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Janus Change Management Plan
1. Introduction
1.1 Purpose

This document describes the process that will be used to request and manage changes to designated work products created or maintained by the members of the Janus stakeholder community. This plan will facilitate communication about requested changes among Janus stakeholders, provide a common process for resolving requested changes and reported problems, and reduce the uncertainty around the existence, state, and outcome of a change that has been requested in a work product.
1.2 Scope

The change control process described in this plan applies to work products that have been created or managed, approved, and baselined by the members of the Janus development team.  Examples of the products that will be managed under change control include:

· Janus logical data model
· Janus Vision document

· Requirements specifications for the Janus study data warehouse (e.g., SDTM validation criteria)
· Group procedures and processes

· User and technical documentation

The following work product classes are exempted from this change control process:

· Work products that are still under development
· Interim or temporary work products created during the course of a project
1.3 Definitions, Acronyms, and Abbreviations

Definitions of the terms, acronyms, and abbreviations used in this document can be found in Appendix A, Glossary.
2. CCB Organizational Framework
2.1 Organization
Stakeholders participating in Janus change control activities will include the following groups:

· Clinical Data Interchange Standards Consortium 
· National Cancer Institute 
· Food and Drug Administration 
· Industry representatives
2.1.1 Clinical Data Interchange Standards Consortium
The Clinical Data Interchange Standards Consortium (CDISC) is on open, multidisciplinary, non-profit organization that has established worldwide industry standards to support the electronic acquisition, exchange, submission, and archiving of clinical trials data and metadata for medical and biopharmaceutical product development.  The mission of CDISC is to develop and support global, platform-independent dta standards that enable information system interoperability to improve medical research and related areas of healthcare.
2.1.2 National Cancer Institute
The National Cancer Institute (NCI) has been funding and managing the overall Janus implementation effort since the spring of 2005.  Phase 1, which included successfully loading data into Janus, extracting data from Janus using COTS tools, and outputting data in SDTM format, was completed in January 2006.  Phase 2, scheduled to be completed in October 2007, involves development of an operational pilot.  Specific tasks involved in Phase 2 include:
· Integration of three reviewer tools (WebSDM, iReview, SAS) with the Janus repository

· Development of a data validation and import facility

· Loading of validated SDTM datasets into the Janus repository

· Creation of analytical views based on reviewer-defined use cases
2.1.3 Food and Drug Administration
FDA is participating with NCI in the development of Janus through an Interagency Oncology Task Force (IOTF) that was established in 2003as a multi-part interagency effort to enhance the efficiency of clinical research and the scientific evaluation of new cancer medications. The goal of the IOTF is to leverage the expertise and capabilities of both agencies for the purpose of streamlining and accelerating the overall development of diagnostic, preventive, and therapeutic interventions for cancer.

Under this effort, the two agencies share knowledge and resources to facilitate the development of new cancer drugs and speed their delivery to patients

2.1.4 Industry Representatives

Certain pharmaceutical sponsor organizations are implementing data warehouses that are based on the Janus design, including extensions to address more operational aspects of data not currently represented in the NCI/FDA Janus implementation.  The goal of industry participation is to add additional features relevant to sponsors to the Janus model, and provide a basis for eventually establishing a common warehouse model that may be operated as a shared repository.
2.2 CCB Roles and Responsibilities
Roles and responsibilities of the representatives participating in Janus CCB activities are described below.
	Role
	Description

	Change Control Board
	The group that reviews and approves (or rejects) proposed changes for a specific Janus-related product.  This group also decides when and how often the CCB meets.  Members of this group will include representatives from CDISC, NCI, FDA, and industry; members of this group also may nominate additional CCB members from the Janus stakeholder community.

	CCB Member
	A person nominated to participate in the CCB.  CCB members discuss issues, propose alternative solutions, approve, reject, or defer change requests or issues for further analysis.  CCB members vote for a disposition, the CCB Chair makes the decision.  A quorum is usually needed and consensus does not need to be achieved.

	Originator
	The person/stakeholder organization that submits a new change request.

	Analyst
	The person(s) assigned by the CCB asks to investigate the impact of the change request and determine a proposed solution to the issue.  The analyst can be  any team member involved in the Janus development effort—typically, it will be a member of the development team, but it also may be the DBA, a user or policymaker, manager of the project, etc.  The analyst proposes a solution after consulting with other team members, assesses the impact of the change, and proposes an implementation strategy.

	Product Manager


	The person who is responsible for maintaining the vision and integrity of a specific Janus work product (e.g., database schema)—the person responsible for oversight of changes approved for implementation and insuring that each approved change is achievable.  This person is responsible for the overall scheduling, staffing, and implementation of an approved change and updating the status of the request to indicate when the change has been implemented.  

	Configuration Manager
	Person responsible for maintaining/updating the CM plan, ensuring that configuration items are properly identified and organized in gForge, setting up and maintain user access to the Janus project in GForge, and distributing information on the status of change requests. 

	Verifier (QA)
	The person(s) who determine(s) whether a change was made correctly.


3. The Change Control Process
This section describes the change control process for Janus, from the time a change request is submitted by a stakeholder through the approval, implementation, and verification of the change.  Figure 1 on the following page provides a swim lane diagram of the change control process.
3.1 Receive Change Request
Requests for changes to a Janus product may be submitted by any of the stakeholder groups described in Section 2.1.  At a minimum change requests will include the following information:
· Name,  organizational affiliation, email address, and telephone number of the submitter
· Date of the request

· Description of the change desired, including the product(s) affected, a description of the problem or issue resulting in the need for the change, and perceived impact of the change

· Requested timeframe or dates for the desired changes
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Figure 1.  Janus Change Control Process
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Change requests will be submitted to the CCB Configuration Manager (or through gForge).  At the time of receipt, the status of a change request will be set to “Open” in gForge.
A sample change request form is provided in Appendix B (Source:  NCICB).

3.2 Classify, Prioritize, Assign Request 
New change requests will be reviewed by the CCB during regular monthly meetings.  During its initial review of new requests, the CCB will:
· Classify the change request into one of the following areas: 
· Regulatory process changes—changes made to support or accommodate regulatory requirements

· Business process changes—changes needed to support business processing requirements

· Technology changes—changes needed to support technology management requirements

· Assign a priority based on the following criteria:

	Severity
	Description

	High
	Serious issue that prohibits general use or results in inaccurate data, loss of data, or inability to access data.  No workaround available

	Medium
	Problem or missing functionality that may have an impact on use or slow performance, but for which a workaround is available.

	Low
	Minor problem or correction required in documentation—may result in loss of efficiency but does not preclude basic use.


· Assign the change request to an Analyst for further analysis

After this initial review, the status of the change request in gForge will be set to “Assigned, Pending Approval.”

3.3 Analyze Change Request

The Analyst will perform a more detailed analysis of the change request to complete an impact assessment to determine:
· Impact of the change on ongoing work (e.g., schedules, resources, standards) to implement the Janus study data repository
· Specific tasks/activities required to implement and test the change

· Skill set required to implement the change (e.g., data modeler, SDTM expertise)

· Level  of effort (and cost, as appropriate) to implement the change

· Other products affected (e.g., interfaces with other systems, external instances of Janus, etc.)

· Level of risk associated with the proposed change

This analysis will be reviewed by the CCB in a subsequent meeting.  A sample Impact Assessment Form is provided in Appendix C (source: NCICB).
3.4 Review/Approve Change Request
The CCB will convene once a month to discuss pending change requests and approve or reject the change, or request additional information to inform their decision as follows:

· The CCB chair will confirm the agenda for the change requests to be reviewed.  All impact assessments should be completed by close of business (COB) 2 days prior to the meeting.

· CCB members will discuss the change requests during the scheduled meeting.  To expedite the proceedings, the CCB will not discuss design issues or technical issues, but only the requirements, resources needed, scheduling, and other impacts.

· The CCB members will express their opinions, assent or dissent, and the group will determine consensus.  The CCB chair makes the final decision on the change request.  Dissenting opinions may be recorded with the change request.

· An approved change request that does not require additional resources or impact analysis may be approved for the appropriate team to implement.

· Some issues may require additional analysis and the CCB will assign the analysis to one of its stakeholder teams.  This change request will return to the CCB when the analysis is completed.

· All CCB decisions are recorded by the Configuration Manager in the Change Request Tracking System (CRTS) in gForge.

Once a decision has been made regarding the disposition of the change request, its status in gForge will be set to either “Approved, Under Implementation” (approved changes), “Rejected,” or “Deferred.”
3.5 Implement Approved Change Request

Approved change requests will be assigned to the respective Product Manager for implementation.  The CCB will work with the Product Manager to coordinate with Janus stakeholder groups as needed to ensure that resources with the appropriate skills sets are available to work on implementing the change.
The Product Manager will have full responsibility for completing the approved change request, including the planning, scheduling, and management of all of the related implementation activities.
3.6 Verify Implementation
Once the change has been implemented, the Product Manager notifies the Verifier that the change has been made and makes the product available to the people responsible for verification.  Subsequently, the Verifier performs the agreed-up verification steps.
If the verification is successful, the Verifier updates the status of change request in gForge to “Verified.”
3.7 Close Change Request
The status of changes that have been implemented and verified successfully will be set to “Closed-Successful” in gForge.  If  for some reason the change implementation was unsuccessful, the status will be set to “Closed-Unsuccessful” along with a description of the reason for the unsuccessful implementation.
3.8 Configuration Status Accounting
This section describes how the change request will be recorded, tracked, and reported.  The terms used to track the status of the request throughout its life cycle are described in the table below.

	Status
	Description

	Open
	A new change request has been received from a submitter.

	Assigned, Pending Approval
	The change request has been reviewed initially by the CCB and assigned to an Analyst who will be responsible for performing an impact/feasibility assessment.

	Approved, Under Implementation
	The change request has been approved by all parties and presented and approved by the CCB.

	Verified
	The Verifier has confirmed that changes to the affected product(s) were made correctly.

	Canceled
	The Originator or someone else decided to cancel an approved change.

	Deferred
	The change request has been deferred for future consideration by the CCB.

	Rejected
	The change request has been rejected by the CCB.

	Closed-Successful
	The change made has been verified (if required), the modified work products have been installed, and the request is now completed.

	Closed-Unsuccessful
	This designation is used when the change was unsuccessfully implemented.  A notation should be made within the change request as to why the change was unsuccessful.


The Configuration Manager generates a report at the end of each month summarizing the status of the contents of the change control database. These reports identify all status changes made in the previous month, list the status of all change requests that currently have a status other than Rejected or Closed, and indicate the level of change activity. The project leadership team reviews these reports to determine whether any corrective actions are necessary.
Appendix A—Glossary
	Baseline
	A reviewed and approved release of artifacts that constitutes an agreed upon basis for further evaluation or development which can be changed only through a formal procedure, such as change management and configuration control.



	Change Request
	An item that someone has submitted to the Janus CCB that describes a requested enhancement or proposed change in a baselined Janus work product.

	Stakeholder
	A person, group, or organization that is actively involved in a project, is affected by its outcome, or can influence its outcome.

	
	

	
	

	
	

	
	

	
	


Appendix B.  Sample Change Request Form

	Date:


	Last Update:


	Requested by:



	Software ver.


	Change Type (underline all that apply):   

Code  | Data  | Server Config | Documentation  | Other: _____
	Area:



	Problem Statement: 



	Root Cause:



	Proposed Solution: 



	Impact assessment: 



	Changes needed to compensate/mitigate impact: 



	URL of supporting documentation: 



	Comments from Board or 3rd Parties: 



	Approval Date:
	Decision:

Implement as described

Further research /design 

[give details below]

Defer to next release

Not approved
	Signatures:

Infrastructure Engineering:

Applications Engineering:

Quality Assurance:

Biomedical Informatics:

Community/Alliances:



	If further research required, describe information that is needed to render a decision: 



	Other Comments: 




Appendix C.  Sample Impact Assessment Form
	CR Title
	

	CR Number
	 

	Impact Assessment Analyst
	 

	Project Team Reviewer
	

	Impact Statement
	Description of the impact of the change

	Scope of the Change
	The analysts assessment of the scope of the change, including a list of all other stakeholders who need to be informed

	Technical Work Required
	Description of the work required to implement the change

	Tools/Special Resources
	Required tools or other special resources needed to implement the change

	Interoperability Effects
	Any known impacts imposed on any other Janus components/systems by implementing the change request

	Technical Risks
	Risks associated with making the change as described

	Cost Assessment
	Cost assessment of the requested change including an estimate of effort and time required

	Recommendations/

Disposition
	Presents the analyst’s recommendation regarding the change, its internal priority, and the ultimate disposition of the request, based on further evaluation by the CCB
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