: Lorraine Constable



		

		



		Implementers (2 Mandatory for DSTU projects):



		1) 



		2) 





4. [bookmark: Project_Scope]Project Definition

4.a. Project Scope



		Develop a Specimen DAM incorporating use cases from OO, CG, II and AP, informed by the NCI Life Sciences DAM, Specimen Core as input. 







4.b. Project Need

		Need to consolidate various use case requirements across domains using specimen.







4.c. Success Criteria

		Successful DAM Informative ballot







4.d. [bookmark: Project_Obj_Deliv_TgtDate]Project Objectives / Deliverables / Target Dates..

		[bookmark: Project_Obj_Deliv_TgtDate_Example]

		Target Date 



		Review/refine DAM

		September 2012



		Informative Ballot

		January 2013



		

		





4.e. Project Dependencies

		CG Project 705 – CG-omics Domain Analysis Model



Related work: AP Project 862 – Unique Specimen Identifier Requirements – Informative Work









4.f. Project Document Repository Location 

		Project Wiki page: http://wiki.hl7.org/index.php?title=Specimen

HL7 GForge/SVN – Enterprise Architect Models 





4.g. Backwards Compatibility

				Are the items being produced by this project backward compatible?

		|X| Yes

		|_| No

		|_| Don’t Know

		|_| N/A









		





5. [bookmark: Project_Approval_Dates]Project Approval Dates



		Sponsoring Group Approval Date

		Work Group Approval Date



		Steering Division Approval Date  

		SD Approval Date



		Technical Steering Committee Approval Date

		TSC Approval Date





6. [bookmark: External_Project_Collaboration]External Project Collaboration



		





6.a. Stakeholders / Vendors / Providers 



		Stakeholders

		Vendors

		Providers



		|X| Clinical and Public Health Laboratories

		|_| Pharmaceutical

		|X| Clinical and Public Health Laboratories



		|_| Immunization Registries

		|X| EHR, PHR

		|_| Emergency Services



		|_| Quality Reporting Agencies

		|_| Equipment 

		|_| Local and State Departments of Health



		|_| Regulatory Agency

		|X| Health Care IT

		|X| Medical Imaging Service



		|X| Standards Development Organizations (SDOs) 

		|_| Clinical Decision Support Systems

		|X| Healthcare Institutions (hospitals, long term care, home care, mental health)



		|_| Payors 

		|X| Lab

		|_| Other (specify in text box below)



		|_| Other (specify in text box below)

		|X| HIS

		|_| N/A



		|_| N/A

		|_| Other (specify below)

		



		

		|_| N/A

		



				











6.b. [bookmark: Realm][bookmark: Synchro_SDO_Profilers]Synchronization With Other SDOs / Profilers



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



		|_| DICOM

		|_| IHE

		|_| ISO



		|_| Other (specify below)

		|_| N/A

		



		





7. [bookmark: Roadmap_Reference]Realm



				|X|

		Universal







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





8. Strategic Initiative Reference



		Check which Strategic Initiative best relates to your project.

		|X|

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



		|_|

		B. Streamline the HL7 standards development process.



		|_|

		C. Facilitate HL7 standards adoption and implementation.



		|_|

		D. Define an overarching and internally consistent interoperability framework.



		|_|

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



		|_|

|_|

		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.











[bookmark: Appendix_A]

		SpecimenDAMpss.docx

		2011 Jan Release 

		Page 1 of 3
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Project Scope Statement 







1. [bookmark: Project_Name]Project Name, ID and Products 

		 

		 



		Specimen CMET Second Release

		[bookmark: ProjectID]Project ID: 682



				|_|

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







				|_|

		V3 Documents - Knowledge









				|_|

		Arden Syntax







				|_|

		V3 Foundation – RIM









				|_|

		Clinical Context Object Workgroup (CCOW)







				|_|

		V3 Foundation – Vocab Domains & Value Sets









				|_|

		Domain Analysis Model (DAM)







				|_|

		V3 Messages - Administrative









				|_|

		Electronic Health Record (EHR)







				|X|

		V3 Messages - Clinical









				|_|

		V2 Messages – Administrative







				|X|

		V3 Messages - Departmental









				|X|

		V2 Messages - Clinical







				|_|

		V3 Messages - Infrastructure









				|_|

		V2 Messages - Departmental







				|_|

		V3 Rules - GELLO









				|_|

		V2 Messages – Infrastructure







				|_|

		V3 Services – Java Services (ITS Work Group)









				|_|

		V3 Documents – Administrative (e.g. SPL)







				|_|

		V3 Services – Web Services









				|_|

		V3 Documents – Clinical (e.g. CDA)







				|_|

		- New Product Definition -











2. [bookmark: Project_Intent]Project Intent (check all that apply)



				|X|

		Create new standard



		|X|

		Revise current standard



		|_|

		Reaffirmation of a standard



		|_|

		Withdraw current standard



		|_|

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







				|_|

		Supplement to a current standard



		|_|

		Implementation Guide (IG) will be created/modified



		|_|

		Project is adopting/endorsing an externally developed IG

(specify external organization in Sec. 6 below)



		|_|

		Externally developed IG is to be Adopted



		|_|

		Externally developed IG is to be Endorsed











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

				|_|

		Comment Only



		|_|

		Informative



		|X|

		DSTU







						|_|

		Normative



		|_|

		Joint Ballot (with other SDOs or HL7 Work Groups)



		|_|

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















		





3. [bookmark: Sponsoring_Group]Sponsoring Group(s) / Project Team



		Primary Sponsor/Work Group (1 Mandatory) 

		Orders and Observations



		Co-sponsor Work Group(s)

		Clinical Genomics, Imaging Integration, Anatomic Pathology, 



		

		



		Project Team:

		



		Project facilitator (1 Mandatory)

		Hans Buitendijk, Lorraine Constable



		Other interested parties

		RCRIM, Vocabulary, PHER



		Multi-disciplinary project team (recommended)

		



		     Modeling facilitator

		Hans Buitendijk, Lorraine Constable, Riki Merrick



		     Publishing facilitator

		Patrick Loyd



		     Vocabulary facilitator

		Rob Hausam



		     Domain expert rep

		Joyce Hernandez, Mukesh Sharma



		     Data Analyst facilitator

		



		     Business requirement analyst

		



		     Requirements process facilitator

		



		     Other facilitators (SOA, SAIF)

		SAIF: Lorraine Constable



		

		



		Implementers (2 Mandatory for DSTU projects):



		1) The Association of Public Health Laboratories (APHL)  



		2) Canadian Biosample Repository, University of Alberta  





4. [bookmark: Project_Scope]Project Definition

4.a. Project Scope



		

Specimen CMET

Develop and ballot the second release of the specimen related CMETs and reviewing existing V2 artefacts to support Clinical Genomics and/or Image Integration requirements. The major tasks that have been identified are:

· Apply work outcomes of the Specimen DAM analysis to the v3 CMET models as well evaluating requirements for version 2 changes.

· Complete Specimen v3 models based on these use cases and change requests recorded against the existing models

· Support Specimen Identifier formats as further established by AP workgroup



V2.x

· Modeling efforts will be reviewed for potential v2 updates, which will be fed into the existing version 2 change management process where appropriate.







4.b. Project Need

		The first release of the Specimen CMETs focused on requirements for general laboratory testing of specimens. The second release of Specimen CMETs will include requirements from the clinical genomics domain as well as other domains such as imaging. The second release can also include changes to the existing specimen CMETs to correct problems as identified in change requests submitted to the Orders and Observations work group.





4.c. Success Criteria

		Inclusion of the second release of specimen CMETS as normative artefacts in a normative edition.





4.d. [bookmark: Project_Obj_Deliv_TgtDate]Project Objectives / Deliverables / Target Dates..

		[bookmark: Project_Obj_Deliv_TgtDate_Example]

		Target Date 



		V3 CMET/ RMIM compare and updates DSTU

		September 2013



		V2 SPM compare and updates

		V2.x dependent



		

		



		Normative Ballot (target, will create separate pss)

		September 2014



		

		





4.e. Project Dependencies

		CG Project 705 – CG-omics Domain Analysis Model

Specimen CMET dependent on OO Specimen DAM development



Related work: AP Project 862 – Unique Specimen Identifier Requirements – Informative Work 

Project 773 – version 2.9 Messaging for v2 Related updates









4.f. Project Document Repository Location 

		Project Wiki page: http://wiki.hl7.org/index.php?title=Specimen

HL7 GForge/SVN – V3 artefact repository





4.g. Backwards Compatibility

				Are the items being produced by this project backward compatible?

		|X| Yes

		|_| No

		|_| Don’t Know

		|_| N/A









		





5. [bookmark: Project_Approval_Dates]Project Approval Dates



		Sponsoring Group Approval Date

		Work Group Approval Date



		Steering Division Approval Date  

		SD Approval Date



		Technical Steering Committee Approval Date

		TSC Approval Date





6. [bookmark: External_Project_Collaboration]External Project Collaboration



		





6.a. Stakeholders / Vendors / Providers 



		Stakeholders

		Vendors

		Providers



		|X| Clinical and Public Health Laboratories

		|_| Pharmaceutical

		|X| Clinical and Public Health Laboratories



		|_| Immunization Registries

		|X| EHR, PHR

		|_| Emergency Services



		|_| Quality Reporting Agencies

		|_| Equipment 

		|_| Local and State Departments of Health



		|_| Regulatory Agency

		|X| Health Care IT

		|X| Medical Imaging Service



		|X| Standards Development Organizations (SDOs) 

		|_| Clinical Decision Support Systems

		|X| Healthcare Institutions (hospitals, long term care, home care, mental health)



		|_| Payors 

		|X| Lab

		|_| Other (specify in text box below)



		|_| Other (specify in text box below)

		|X| HIS

		|_| N/A



		|_| N/A

		|_| Other (specify below)

		



		

		|_| N/A

		



				











6.b. [bookmark: Realm][bookmark: Synchro_SDO_Profilers]Synchronization With Other SDOs / Profilers



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



		|_| DICOM

		|_| IHE

		|_| ISO



		|_| Other (specify below)

		|_| N/A

		



		





7. [bookmark: Roadmap_Reference]Realm



				|X|

		Universal







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





8. Strategic Initiative Reference



		Check which Strategic Initiative best relates to your project.

		|X|

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



		|_|

		B. Streamline the HL7 standards development process.



		|_|

		C. Facilitate HL7 standards adoption and implementation.



		|_|

		D. Define an overarching and internally consistent interoperability framework.



		|_|

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



		|_|

|_|

		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.











[bookmark: Appendix_A]

		SpecimenCMETpss.doc

		2011 Jan Release 

		Page 1 of 3
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