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[bookmark: _Toc307909558]Project Definition
[bookmark: _Toc307909559]Background
CLIENT to COMPLETE - Please provide a short description of the project)

[bookmark: _Toc307909560]Project Objectives
CLIENT TO COMPLETE – What do you want the system to do?
EG:  To develop a web based data capture and reporting systems that enables:
a) Collection of data from XXX sites?
b) Collection of data for XXX participants
c) Collection of data for XX visits per participant
d) Collection of data for XXX duration
e) Collection of data on XX forms (e.g. baseline, follow up adverse event).  Are any of the forms repetitive (e.g. daily)? 
f) Is the proposed database entirely a new system or is it a web version of an existing system?
g) If an existing system is available, how different is the proposed system from the existing system?
h) Do we need to merge the data from old system? If yes, should this be done periodically or once for all?
i) How much data do you intend to collect using the proposed database (number of records and number of elements)? 
j) Are there any reporting requirements? E.g. management reports and clinical reports
k) Any other special requirements?
l) Proposed project time lines i.e. when do you want the system to be available by?

[bookmark: _Toc307909561]Risk
CLIENT TO COMPLETE - (Identify risks associated with development, delay, stakeholders etc.)

[bookmark: _Toc307909562]Benefits
CLIENT TO COMPLETE – What are the benefits you are expecting from this system – data capture, reporting etc.? 
EG: The following benefits are expected from implementation of the system:
· Data capture from multiple sites
· On-line error checking
· Central reporting

[bookmark: _Toc307909563]Interested Parties
CLIENT TO COMPLETE – Who else is involved in this that may want to have a say – other stakeholders? 

[bookmark: _Toc307909564]Interfaces
CLIENT TO COMPLETE - Are there any data feeds or interfaces with other systems that are required?

[bookmark: _Toc307909565]Project Management Team Structure

CLIENT to COMPLETE - Please nominate as identified in chart


[bookmark: _Toc307909566]Role Descriptions
[bookmark: _Toc307909567]Executive
(CLIENT TO COMPLETE - Name the key stakeholders that should be able to sign off on the requirements)
[bookmark: _Toc307909568]Senior Supplier
(CIDMU to complete - This will be a CIDMU Systems Development or Senior Project Manager)

[bookmark: _Toc307909569]Senior User
(CLIENT to complete - This will be the Study Project Officer that will be heavily involved in the requirements specifications and user testing)

[bookmark: _Toc307909570]Project Manager
(CIDMU to complete - This will be the lead software development officer for the project) 

[bookmark: _Toc307909571]References
CLIENT TO SUPPLY	-    Data Dictionary
· Project Protocol 
· Any other relevant documentation

[bookmark: _Toc307909577]Roles and Responsibilities

	Corporate/ Programme Management
	Provide details of the corporate or programme quality management system

	
	Provide quality assurance

	Executive
	Approve the Project Product Description

	
	Approve the Quality Management Strategy

	
	Confirm acceptance of the projects product

	
	Provide the customer's quality expectations and acceptance criteria

	Senior User
	Approve the Project Product Description

	
	Approve the Quality Management Strategy

	
	Approve Product Descriptions for key user products

	
	Provide resources to undertake user quality activities and product approval

	
	Provide acceptance of the project product

	Senior Supplier
	Approve the Project Product Description

	
	Approve the Quality Management Strategy

	
	Approve the quality methods, techniques and tools adopted in product development

	
	Provide resources to undertake supplier quality activities

	
	Approve Product Descriptions for key specialist products

	Project Manager
	Document customers quality expectations and acceptance criteria

	
	Prepare the Project Product Description (with users)

	
	Prepare the Quality Management Strategy

	
	Prepare and maintain the Product Descriptions

	
	Ensure Team Managers implement the quality control measures agreed in Product Descriptions and Work Packages

	Team Manager
	Produce products consistent with Product Descriptions

	
	Manage quality controls for the products concerned

	
	Assemble quality records

	
	Advise the Project Manager of product quality status

	Project Assurance
	Advise the Project Manager on the Quality Management Strategy

	
	Assist the Project Board and Project Manager by reviewing Product Descriptions

	
	Advise the Project Manager on suitable quality reviewers/approvers

	
	Assure the Project Board members on the implementation of the Quality Management Strategy i.e. the proper conduct of the project management and quality procedures

	Project Support
	Provide administrative support for quality controls

	
	Maintain the Quality Register and quality records

	
	Assist Team Managers and members with the application of the projects quality processes






Executive:
Chris Reid + Client Stakeholders (2)


Senior Supplier:
TBA - CIDMU to complete)


Senior User: 
 TBA - (CLIENT Nominee)


Project Manager:
 TBA - (CIDMU to complete)
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