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I. RPS r3 Project Scope Statement

[image: image1.emf]HL7 Project Scope  Statement RPS R3 v0-9.doc


Geoff Williams walked the attendees through the project scope statement. Under Section 4 there was a discussion about the level of detail and information on hyperlinking. It was suggested that the wording be amended to clarify the intent of targeting a technical solution but if not achievable a process solution would address the issues. It was agreed that Geoff would provide an amended copy of the scope statement and that an electronic vote would be taken using the doodle.com wesite. There will be a 5 business day open to the vote at which time the poll will be closed and tallied. Ed Tripp will establish the poll and post it to the primary RCRIM list server and cross post it to the RPS list server. 
II. RPS DAM

[image: image2.emf]HL7 Project Scope  Statement v2009 RCRIM BRIDG DAM Revised.doc


The DAM for RPSr2 is currently not included in the ballot package for the RPSr2 DSTU. There are plans to harmonize the DAM with BRIDG (see scope statement above) for the BRIDG 2012 ballot. There was a discussion of best practice to ballot the DAM prior to or concurrent with the DSTU materials. The current DAM is harmonized with the previous version of BRIDG but work needs to be done to bring it into BRIDG release 3. There was discussion on how to address any ballot comments about the DAM not being present in the current ballot material. It was suggested that we will have to see if the comments can be resolved by either providing the DAM with RPSr3 which will supersede RPSr2 or by balloting as informative in May 2010. There will be additional discussion during the Working Group Meeting.
III. RASH Concerns
Geoff briefly expressed concerns about a separate project for RASH and coordination with the RPS work. Time was limited so the discussion will continue both on the list server and Q4 Wednesday of the Working Group Meeting.
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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.

· 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 



		Regulated Product Submission Release 3 (RPS R3)

		Project ID: #539



		 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-








1.a. Implementation Guide


Indicate if you’re creating/modifying an implementation guide (in addition to a standard or just on it’s own).  Project Insight: This information will appear in the “Implementation Guide?” radio button.

		 FORMCHECKBOX 


		Implementation Guide?  Check this box if you’re creating an implementation guide





		





2. Project Intent 

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

		 FORMCHECKBOX 


		Create new standard




		 FORMCHECKBOX 


		Revise current standard






		

		 FORMCHECKBOX 


Supplement to a current standard


 FORMCHECKBOX 


Withdraw current standard








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):






		



		
 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) 

		RCRIM



		Co-sponsor Work Group(s)

		



		Project Team

		Name and E-mail Address



		Project facilitator (1 Mandatory)

		Geoff Williams (EFPIA) – geoff.williams@roche.com



		Other interested parties

		Joe Cipollina (PhRMA) - Joseph.Cipollina@pfizer.com 

MaryAnn Slack (FDA) - Maryann.Slack@fda.hhs.gov 

Geoff Williams (EFPIA/EU) – geoff.williams@roche.com

Stan van Belkum (EU Regulators) - ca.v.belkum@cbg-meb.nl

Taku Watanabe (PMDA) - watanabe-taku@pmda.go.jp

Louis Boulay (Health Canada) - Louis.Boulay@hc-sc.gc.ca

Bernie Liebler (AdvaMed) – BLiebler@AdvaMed.org 


Karin Sailor (Medtronic) - karin.sailor@medtronic.com 



		Multi-disciplinary project team (recommended)

		



		     Modeling facilitator

		Jason Rock - jason.rock@globalsubmit.com



		     Publishing facilitator

		Peggy Leizear – peggy.leizear@fda.hhs.gov



		     Vocabulary facilitator

		



		     Domain expert rep

		



		     Data Analyst facilitator

		



		     Business requirement analyst

		



		     Requirements process facilitator

		



		

		



		Implementers (2 Mandatory for DSTU projects):



		1)  FDA (MaryAnn Slack - Maryann.Slack@fda.hhs.gov)



		2)  EU Regulatory Agencies (Stan van Belkum - ca.v.belkum@cbg-meb.nl)





4. Project Scope

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

		The RPS R3 project scopes builds on the scope defined in RPS R1 and RPS R2.  RPS R2 incorporated medical device and international requirements, but the focus was on the United States Food and Drug Administration (US FDA) requirements to meet Prescription Drug User Fee Act (PDUFA) IV electronic submission commitments. RPS R3 expands on the R2 requirements and aims to complete the definition of the message standard to support the following global regulatory product submissions* activities:


· Two-way communications (including interagency (multi-regulator) communications, and expansion of current two-way communication activities) – This includes “threaded discussions”, dividing and tracking regulator information requests and the responses into individual items. 

· Referencing (e.g., application to application, submission to submission, etc.) – This will include requirements for referencing applications/submissions not “owned” by the submitter (e.g. Master Files).

· Lifecycle management


· Additional information about the submission (e.g., product, sender/recipient, document/element/leaf metadata)


· Hyperlinking (i.e., Broken Link) – This includes management of document links within and across documents and/or submission units.

* Currently, the product submission areas included in the scope are conventional and biological human pharmaceutical products, medical devices and veterinary medicines.  Additional product areas may be included with appropriate participation in requirements gathering and development by representatives from those product areas.


Specifically for this project, the scope will include the full definition and inclusion of the international requirements brought forward by the ICH as part of the development of the eCTD Next Major Version for submissions in the human pharmaceuticals area.  The project will also include updates and requirements from other stakeholders in the healthcare community, as notified to the project.

It is noted that by including the global requirements, there will necessarily be some fairly diverse regional requirements brought forward that must be consolidated within the overall scope of the standard developed.





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”.

		The project will deliver:

The RPS R3 normative standard


An implementation guide for the normative standard

Aligned vocabularies for the implementation of the standard by the various stakeholders.

The plan for moving the standard to an ISO standard

		January 2012





6. Project Dependencies


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

		Regulated Product Submission (RPS R2)  Note: The development of RPS R3 will begin while the RPS R2 standard is at DSTU

		ID #217



		Common Product Model  Note: Development work will determine the level of dependence on this project

		ID #456





7. Project Approval Dates


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

		Sponsoring Group Approval Date



		Steering Division Approval Date

		SD Approval Date



		Technical Steering Committee Approval Date

		TSC Approval Date



		PMO Approval Date

		PMO Approval Date





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

8.a. Project Schedule

		Project approval by RCRIM: Jan 2010

Review options for moving the HL7 standard to an ISO standard

Development of requirements: regional and global

Modelling


Testing prior to DSTU


DSTU Ballot: Jan 2011


Normative standard ballot: Jan 2012





8.b. Project Resources


		Most of the project resources will come from the extended membership of the project team.  Some specific resources (e.g. Project facilitator) may be provided by contract resource paid for by stakeholders in the project.





8.c. Project Budget


		





8.d. Ballot Plan - general


		 FORMCHECKBOX 


		Comment Only




		 FORMCHECKBOX 


		Informative



		 FORMCHECKBOX 


		DSTU





		

		 FORMCHECKBOX 


Normative

 FORMCHECKBOX 


Joint Ballot (with other SDOs or HL7 Work Groups)





		It is not foreseen that the standard will be balloted with any other groups.





8.e. Ballot Plan for cross-cutting Projects


		DSTU ballot: Jan 2011

Normative Standard ballot: Jan 2012





8.f. Industry Outreach

		The RPS R3 project will build on the work done in RPS R2.  For the most part, the industry areas affected by the full scope of the standard have already been contacted and have some level of interaction with the project.  Efforts will continue to ensure that industry sectors are contacted and invited to participate.


In addition, specific communication activities with regions and countries not included in the ICH will also be undertaken.  These communication activities are also seen as a precursor to the activity to move RPS R3 to an ISO standard.





8.g. Success Criteria

		In general, the project will have been deemed to have been successful if the project delivers a normative standard ready for implementation by the stakeholder groups.  This standard should be suitable for moving to become an ISO standard for human pharmaceuticals to meet ICH requirements.

However, individual stakeholders in the project may identify additional success criteria for the project in their region or industry group.  For example, the ICH will require that the standard undergo testing specific to the ICH requirements brought forward, the delivery of an ICH Implementation Guide for the subset of the RPS R3 standard that represents the human pharmaceuticals area and with the delivery of the vocabulary lists to define the eCTD submission structure.  In addition, the regions comprising the ICH will also identify success criteria around the testing of regional processes and the creation of regional implementation guides.

The project should seek to provide alignment between the stakeholder groups to ensure that final implementation is undertaken in a common fashion and with standard vocabularies, wherever possible.





9. External 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 




		ICH (ICH is made up of six parties representing the human pharmaceuticals industry and regulators from three regions.  US: PhRMA and FDA; EU: EFPIA and European Commission (on behalf of the National Competent Authorities); Japan: JPMA and MHLW/PMDA)

		Informal

		ICH has identified the RPS R3 project as the means to deliver the eCTD NMV standard, and moving this through to an ISO standard.



		Health Canada

		Informal

		Health Canada has adopted the ICH eCTD and is working on the ICH team to implement the eCTD NMV.  Health Canada are also interested in the use of the standard for Medical Devices and Veterinary Medicinal products.





		





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]








11. 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. Expand, reinvigorate, and streamline HL7’s production, processes, technologies and products

 FORMCHECKBOX 


2. Evaluate HL7’s competitive environment and define HL7’s roles, positions and actions


 FORMCHECKBOX 


3. Enhance communication and outreach:  make HL7 more useable, useful and understandable and share the ideas worldwide


 FORMCHECKBOX 


4. Embrace EHR/Electronic Health Record System (ERH-S)/Personal Health Record (PHR) and Public Health Management capabilities as the focal point of technical development of health informatics standards

 FORMCHECKBOX 


5. Connect to the clinicians, an essential HL7 community.  
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		Health Level Seven®, Inc.


Project Scope Statement 







1. Project Name, ID and Products 

		

		



		BRIDG Domain Analysis Model, Release 1 (Note: “Release 1” indicates the release number for HL7 balloting.  The BRIDG model has its own release numbering, which is different from the HL7 balloting release).


		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-








1.a. Implementation Guide


		 FORMCHECKBOX 


		Implementation Guide?  





		





2. Project Intent 

		 FORMCHECKBOX 


		Create new standard




		 FORMCHECKBOX 


		Revise current standard






		

		 FORMCHECKBOX 


Supplement to a current standard


 FORMCHECKBOX 


Withdraw current standard








2.a. Project Intent - Other


		 FORMCHECKBOX 


		Other (Please Specify):






		Domain Analysis Model - Intent to ballot as informative document.





		
 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) 

		Primary Sponsor/Work Group (1 Mandatory) 

		RCRIM



		Co-sponsor Work Group(s)

		



		Project Team

		Name and E-mail Address



		Project facilitator (1 Mandatory)

		Julie Evans (jevans@cdisc.org)



		Other interested parties

		



		Multi-disciplinary project team (recommended)

		



		     Modeling facilitator

		AbdulMalik Shakir



		     Publishing facilitator

		Becky Angeles



		     Vocabulary facilitator

		(Bron Kisler)



		     Domain expert rep

		



		     Data Analyst facilitator

		



		     Business requirement analyst

		



		     Requirements process facilitator

		



		

		



		Implementers (2 Mandatory for DSTU projects):



		1)  



		2)  





4. Project Scope

		The scope of this project is to ballot the static components of the BRIDG DAM.  The scope of the BRIDG model is Protocol-driven research and its associated regulatory artifacts, 


i.e. the data, organization, resources, rules, and processes involved in the formal assessment of the utility, impact, or other pharmacological, physiological, or psychological effects of a drug, procedure, process, subject characteristic, or device on a human, animal, or other subject or substance plus all associated regulatory artifacts required for or derived from this effort, including data specifically associated with post-marketing adverse event reporting. 





5. Project Objectives and Deliverables

		This ballot will include the set of static components of DAM artifacts as defined in HDF Requirements. 

These static components include:


· Classes, attributes, relationships, state machines, constraints

Not included:


· Datatypes (BRIDG uses HL7 R2), value sets for coded attributes


The behavioural components will not be balloted as a whole, but instead will be balloted by individual projects. 

		See timetable below





6. Project Dependencies


		· ISO JIC Ballot of BRIDG: The BRIDG Board of Directors and BRIDG Semantic Coordination Committee need to ensure that the ISO balloting and HL7 balloting keep BRIDG aligned and the various balloting processes do not cause divergence. The intent is to have one approved version of BRIDG. 

To be more specific, the BRIDG version balloted in the ISO JIC and through this project will be the same content. 

· BRIDG Semantic Coordination Committee (SCC), formerly known as the Technical Harmonization Committee (THC) development of Release 3, 2 layer approach

· RIM datatype R2 transition (M&M project)

		CDISC/FDA/NCI Project


Project ID: 455  





7. Project Approval Dates


		Sponsoring Group approval Date 

		Sponsoring Group Approval Date



		Steering Division Approval Date

		SD Approval Date



		Technical Steering Committee Approval Date

		TSC Approval Date



		PMO Approval Date

		PMO Approval Date





7.a. Project Plan  

7.b. Project Schedule

		· September 2009: BRIDG SSC brings work in progress to RCRIM Working Group Meeting 


· January 2010: 


· BRIDG SSC develops BRIDG (Release 3) 2 layer approach by January 2010


· RCRIM issues Notification of Intent to Ballot in May 2010 – Informative document


· February 2010 – May 2010: RCRIM prepares ballot for May 2010 ballot 


· May 2010: RCRIM ballots BRIDG Release 1 – May 2010

· Ongoing: BRIDG SSC gives regular updates at RCRIM teleconferences





7.c. Project Resources


		Various RCRIM members, BRIDG SCC, BRIDG Board of Directors





7.d. Project Budget


		No HL7 funds are requested for this effort.





7.e. Ballot Plan - general


		 FORMCHECKBOX 


		Comment Only




		 FORMCHECKBOX 


		Informative



		 FORMCHECKBOX 


		DSTU





		

		 FORMCHECKBOX 


Normative

 FORMCHECKBOX 


Joint Ballot (with other SDOs or HL7 Work Groups)





		Informative – May 2010 ballot 

Informative – May 2011 ballot

 Informative – May 2012 ballot





The table below provides the plan for harmonization with BRIDG of projects that are already approved standards or are in the RCRIM three-year plan. For example, HL7 DSR (eStability), R2 is currently published as a DSTU. Not all of the concepts in the eStabiltiy message are represented in BRIDG. The plan is to add these concepts to BRIDG and ballot the BRIDG model with this content in the May 2011 ballot.

		Standard or Planned Message

		RCRIM Status

		Currently in BRIDG?

		Date to Ballot in BRIDG2



		ISO JIC Ballot, including HL7 ballot

		Not applicable

		NA

		May-2010



		ANSI/HL7 RPS, R1-2008

		Approved Normative

		Yes

		May-2010



		HL7 CDISC3MSG SD, R1

		Current Project

		No

		May-2011



		HL7 CDISC3MSG SP, R1

		Current Project

		Yes

		May-2010



		Periodic Reporting of Clinical Trial Laboratory Data, Release 2

		Approved DSTU

		Yes

		May-2010



		Laboratory Test Result Abnormality Assessment

		Approved DSTU

		Yes

		May-2010



		HL7 CDISC3MSG Subject Data, R1

		Current Project

		No

		May-2011



		Clinical Trial Registration and Reporting

		Current Project

		No

		May-2011



		HL7 Version 3 Standard: Regulated Product Submission, Release 2

		Current Project

		No

		May-2012



		ANSI/HL7 V3 ECG,R1-2004

		Approved Normative

		No

		May-2012



		HL7 DSR (eStability), R2

		Approved DSTU

		No

		May-2012



		HL7 SPL, R4

		Approved Normative

		No

		May-2013



		HL7 Version 3 Standard: Regulated Product Submission, Release 3

		Future Project

		No

		May-2013



		HL7 V3 CRFQ,R1

		Approved DSTU

		No

		May-2013



		Medical Product and Device Listing (2 Phases)

		Current Project

		No

		May-2013





7.f. Ballot Plan for cross-cutting Projects


		Not applicable





7.g. Industry Outreach

		Involves CDISC, FDA in US, NCI in US, EMEA in Europe, SFDA in China, PMDA in Japan





7.h. Success Criteria

		Successfully completed informative ballot.





8. External Project Collaboration and Interested Parties

		Collaborating with 


		Agreement Status


		Comments 




		CDISC

		MOU

		

						

						

						



		





9. Realm

		 FORMCHECKBOX 


		Universal






		

		 FORMCHECKBOX 


Realm Specific (if checked, select from list below)






		

		 FORMCHECKBOX 


 US






		

		 FORMCHECKBOX 


Other  








10. Roadmap Reference


		Check which Roadmap Strategy best relates to your project.

 FORMCHECKBOX 


1. Expand, reinvigorate, and streamline HL7’s production, processes, technologies and products

 FORMCHECKBOX 


2. Evaluate HL7’s competitive environment and define HL7’s roles, positions and actions


 FORMCHECKBOX 


3. Enhance communication and outreach:  make HL7 more useable, useful and understandable and share the ideas worldwide


 FORMCHECKBOX 


4. Embrace EHR/Electronic Health Record System (ERH-S)/Personal Health Record (PHR) and Public Health Management capabilities as the focal point of technical development of health informatics standards

 FORMCHECKBOX 


5. Connect to the clinicians, an essential HL7 community.  
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