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PROJECT ACCEPTANCE: By signing this Project Charter, you are accepting the initial direction of the caBIG Project.  

__________________________________________________________  
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Introduction

Purpose of Document

This project charter provides an overview of the caBIG Project and defines the high level tasks identified during project initiation.  It is a working document to facilitate communication between NCICB management and the development teams to ensure that the project goals, scope, and stakeholders are well defined prior to project execution.  

Overview

caBIG is a bioinformatics grid that allows cancer researchers to access and analyze clinical and experimental data across multiple trials and studies.  caBIG will provide a framework that can integrate various applications in order to access clinical and biomedical research data.  Etc.
 


· 
· 
· 
· 


· 
· 
· 
· 
· 
· 

Audience

caBIG is of critical importance to the cancer community as a whole.  A key characteristic of the caBIG project is that it is open source as well as open access.  As such, this project charter is intended for consumption by:

· NCI biomedical and clinical researchers (intramural/extramural)
· 
· NCICB project management

· Software engineers who will be implementing the specification

· 
· 
· 
Related Documents

Listed below are other documents related to the caBIG Project:

· 
· 
· 
· 
Terms and Definitions

The following terminology is leveraged throughout this document:

· Developer – an NCI designated Cancer Center selected and funded by the NCICB to participate in a specific Workspace to undertake software or solution development activities. 
· Adopter –  an NCI designated Cancer Center selected and funded by the NCICB to undertake formal testing, validation, and application of products or solutions developed by Workspace Developers.

· [ these are just examples ]




Background and Rationale

Background

The NCICB has developed a variety of transaction-oriented applications supporting NCI intramural and extramural cancer research studies.    A sample of these applications that are currently supporting on-going cancer studies include:

· C3D (Oracle clinical based)
·   

· 


· 
· 

Business Justification

The result of the above issues includes:

· Excessive time spent on gathering information from different applications and collating this information 

· Lost research opportunities due to the inability to look at all the research results as a whole.

· 
· 
· 
· 


Project Description

Project Overview

The objective and goal of the caBIG system is to provide a framework that will support a wide variety of applications that can integrate patient care, clinical research as well as integrative cancer research.  In order to integrate such a diverse range of interests…   These diverse data types may include, but are not limited to:

· 
· 
· 
· 
· 
· 
· 
· 
· 
· 

Clinical Research Data (Study Design, Patient Demographics, Therapies, etc.)


Clinical Data from Hospital/Health Care Systems.



















· 
· 
· 
· 
· 
· 
· 
· 
· 
· 

· 

Data Warehouse
The primary components of the data tier include the data warehouse and metadata repository.  


Operational Concept
[this document goes on to describe each phase]
[this section is intended to describe overall development procedures]
Phase 1

Data integration in caBIG will be performed in a phased implementation approach.  





System Security

caBIG security will leverage the NCICB security infrastructure.  The system will use the security infrastructure to authenticate the user and perform role- based authorization.  This will ensure that the appropriate level of access to various application resources is granted based on the user’s credentials.


Phase 2






Phase 3


Related Projects
[this section deals with existing tools that are integral to caBIG development (such as caDSR) or that may be modified or adapted to be caBIG compatible]
The following NCICB projects are related to the caBIG initiative:

· 
· caCORE

· caBIO

· EVS

· caDSR


· 
· 
· 
· 
Project Assumptions

It is assumed that for the success of the caBIG effort requires:

· 
· Study participants will adhere to business rules for data submission that is required for data mapping during the pilot phase.
· 
· 
· 
· 
· 
System Challenges

Primary system challenges include:

· Encouraging participation in the system

· Preventing duplicate data entry and promoting data curation.

· Determining what trial data will be reported and when


· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
Project Constraints

The project will be conducted under the following constraints:

· The project scope will be maintained throughout each phase of the project with little or no change within a phase. 

· The system design and applications architecture will incorporate existing system components wherever possible in preference to creating totally new components.


· 
· 
· 
· 
Critical Success Factors

The following are critical success factors for the project:

· Identifying key users and stakeholders

· The necessary resources, personnel and equipment, are available as required

· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
Risks and Risk Management

Primary risks include:


· Lack of timely user participation during requirements gathering. Timely user involvement is critical to meeting project deadlines.

· Lack of adequate resources on Project Team.  Dedication of adequate skilled personnel by each Project Team organization is critical to a successful project.  This includes both technical as well as domain subject matter expertise. 

· 
· 
· 
In Scope/Out of Scope Functions

Purpose of This Section

This Section provides an overview of the functions and capabilities that are within the scope of the caBIG framework. The In Scope/Out of Scope functions establish a consistent expectation of what the project will and will not accomplish.

In Scope/Out of Scope Functions

The scope of the caBIG framework includes the implementation of:

· An infrastructure supporting the integration of study data.  The infrastructure will include:

· 
· 
· 
· 
· 
· .

· A web-based application, providing access to integrated data sets.  The application will support:

· 
· 
· 
· 



In Scope - Phase 1

The primary objective for Phase 1 is to implement the caBIG framework that includes the integration of: 
· Requirements Analysis

· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· caBIG Infrastructure Design

· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 

· 
· 
· 
Out of Scope - Phase 1

Phase 1 tasks will not include the following:


· 
· 
· 
In Scope - Phase 2

The primary objective for Phase 2 is to support additional study data types (  ) and implementation of an 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 
· 


· 
In Scope - Phase 3

The primary objective for Phase 3 is to develop new analysis tools and/or integrate existing analysis tools, and continue to extend the data warehouse to support additional data types.  The primary tasks include:
· 
· 
· 


· 

Future Phase Functions
Future functionality may include:

· Adding the study data warehouse as a service on the caBIO Kernel effort.  That will provide cancer research centers with access to a larger collection of data supporting translational research.  This will require the de-identification of study data.

· 
· 
Project Impact on Business Areas and Processes

There will be a definite impact on some working groups internal and external to NCI.  The Project Team will determine the full impact on each working group.  The following provides a brief summary of some of the likely impacts.

Impact on NCICB
Impact on Individual Cancer Centers

Impact on Overall Cancer Research Community

· 
· 
· 
General Considerations

Purpose of This Section

This Section outlines IT related considerations regarding the project and its implementation.  The initial approach will be outlined and alternatives and recommendations will be discussed, where applicable.

Integration Considerations


Conversion Considerations



Phase 1

This phase effort will support data integration using a generic implementation of data warehousing technology.  

Phase 2

Phase 2 will leverage, where applicable, the HL7 data warehouse (pending availability) for the retrieval of clinical data

Phase 3

Phase 3 will involve the design and development of analysis tools that will leverage the data from the…………. 

Other Considerations



Project Activities and Milestones

Activities/Tasks

Following is a preliminary list of tasks for Phase I of the Project. This will be updated during Project Start-up.

	Number
	Task

	1.0
	Project Management

	1.1
	     Project Planning 

	1.1.1
	

	1.1.2
	

	1.1.3
	

	1.2
	     Project Communications

	1.2.1
	

	1.2.2
	

	1.2.3
	

	3.0
	System Requirements

	3.1
	

	3.1.1
	

	3.1.2
	

	3.1.3
	

	3.2
	

	3.2.1
	

	3.2.2
	

	3.2.3
	

	3.2.4
	

	3.2.5
	

	3.3
	

	3.4
	

	4.0
	System Design

	4.1
	

	4.2
	

	4.3
	

	4.4
	

	4.5
	

	4.6
	

	4.7
	

	4.8
	

	4.9
	

	5.0
	System Implementation

	5.1
	

	5.2
	

	5.3
	

	5.4
	

	5.5
	

	5.6
	

	6.0
	Testing

	6.1
	

	6.2
	

	6.3
	

	6.4
	

	6.5
	

	7.0
	Deployment

	7.1
	

	7.2
	

	7.3
	

	7.4
	

	8.0
	Documentation

	8.1
	

	8.2
	


Milestones

Following is a preliminary list of milestones for Phase I of the Project. This will be updated during Project Start-Up.

	Item #
	Description
	WBS #
	Prior Approval Required
	Draft Due Date
	Final Due Date

	1
	MS Project Plan
	
	Yes
	Upon acceptance of Project Charter
	1 Week after Project Charter Acceptance

	2
	Updated Project Plan
	
	No
	Bi-weekly
	

	3
	Status Report
	
	No
	Bi-weekly
	

	4
	Project Charter
	
	Yes
	3/26/04
	TBD

	5
	
	
	
	
	

	6
	
	
	
	
	

	7
	
	
	
	
	

	8
	
	
	
	
	

	9
	
	
	
	
	

	10
	
	
	
	
	

	11
	
	
	
	
	

	12
	
	
	
	
	

	13
	
	
	
	
	

	14
	
	
	
	
	

	15
	
	
	
	
	

	16
	
	
	
	
	

	17
	
	
	
	
	

	18
	
	
	
	
	


Project Schedule

The project schedule will be maintained in the caBIG Project Plan.
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