PAGE  
7

[SQMS – Item A]

SQMS Change / Managed Change 
Process Guidelines
[Structured for Changes other than FSTD Operational Discrepancies]
Purpose & Scope:

These guidelines describe a method for consistently and efficiently accomplishing organizational and operational SQMS changes.

These guidelines are structured for inclusion in an SQMS “Quality Management System Manual” in the present format. This may be accomplished simply by insertion of Sponsor page number references [re: QMSM Page __ ] in the body of the process. 
An equivalent process may also be utilized to satisfy either the “SQMS Change” or “Managed Change” requirement. 
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Change Process Map (Corrective Action / Managed Change)
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Stage A: Change Determination 
1.1 Determining/Activating Change 
Information is submitted to, or comes to the attention of, the Simulation Management Representative, or other sponsor designee (the S-MR) concerning a perceived need for change in the SQMS:
· The S-MR validates the change 

· If the S-MR determines that:
· Change is not warranted or required, the S-MR terminates further action
· Change is warranted or required, the S-MR:
· Determines the Change Category and Type [QMSM Page __ ] (re: T E.4, Appendix 2.A)
· Determines whether the proposed change will be processed using Corrective Action, Action Plan, or Managed Change  
· Prepares and activates the Change, using the selected process
· Completes NSPM notification,  as necessary [QMSM Page __ ] (re: T E.4, Appendix 2.A)
NOTE: An operational function; a goal, objective, policy, process, procedure, or function; or a specific organizational arrangement or structure will herein be referred to as a “Process”)
2.1 Corrective Action/Action Plan – NSP-Assessment Provision
· SQMS “Process” changes that are in-work using the “Corrective Action” or “Action Plan” Process are subject to normal FAA “On-Site” SQMS Assessment.
· SQMS “Process” changes that are placed in a “Managed Change” Initiative and are actively being processed in accordance with the Managed Change process (as evidenced by proper documentation) under an established timeline that has been coordinated with the NSPM (i.e. NSPM-assigned Program Manager, or in case of PM unavailability, the Duty Officer, an NSP Supervisor, the NSP SQMS Coordinator, or the NSPM (in that sequential order) are excluded from FAA “On-Site” SQMS Assessment activity commencing on the date a “Change Plan” is approved for implementation under Stage A., 2.2.4 and ending on the assigned date for completion of the “Evaluation of Effectiveness” under Stage A., 2.2.4, as modified by action taken under Stage B., 2.2.5, or Stage C., 2.2.7
2.2 Managed Change (MC) Process
Summary: Sponsor-Designated Responsible Management (Management) is directly involved in controlling the process throughout each stage:

· If the S-MR selects the MC process, the Change Initiative is coordinated with Management for review and determination of appropriate action to be taken, as follows:
2.2.1 Review of the Change Initiative
· Management reviews the Change Initiative taking into consideration:

· Category and Type of change 

· Potential improvement in operational efficiency, effectiveness, or functionality

· Required resources vs. available resources
· Management determines and documents the action that will be taken on the Change Initiative: 

· If the Change Initiative is approved for processing as a Managed Change in its current form:

· Management activates an “Authorized” Change Initiative
· If the Change Initiative is not approved for processing as a Managed Change in its current form:

· It is returned to the S-MR for modification, or 

· It is redirected for processing as a Corrective Action/Action Plan, or 

· It is cancelled (NOTE: Cancellation is applicable only to a “Planned Change” category Change Initiative)

· Documentation of a Change Initiative Review resulting in cancellation of a Change Initiative is retained for one year.
2.2.2 Establishing the Scope of Change

· Following activation of the “Authorized” Change Initiative, Management:

· Establishes and documents the Scope of Change:
· Identifies and describes the “Process” to be changed

· Defines the goal(s)
· Prioritizes the requirements necessary to implement the change
· Designates a Change Coordinator (NOTE: The S-MR may serve as the Change Coordinator) 
2.2.3. Developing the Change Plan

The Change Coordinator has the authority to create and develop a practical Change Plan that establishes the requirements necessary to accomplish the documented Scope of Change, including the determination of needed resources:
· Using the Scope of Change document as the reference, the Change Coordinator prepares and documents a Change Plan completing the following actions, as appropriate:
· Determines each “Process” that has to be modified to satisfy the Scope of Change as documented 

· Reviews the details of the “Process”
· Determines whether the “Process” can effectively be changed
· Determines changes that need to be made to the “Process”
· Determines the potential impact of the proposed Change on other “Processes”  

· Reviews the Change in terms of FSTD qualification/regulatory requirements

· Identifies resources (including people and equipment) necessary to implement the Change
· Estimates the time required to accomplish the Change
· Makes recommendations/observations, identifying any known obstacles
· Reviews MC Appendix A: Additional Change Plan Considerations for other appropriate action items 

2.2.4. Management Review of the Change Plan
The Change Coordinator presents the Change Plan to Management for review. Management reviews the Change Plan and decides if it will be implemented:

· If the Change Plan is approved for implementation:

· Concerns are identified and resolved

· Necessary resources are finalized, allocated, and assigned

· The Plan is designated as the “Approved” Change Plan
· A completion date is determined 

· The date for completion of a post-change Evaluation of Effectiveness is specified

· NSPM notification is completed, as necessary [QMSM Page __ ] (re: T E.4, Appendix 2.A)
· The “Approved” Change Plan is advanced to the implementation stage

· If the Change Plan is not approved for implementation/processing in its current form:

· The Plan is returned to Change Coordinator for modification, or 

· A determination is made that the Change will be processed as a Corrective Action/Action Plan [QMSM Pages __ ], or
· The Change Initiative is cancelled (NOTE: Cancellation is applicable only to a “Planned Change” category Change Initiative) 
· Documentation of a Management Change Initiative Review resulting in cancellation of a Change Initiative is retained for one year 
Stage B: Change Implementation
2.2.5. Implementing the “Approved” Change Plan
After the “Approved” Change Plan is implemented by the Change Coordinator
· The Change Coordinator: (1) Ensures that the “Approved” Change Plan is implemented and (2) Supervises proper completion of the assigned tasks using allocated/ assigned resources, as necessary 
· If during implementation it becomes desirable to make modifications to the methodology of the “Approved” Change Plan, the Change Coordinator may implement them provided the modifications are within the approved Scope of Change and the “Approved” Change Plan
· Management approval will be obtained before initiating: 1) Modification of the Completion or Post Change Evaluation date, or 2) Modifications that are outside the Scope of Change or the “Approved” Change Plan. 
If the program change is a “Major Planned Program Change,” any change of the completion date will be coordinated with the NSPM (i.e. NSPM-assigned Program Manager, or in case of unavailability of the PM, the Duty Officer, an NSP Supervisor, the NSP SQMS Coordinator, or the NSPM (in that sequential order).
· After the Change has been completely implemented, the Change Coordinator will notify Management and provide Change Plan documentation detailing the finalized change
Stage C: Evaluation of Effectiveness
2.2.6. Evaluating the Implemented Change
Upon receiving notification that the Change Plan has been completely implemented, Management will direct the completion of a post-change evaluation at the time specified during Management’s previous review of the Change Plan in Stage A., 2.2.4 (as subsequently modified under C., 2.2.7):

· Management appoints a suitable person as the Change Evaluator to conduct the evaluation

NOTE: This may be the Change Coordinator
· Using the Scope of Change and the “Approved” Change Plan as the basis for evaluation, the Change Evaluator evaluates the Change to determine whether it meets the prioritized requirements and goals, including adequacy/proper allocation of assigned resources, and is effective and sustainable

· The following activities are completed during the evaluation, all as appropriate:

· Operational results, performance records and documents are reviewed
· People responsible for, or associated with the “Process” may be interviewed, as necessary 

· An Evaluation of Effectiveness Report is prepared 
2.2.7. Management Review of the Evaluation

After the evaluation has been completed, the Change Evaluator presents the Evaluation of Effectiveness Report to Management for review:
· If the Change is determined to be satisfactory:

· Management verification and acceptance of the satisfactory implementation and completion of the “Approved” Change Plan and the satisfactory completion of the Evaluation of Effectiveness Report are documented

· NSPM notification is completed, as necessary [QMSM Page __ ] (re: T E.4, Appendix 2.A)
· The Scope of Change document; “Approved” Change Plan (as implemented); Evaluation of Effectiveness Report, and associated Management documentation are retained for two years
· If the Change is determined to be unsatisfactory:

· The Scope of Change document and “Approved” Change Plan are reviewed and modified, as necessary 

· A revised Completion or Post-Change Evaluation date is established, if necessary, and coordinated with the NSPM, as necessary
· Implementation of the Modified Scope of Change and Modified Change Plan is then initiated, starting at the entry point in this process that is determined to be appropriate by Management

MC Appendix A: Additional Change Plan Considerations, as appropriate (re: 2.2.3):

· What are the details and/or present performance of the “Process”?

· What organizational units are affected by the Change?

· What do the people associated with or impacted by the change consider to be the practicality of the Change?

· Is there a history of similar change activity?

· What training or re-training is necessary? 

· What equipment changes are needed?

· What other resources are needed?

· How much will the Change cost?

· What documents and records are needed?
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