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Section 1.
Project Overview

1.1
Problem Statement

Public access to information concerning clinical trials and their outcomes has become an important and highly-visible global healthcare issue. In response, an increasing number of internet-based clinical trial registries and trial results databanks have been established or are being developed by national & regional health authorities and a variety of healthcare-related organizations. These publicly-accessible data repositories differ in their data requirements and in the scope of the information they present.  As a result, they create a situation in which a given clinical trial may be represented in multiple repositories, in multiple native languages, and in differing presentation formats. Trial sponsors are facing increasing challenges in providing this information to a growing number of mandatory and voluntary repositories in any sort of consistent fashion. At present, there is currently no consensus-based data exchange standard to support either the sponsor-to-repository or repository-to-repository information flow required to facilitate a harmonized approach to providing this data.
1.2
Project Description

This effort will be focused on the development and maintenance of a Health Level 7 (HL7) V3 message in support of the information requirements brought about by the increasing number of national, regional and global clinical trial registries and trial results databases. In doing so, this project will be providing an important element in the electronic exchange of both the protocol-related descriptive information needed to register a clinical trial, as well as a capability to define the exchange of information summarizing trial result outcomes. The project is intended to address the exchange of clinical trial summary-level data and will not be used to transport individual patient-related data. While this effort is initially assuming the development of a single data exchange standard – in recognition of the overlap of data between the processes of registering clinical trials and subsequently reporting the results of those trials - it is also understood that it is possible that separate messages may be required to fully support each of these processes.
1.3
Project Goals and Objectives

The following are the initial project objectives as established by the Project Leadership Team:

· Develop an initial data exchange standard to meet the current global requirements for trial registration and basic results reporting

· Extend the initial standard to meet the requirements of expanded results reporting as these requirements become known
· Utilize the RCRIM BRIDG model in the analysis process and extend, as needed, to meet trial registry and result database requirements

· Establish a roadmap for evolving the standard into an ISO-approved, global exchange standard
1.4 Project Scope

The following tables describe key inclusion / exclusion scope elements:
	Project Includes

	The development of a data exchange standard to provide the information required to register clinical trials in trial registries and report clinical trial outcomes in trial results databases as defined by global requirements

	

	


	Project Excludes

	The registration or reporting of health outcomes related to the care of individual patients within clinical trials

	

	


1.5
Critical Success Factors

The following critical success factors have been identified by the Project Leadership Team:
· Involvement and commitment of key subject matter experts representing nationally, regionally, and globally focused stakeholder organizations to develop an exchange standard to meet diverse requirements
· Consideration of all relevant global data requirements for the registration of clinical trials and the reporting of trial results

· Modeling of the data exchange standard must consider any relevant current or previous work within or outside of the Health Level 7 community (by example, there is significant overlap with the development of an HL7 Study Design message)
1.6
Assumptions

The following assumptions have been identified by the Project Leadership Team:
· Key stakeholder organizations will agree to participate in this project
1.7
Constraints

The following project constraints have been identified by the Project Leadership Team:
· Overall progress and the ability to achieve the necessary project deliverables will be constrained by the time limitations of the individuals involved in the effort

Section 2. 
Project Authority and Milestones

2.1
Funding Authority

This project is not anticipated to require funding in order to achieve its objectives. 
2.2
Project Oversight Authority

This project is established as a Health Level 7 initiative within the Regulated Clinical Research Information Management Work Group (RCRIM). The RCRIM Work Group has oversight authority for this effort and the project will be executed in compliance with Health Level 7 policies, procedures and best practices. 
2.3 Major Project Milestones

The following high-level milestones have been established by the Project Leadership Team at this project’s initiation:
	Milestone/Deliverable
	Planned Completion Date

	Health Level 7 RCRIM approval of project proposal
	September 2008 (completed)

	Health Level 7 Domain Expert Steering Division and Technical Steering Committee Approval
	December 2008
(completed)

	Formal Project Kickoff
	February 2009

	Draft Standard for Trial Use – Ballot Submission
	August 2009

	Pilot Draft Standard for Trial Use
	TBD


Section 3. 
Project Organization

3.1
Project Structure

The Project organization will be based upon the following two primary organizational units:
· Leadership Team: Comprised of those individuals playing a leadership role in the effort. This group is responsible for the overall direction and progress of the project

· Working Team: Comprised of subject matter experts responsible for (but not limited to) the following

· identifying, analyzing and documenting the global data requirements

· establishment of functional storyboard scenarios

· developing a project domain analysis model 

· developing the data exchange message

· management of all functional testing

· creation of materials in support of efforts to implement the data exchange standard

It should be noted that Project Leadership will actively seek to populate the Working Team with both business and technology subject matter experts. A mix of both of these skill sets is essential to the performance of both teams. The relationship of the project organizational units is depicted below:


[image: image1]
3.2 Roles and Responsibilities

The following depicts the primary roles and responsibilities required to execute this project:
	Role
	Responsibility

	Co-Chair / Project Facilitator
	Responsible for the direction of the project and are accountable the overall activities and deliverables of the project. In addition, responsible for the activities and deliverables of the Leadership Team

	Project Manager
	Responsible for planning, organizing and executing the projects activities

	Working Team Process Lead (s)
	Responsible for the activities and deliverables of the workgroup focused on the regulatory / process requirements, testing and implementation support activities of the project

	Working Team Technical Lead (s)
	Responsible for the activities and deliverables of the workgroup focused on the technical modeling and technical implementation activities of the project

	Leadership Team Member
	Responsible for contributing subject matter knowledge and expertise in support of the overall goals of the project

	Working Team Process SME
	Responsible for actively contributing subject matter knowledge and expertise in support of the regulatory / process requirements, testing and implementation support activities of the project

	Working Team Technical SME
	Responsible for actively contributing subject matter knowledge and expertise in support of the technical modeling and technical implementation activities of the project

	Modeling Facilitator
	Responsible for providing knowledge, guidance and expertise in ensuring that the modeling and associated deliverables are in compliance with Health Level 7 approaches and best practices

	Publishing Facilitator
	Responsible for facilitating the publication of required Health Level 7 materials in compliance with HL7 approaches and best practices

	Vocabulary Facilitator
	Responsible for ensuring that the terminology and controlled vocabulary associated with the project are harmonized with current RCRIM and HL7 resources 


3.3 Project Facilities and Resources

The following depicts the facilities and resources required to execute this project:
	Resource Requirement
	Responsibility

	Test Environment
	Leadership Team / Technical Team

	
	

	
	

	
	

	
	

	
	


Section 4. 
Points of Contact

	Primary Contact
	Organization
	Phone
	Email

	Dr. Tracy Beck
	Eli Lilly and Company 
	317-276-7716
	beck_tracy_J@lilly.com

	Dr. Ed Helton
	National Cancer Institute 
	919-465-4473
	heltone2@mail.nih.gov

	Secondary Contact
	Organization
	Phone
	Email

	Kristofer Spahr
	Wyeth Pharmaceuticals
	484-865-3876
	spahrk@wyeth.com

	Scott Getzin
	Eli Lilly and Company 
	
	getzin_scott_a@lilly.com

	Mitra Rocca
	Novartis Pharmaceuticals Corp.
	862-778-8332
	mitra.rocca@novartis.com

	John Speakman
	National Cancer Institute
	
	speakmaj@mail.nih.gov


Section 5. 
Revision History

	Version
	Date
	Name
	Description

	0.2
	11/20/2008
	Kristofer Spahr
	Initial version of Project Charter

	0.3
	01/20/2009
	Kristofer Spahr
	Revisions per recommendations

	1.0
	01/29/2009
	Kristofer Spahr
	Version 1.0 – As reviewed and agreed by the Project Leadership
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