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Glossary of Terms

	Acronym
	Term

	AdvaMed
	Advanced Medical Technology Association

	BRIDG
	Biomedical Research Integrated Domain Group

	CEN
	Comité Européen de Normalisation (European Committee for Standardisation)

	CMET
	Common Message Element Type

	CPM
	Common Product Model

	CTA
	Clinical Trial Application

	DSTU
	Draft Standard for Trial Use 

	eCTD
	electronic Common Technical Document

	EFPIA
	European Federation of Pharmaceutical Industries and Associations

	EU
	European Union

	FDA
	Food and Drug Administration

	HL7
	Health Level 7

	HMD
	Hierarchical Message Definition

	ICH
	International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use

	ISO
	International Organization for Standardization

	ITS
	Implementable Technology Specification

	JIC
	Joint Initiative Council

	MAA
	Marketing Authorisation Application

	NDA
	New Drug Application

	NMV
	Next Major Version

	PDUFA
	Prescription Drug User Fee Act

	PhRMA
	Pharmaceutical Research and Manufacturers of America

	PMDA
	Pharmaceuticals and Medical Devices Agency

	R-MIM
	Refined Message Information Model

	RPS
	Regulated Product Submission

	RCRIM
	Regulated Clinical Research Information Management

	STED
	Summary Technical Document


1. Project Overview

The HL7 V3 Regulated Product Submission (RPS) standard, Release 1 (R1) became a Normative Standard in 2006.  The intent was to create a global message standard for the transmission of regulated submissions for products in the healthcare arena.  The standard included the basic functionality for creation and submission of RPS messages.  During the balloting, the scope was restricted to US use, with a focus on medical devices and human pharmaceutical domains.

The RPS Release 2 (R2) project was started in mid-2008 to extend the functionality to requirements identified in the PDUFA IV commitments, in particular the two way communication between applicant and regulatory agency, improvements in the referencing of information, additional data fields about the submission including contacts and manufacturing information, and other minor improvements and changes.  RPS R2 reached DSTU in January 2010 and has entered a period of test use.

As identified in the RPS R2 Project Plan, the RPS project was expected to eventually include requirements from the ICH for the development of the Next Major Version of the electronic Common Technical Document (eCTD NMV).  The process within ICH to identify business requirements from the main parties did not produce an initial requirements list until mid-2009 and the decision was taken to introduce these into the RPS work as a separate project, once RPS R2 had reached DSTU.

The RPS Release 3 (R3) project was approved by RCRIM and the Domain Steering Group in Jan 2010.  The main objective is to deliver a version of the standard that meets the ICH and regional requirements of the eCTD NMV and that can be implemented on a global basis for human pharmaceutical products.  Other requirements for other business domains (e.g. medical devices) will also be included, as appropriate for requirements received, as well as some further enhancements to functionality identified through Releases 1 and 2 testing.

1.1 Document Organization

The remaining content of this document is organized to provide information in the following categories:

· Objectives, Scope and Success Criteria
· Project Plan/Schedule

· Dependencies, Constraints and Assumptions

· Project Risks

· Project Organization and Governance

· Project Controls and Communications

2. Objectives, Scope, Success Criteria

The overall objectives and scope build on the previous RPS R1 and R2 work.
2.1 Project Objectives

The objectives for the RPS R3 project are:
· Delivery of the RPS R3 Normative Standard meeting the requirements of the participating stakeholders
· An HL7 implementation guide for the standard

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

· A ballot and acceptance of the RPS R3 Domain Analysis Model

· A plan for moving the HL7 standard to an ISO standard.

2.1.1 Regional/Domain Objectives

It should be noted that the regional and domain elements of the RPS R3 standard may be quite high, so individual regions/domains have also indentified additional objectives to ensure that they can implement the standard.  The project will track these objectives and seek to ensure that all interested parties can implement the standard without the need for additional work on the specification.
FDA: 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 and the inclusion of medical device requirements.  FDA expects to use the RPS R3 message, incorporating FDA regional requirements and the results of the RPS R2 DSTU testing, in investigational and marketing applications/submissions.  Meeting this objective will enable FDA to move forward, in collaboration with our international partners, with the implementation and acceptance of RPS based submissions.
EFPIA/EU: The RPS R3 specification must support the current scope of the implementation of the ICH eCTD in Europe for MAAs and related submission types for all regulatory review procedures.  In addition, the R3 release should introduce the functionality identified in the ICH requirements for the eCTD Next Major Version and additional EU specific requirements identified to the project team (to include, but not limited to, the identification of regulatory approval status).This may also include the support for additional submission types (e.g., the European Clinical Trial Application), though the initial implementation phase might not include the full definition of these submission types.
EFPIA is also keen to see the R3 standard developed to support the current scope of eCTD implementation in Switzerland.
PMDA: Delivery of RPS R3 technical specification that is (partially or wholly) implementable in Japan as an ICH eCTD message specification for NDA.
HealthCanada: Health Canada intends to use RPS R3 to support regulatory submission across the different product lines regulated by the agency.  This would include the products included within the scope of ICH, human pharmaceutical and biologics, but also medical devices and drugs for veterinary use.
AdvaMed:  Define global requirements for RPS that will allow the medical device industry to implement an electronic version of the STED.
2.2 Project Scope

The project scope is mainly defined in terms of the functionality requirements to be developed to support the use by the stakeholder groups.
2.2.1 In Scope

The following areas have been identified for development in RPS R3 within the standard:
1. 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.

2. 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).

3. Lifecycle management, including the complex relationships of documents in European regulatory processes (management of the Mutual Recognition Procedure and the new Variation regulation that allows single submission units to be submitted that contain changes for multiple products) and other requirements brought forward by stakeholders.

4. Additional information about the submission (e.g., product, sender/recipient, document/element/leaf metadata), building on the R2 set by aiming to achieve an aligned information set that can be used on an international basis.  This will include a review of the Common Product Model (CPM) elements that might be used in an RPS message.

a) A fully developed version of the Common Product Model and associated Common Message Element Types (CMETs), and specifically R_Product_Reportable, were used to meet the RPS R2 product requirements.  Further development work is envisaged to determine the default and regional CPM requirements that will be needed in the RPS R3 standard.

5. Hyperlinking issues that have been identified.  This includes the issue that has arisen from eCTD experience known as the “Broken Link” issue, but is really associated with the fact that active links between documents exist even after the target document has been removed or replaced.  It is acknowledged that this issue may not be resolved by a purely technical solution within the RPS message but be an artefact of the use of PDF files within the message.  However, the intent is to provide a better resolution to this issue through technical and/or process means that can be implemented on a global basis.  Other linking or information relation requirements may also be identified.

6. 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.

a) The ICH requirements (v1.0) were forwarded to the RPS project in late 2009 for an initial review.  Full delivery of these requirements, plus any others that arise during the R3 project requirements development, will come from this project unless otherwise agreed by the ICH representatives.

7. Regional requirements that are needed to support the global adoption of the standard by industry domains, particularly relating to the eCTD NMV.

a) For example, the EU wants to include information about the status of a regulatory activity in the message to support the lifecycle viewing of the product submission.  They also have requirements that will help support the multi product submission types needed to support the local variation regulation.

b) It is expected that other ICH regions and observers will bring regional requirements to the RPS R3 project.  This seems likely based on the ways in which these regions have implemented the existing ICH eCTD specification to meet their regional requirements.

8. The update to the Implementable Technology Specification (i.e., migration from ITS 1 to ITS 2)
9. It is expected that the implementation of the RPS R2 DSTU standard may identify further changes to the basic RPS information model that should be included in the RPS R3 release.

Two items to be delivered as part of the scope are:
1. The RPS R3 Domain Analysis Model will also be balloted as an Informative ballot package and will be in harmonization with the BRIDG v3.x model.  This is part of the ongoing effort across all RCRIM sponsored standards to ensure that they are compliant with the BRIDG Domain Analysis Model.
2. A plan for the further progression from the HL7 RPS R3 Normative Standard to an ISO (and CEN) standard.  The ICH development work is dependent on the final standard for their implementation purposes to be an ISO and CEN standard.  Other stakeholders rely on the ISO to formally adopt and implement standards and may also benefit from the progression from HL7 to ISO standard, though it is also recognised that they may work with other technical committees within ISO.

2.2.2 Out of Scope

The following items are considered to be out of scope:
1. Regional or domain implementation guides and processes.  For example, the ICH eCTD NMV work will develop an implementation guide and the regions and observer countries will also need to develop local implementation processes and guidance documents.  Local implementation may also include any local vocabulary lists needed to support the local implementation.

2.3 Completion and Success Criteria

The success of this project will be measured by the completion of a standard that reflects the common international and regional requirements outlined in the scope of this project.  

3. Project Plan/Schedule

	Timeline/Date Range
	Project Stage/ Milestone
	Comments

	Project Setup

	Jan-Mar 2010
	Project Setup
	

	Requirements Gathering and Development

	March 2010 – June 2010
	Start of standards development process
	The project will begin with the incorporation of ICH requirements and discussion, as needed, to understand and fully document these requirements.

	March 2010 – July 2010
	Collection of the regional/ domain requirements
	Each region/domain will be responsible for collecting their own requirements.

	To end of October 2010
	Integration of regional/domain requirements into project requirements set
	Regional/domain requirements will be discussed and integrated into the full set of project requirements.  Some regional requirements could be adopted as consensus requirements for the entire project, while others will remain regional in nature.

	End of October, 2010
	All requirements shall be submitted to the development team
	

	Specification Design

	November, 2010
	Creation of draft specification documents
	

	December, 2010- January 2011
	Review of documentation by team
	In the R2 project this phase was not undertaken and it was observed that there were more issues raised during the DSTU ballot period as a result.

	February 2011
	Update and finalisation of final specification documents
	

	DSTU Ballot

	Feb 2011
	Preparation of DSTU Ballot Materials and Notification of Intent to Ballot 
	Form shall be submitted via the RCRIM Working Group.
Content to be balloted include: RPS R3 DSTU and Domain Analysis Model Informative Ballot 

Deadline is February, 2011

	
	Initial Content Deadline
	Deadline is February, 2011

	
	Final Content Deadline 
	Deadline is March, 2011

	Apr 2011 - May 2011
	DSTU Ballot Review and Reconciliation
	Ballot Review will be held between November 29, 2010 – January 3, 2011.
Ballot Reconciliation will begin the week of January 10, 2011 until all comments are addressed.

	DSTU Testing

	February 2011 – January 2012
	DSTU Testing
	Submit DSTU Approval request: http://www.hl7.org/library/committees/tsc/DSTU_Publication_Request_Template.doc 

	
	Preparation of Normative Standard Ballot Materials and Notification of Intent to Ballot
	

	Normative Standard Ballot

	May 2012
	Normative Ballot
	

	
	Project Completion
	


4. Project deliverables
Project deliverables have been defined for each phase of the project, as described in the Project Plan/Schedule section above.  These will include, but are not necessarily limited to, the following:
	Phase
	Deliverable(s)

	Project Setup
	Project Scope Statement

Project Plan

Risk log



	Requirements Gathering and  Development
	Use Case Analysis

Story boards

Glossary

Information Model (Conceptual)

Business Trigger Analysis

Process Flows

Options for ISO process

Regional/domain storyboards and documentation



	Specification Design
	Information Model (Design)

RIM Harmonization Requests

State transitions

Application Roles

System Interactions


	DSTU Ballot
	DSTU standard
Domain Analysis Model for ballot

R-MIM and derived HMD and schema
Ballot reconciliation documentation



	DSTU Testing
	Testing plan
Testing scripts

Test results

Test report


	Normative Standard ballot
	Normative Standard


	Project completion
	Project completion report



In addition, all group and sub-group meetings should produce meeting agendas and minutes.

The HL7 Wiki for the RPS R3 will be used to manage the document deliverables identified.

5. Dependencies, Constraints and Assumptions

This section provides the known dependencies, constraints and assumptions at the start of the project, all subsequent additions shall be managed within project artefacts (e.g., risk matrix, project schedule, etc.)

5.1 Dependencies

The following section specifies completed, ongoing or future projects or the linkages to established programs, on which this project depends in order to be successful, or which are dependent on this project.

5.1.1 Work on RPS R2
RPS R2 was balloted for DSTU in January 2010.  A period of DSTU testing will take place in 2010 and is targeted (based on the current RCRIM project roadmap) to be balloted as a Normative standard in January 2011.
RPS R3 has been accepted as a project for development in January 2010.  The development of the RPS R3 standard will use the RPS R2 DSTU standard as the baseline from which further work will start.

Clearly, findings from the RPS R2 DSTU testing should be fed into the development of the RPS R3 standard.  The current planning for the DSTU testing is to test in a business setting a number of the functionalities incorporated into the R1 and R2 standards that have not been used in detail.  It is very likely that this type of testing will uncover changes/improvements to the RPS R2 R-MIM and/or refinements in any of the standard’s artefacts.  A mechanism for communication between the RPS R3 team and the R2 DSTU testing team(s) must be identified.

At the time of writing, the development path for RPS R2 after the DSTU period is completed is not clear.  The main decision to be made is whether the R2 standard shall progress to a Normative Standard or whether all further development will transition to the RPS R3 DSTU.  Progression to a Normative Standard extends the period where dependence between the two standards will be an issue and greatly increases the alignment burden between the two projects.  However, there may be a business case to be made for the R2 standard to be progressed to a Normative Standard.

A task to clarify this position will be identified for the R3 project work.  It is possible that a decision could be taken as late as September-October 2010, when assembly of the information package to support the R3 DSTU phase begins.  It is acknowledged that a quicker decision would reduce the overall amount of work to be undertaken on alignment between the two standards.

5.1.2 Common Product Model

The RPS R2 DSTU standard has a basic place holder to link to the Common Product Model CMET.  Further development of the CPM standard should allow better definition of the content to be included in the RPS R3 standard.
The RPS R2 requirements include a limited set of product attributes and during the RPS R2 ballot reconciliation there was discussion on the need for a RPS Common Product CMET.  RCRIM agreed to move forward with the CMET and to make a decision during the RPS R3 project on the continued use of the CMET or to include the specific product attributes in the RPS model.  This decision will be based on the number of product attributes that will be included in the RPS message.
5.1.3 BRIDG Harmonization

The RPS R3 Domain Analysis Model will be developed from the existing RPS R2 Domain Analysis Model (which overlaps with the BRIDG release 3 base model).  The harmonisation activities will be coordinated with the BRIDG Semantic Coordination Committee (SCC) and prioritized in their schedule based on the priorities of the key stakeholders (NCI, FDA, CDISC and HL7) via the BRIDG Board of Directors.
The balloting of RPS R3 content will be incorporated into the BRIDG according to the BRIDG project schedule.

5.2 Constraints

This section specifies any limitations which are outside the control of the project and around which the project must be managed.

5.2.1 Delivery of Regional or Domain Requirements
Successful implementation of the RPS standard will only be possible if the regional and/or domain requirements for the standard have been fully identified and brought into the development process.  This input is dependent on the participation of individuals from these stakeholder groups who are empowered to identify and agree these requirements.
The RPS R3 project will work to identify the individuals representing the regional/domain experts and seek to bring them into the project at an early stage.  They should be briefed about the timelines for the project and understand the impacts. Failure to deliver the inputs could create delays in the project timeline, failure to deliver a standard that meets their requirements as expected, and/or removal of their requirements from the scope of the project.

5.2.2 ISO Ballot Process
Currently there is a known issue with how to take the RPS R3 content into the ISO community for ballot.  At this point in time, the exact process that will be executed is undetermined.
Options may be in place to use the existing HL7 to ISO Fast Track process.  Alternatively, a full process to take the standard to ISO might be employed.  It is also possible that the JIC may be used to progress the standard through to an ISO standard.
The RPS R3 project will identify and contact the key individuals within HL7 and ISO to determine the options available.  The stakeholders, through the Project Leadership Team will then decide on the most appropriate route to recommend for the HL7 RPS Normative Standard to become and ISO standard.

5.3 Assumptions

The following section specifies any circumstances or events which must be true or must occur for the project to be successful.

5.3.1 DSTU Version of RPS R2 Available
There is an assumption that the RPS R2 DSTU content will be used to extend the existing scope of the project.  The project will commence before the resolution of RPS R2 ballot comments.  At such time that the requirements are ready for incorporation into the RPS R2 Refined Message Information Model (R-MIM), the model shall reflect all changes necessary to resolve RPS R2 ballot comments so that there will not be any comments carried into the RPS R3 R-MIM.

6. Project Risks

No specific risks to the project were identified during the Setup phase.  All future risks will be documented and managed in the project risk log.  An example log is shown below, along with the method for determining the overall risk rating.  All High level risks must have a mitigation strategy developed and an owner assigned and be monitored on an ongoing basis by the Project Leadership team.  Appropriate actions should be taken and ongoing strategy decisions updated as the situation is monitored.  All changes must be updated on the Risk Log and final actions should be closed before the project is completed.

All Medium level risks should also have a mitigation strategy developed and an owner assigned, however, review may take place on a less frequent basis.  Actions should be monitored and updated and closed before the end of the project.  Risks rated Low level do not necessarily need a mitigation strategy to be developed.  A regular review need not be carried out but a final assessment must be made before the project can be closed.
	ID
	Risk Description
	Probability
(A)
	Impact
(B)
	Rating
(A x B)
	Mitigation
	Owner

	
	
	
	
	
	
	


Probability (A): 0 (very unlikely, < 5%), 1 (unlikely, between 5 and 20%), 2 (likely, 20-60%), 3 (very likely, >60%)

Impact (B): 0 (no expected impact), 1 (minor: budget overrun < 10% and schedule overrun < 10 %), 2 (medium), 3 (major, budget overrun > 30% and/or schedule >30%)

Risk rating (A x B): Level of seriousness. 0 - 2 = Low, 3 - 5 = Medium, 6 - 9 = High

7. Project Organisation and Governance

7.1 Organisation
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7.2 Governance

The RPS Project is sponsored within HL7 by the RCRIM Working Group.  RCRIM has a Decision Making Practice that is documented at: <<Insert URL>>  and shall be adhered to when it comes to making decisions on the project team, unless the situation is not addressed within the document or when the project management determines the issue should be addressed under the following guidelines:

· New Scope shall go through a formal decision making process, and require a new project proposal approval

· Prioritization of scope items, in the case where the entire R3 scope cannot be addressed in the time allocated, the project leadership will work with the project team to determine whether to change the timeline or reduce the scope for the DSTU ballot

· Any other reasons to execute a decision making process? – we don’t need to name every instance that could happen – just the ones we know about.

7.2.1 General Governance

According to HL7 working rules, the attendance at all meetings should be open to all interested parties, with information about meeting times and connection details circulated on an open basis.  However, against this background it is important that the RPS Project define smaller groups with identified members who will take on responsibilities for particular subtasks.  The identified membership of each group should be present and consulted when decisions within the remit of the group are made.  The views of other attendees and the wider Project Working Group should be taken into consideration.  When needed, individual subgroups can escalate issues to the Project Leadership Team for resolution.

7.2.2 Project Leadership Team

This team is responsible for setting the overall objectives, scope and timelines for the project and for organising resources to carry out the work.  The team is responsible for ensuring that individual sub teams are set up and resourced to complete subtasks and for acting as an arbitration group to resolve issues that arise within the Project.

For example, the project plan will identify the key tasks and timelines for delivery.  The Project Leadership Team is responsible for identifying people to work in subteams to complete tasks, for monitoring progress on the completion of tasks via the subteam leader’s reports and for resolving issues that might affect the quality or timeliness of the completion of a task.

The Team is composed of the Interested Parties, the Project Facilitator and the leaders of the individual subteams.  It is noted that one person may have more than one role within the Project and be present in this team representing more than one role.

The Team should elect a chairperson to run their meetings.  The Team should create minutes from their meetings identifying actions and decisions taken.

The Team should meet at least once a month by teleconference, although it is recognised that during particularly busy periods for the project a more frequent schedule of meetings may need to be established.

7.2.3 Project Working Group

The Project Working Group is made up of all interested parties in the RPS Project.  The Project Working Group will meet by teleconference every two weeks.  The meetings serve a multi purpose role, including:

· Providing updates on the general progress of the project

· Providing a place for the sharing of information between the various project subgroups

· Providing a discussion forum for issues that subgroups wish to raise to a wider audience

Agendas for the Working Group meetings should be circulated at least 24 hrs in advance and identify topics for presentation and discussion.  Notes from each meeting, identifying decisions and actions and key discussion points, should be circulated within 24 hrs of the close of the meeting.

It is noted that the remit of the Working Group is quite broad and the main intent is to provide a general level of information to all interested parties.  As a result, it is also noted that Working Group meetings are not generally the best place to hold in depth and lengthy discussions on specific topics unless the impact is one that has the potential to impact the whole project.  The leader of the Working Group meeting is encouraged to halt discussions that become too lengthy, detailed or move off topic and ask smaller groups to follow up the discussions and report back to the working group.

7.2.4 Subgroups

The Project Subgroups are smaller teams set up to address particular tasks identified in the project plan.  A few of the main subgroups that are expected to be needed have been identified below.  However, the Working Group and Leadership Team can authorise the setting up of other subgroups as needed to address specific tasks.

Each subgroup should identify a leader who can report back to the Working Group and also be a member of the Leadership Team while the subgroup is working.  Once the tasks of a subgroup have been completed the subgroup will be disbanded and the leader will no longer be a member of the Leadership Team.

Each subgroup is responsible for setting their own meeting schedules and organising the work assigned to them.  Subgroups may be able to use the HL7 dial in number for teleconferences or they may have to make alternate arrangements.

Each subgroup is responsible for documenting the work that they do to an appropriate standard for the project as a whole.  The Project Facilitator will work with the subgroup leader to ensure that timelines are adhered to and deliverables identified and produced.

Some of the expected subgroups are:

· Requirements subgroup - Responsible for developing and delivering the requirements for the standard to the modelling group.

· Modelling subgroup - Responsible for taking the requirements and modelling them in the HL7 standard.
· RPS R2 DSTU Testing subgroup – Responsible for testing the RPS R2 DSTU standard.  This group will need to report back to the RPS R3 project on the progress of their testing and it is proposed that the leader of this subgroup should be invited to the RPS R3 Leadership Team.

· Testing subgroup - Responsible for carrying out any testing identified in the project plan on the R3 standard as it is developed.

Other subgroups may be formed to address items such as specific regional requirements, development of specific documents and process guides, etc.

7.3 Individual Roles and Responsibilities
The RPS R3 Project Scope Statement identified the following roles

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

	Other interested parties
	Joe Cipollina (PhRMA) - Joseph.Cipollina@pfizer.com 

Gary Gensinger (FDA) – Gary.Gensinger@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 

	Modelling facilitator
	Jason Rock - jason.rock@globalsubmit.com

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

	Domain Expert Representatives
	To be identified from the RPS R3 Working Group, as needed

	Requirements process facilitator
	To be identified


The Project Scope Statement also included the following roles, but these have not been identified as key to the RPS R3 project and have not been filled for the start of the project: Vocabulary Facilitator, Data Analyst Facilitator, Business Requirement Analyst
The following section describes the roles in more detail
7.3.1 Project Facilitator:

The person in this role should fulfil the tasks of a project manager and is responsible for managing the delivery of the project as defined in this plan and any further supporting documents, including the completion of all tasks and the delivery of all identified deliverables

This role should ensure that scheduled meetings take place according to a planned  agenda and produce notes, actions and minutes, as appropriate.  Note: it is not necessary that the Project Facilitator be personally responsible for creating and circulating agendas, nor should they necessarily have to produce the notes/minutes/actions.  However, they should ensure that the person who is assigned these tasks completes them.

This role should have a working knowledge of HL7 procedures to ensure that minimum standards are achieved in the delivery of the project.

This role should have some domain expertise in the area of electronic submissions creation and management to assist in the management of the project.
This role may need to commit 75-80% of their time to the tasks identified 
7.3.2 Interested Parties

The people identified as Interested Parties represent the key sponsor and stakeholder groups participating in the project.  The people in this role will serve as the main members of the Project Leadership Team and are generally responsible for representing a stakeholder group’s (regulatory agency, industry trade association, industry group, etc.) interests in the project and should ideally have been nominated by that group.
7.3.3 Modelling Facilitator

The Modelling Facilitator should chair the Modelling subgroup and take responsibility for the delivery of that subgroup’s tasks.

7.3.4 Publishing Facilitator

The Publishing Facilitator assists the Project Leadership Team in managing the documents for publication on the HL7 website in support of the ballot packages.

7.3.5 Domain Expert Representative

Domain Expert Representatives provide the business expertise about the electronic submissions and business processes.  They form the main input to the various subgroups that will be needed to deliver the project.  The time commitment will vary depending on the specific tasks in which the person volunteers to participate.  However, it is unlikely that any task will require more than 3-4 months to deliver with the actual commitment during this period dependent on the complexity of the task and the number of people working on it.
7.3.6 Requirements Process Facilitator

The Requirements Facilitator will lead the effort to identify the project requirements and document them for the start of the specification design phase.  The facilitator will lead discussions on requirements that are identified and ensure that sufficient information is recorded so that the modellers can accurately describe the information in the final standard.

8. Project Controls and Communications
The RPS Project will adhere to the following controls and communication channels while executing  the project.
	Communication/ Correspondence
	Responsible Party
	Receiving Party(ies)
	Frequency
	Method of Communication

	Project Plan
	Project Facilitator
	All
	At start of project; modifications made sparingly
	Drafts posted to Listserve; final plan posted to RPS R3 Wiki

	Project Schedule
	Project Facilitator
	All
	Updated Monthly
	Posted to the RPS R3 Wiki – Project Management page

	Meeting Announcements
	Meeting Facilitator
	All
	As needed
	Post to the RPS Listserve

	Meeting Agenda
	Meeting Facilitator
	All
	24 hours prior to Meeting (?)
	Posted to RPS R3 Wiki – Meeting page

	Meeting Minutes
	Meeting Facilitator
	All
	24 hours after the Meeting (?)
	Posted to RPS R3 Wiki – Meeting page

	Requirements Artefacts
	Requirements Facilitator
	All
	As developed
	Posted to RPS R3 Wiki – Requirements page

	R-MIM
	Modelling Facilitator
	All
	As developed
	Posted to RPS R3 Wiki – Development page
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