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This is the status of Fermilab’s corrective action plan in response to concerns identified during the FSO assessment review of Fermilab’s Quality Assurance (QA) program led by John Adachi from the Department of Energy Office of Science (SC) Chicago (CH) Integrated Support Center (ISC) and conducted September 14-18, 2009.
A status for each finding/concern is provided in this document categorized as Closed, In Progress, or TBD.  Where possible a current status is provided for the In Progress corrective actions.  A supplemental letter will be issued when status of those which are undergoing a change to the CAP implementation plan are received from the responsible party.

Regarding the timeliness of completing corrective actions, the majority of the open findings/concerns will be resolved during FY12.  There are a distinct few; however, that Fermilab will go beyond FY12 to fully implement (e.g. document control).

Regarding effectiveness reviews, the Office of Quality and Best Practices (OQBP) has scheduled semiannual verification and validation surveillances in the integrated schedule to review whether corrective actions are fully implemented and the activity is providing the desired results.  In addition, OQBP incorporates effectiveness reviews during subsequent quality program elements assessments.  The results of these assessments, as well as any assessments performed by OQBP, are available for DOE’s review upon request.
The following section contains information regarding the individual findings/concerns:

Criterion 1 – Program
Criterion 2 - Personnel Training & Qualification
Criterion 3 - Quality Improvement

Criterion 4 - Documents and Records
Criterion 5 - Work Processes

Criterion 6 – Design

Concerns:
· C4 Design processes in the laboratory are not consistent.  In some areas of Fermilab design work at Fermilab is dependent on the experience of the staff and management/engineer interactions while in others, such as FESS, the process is well defined.

· Corrective Action Plan

See  SC1 below (OQ-05/22/2009-02) elevated to AC for this

· Deliverables

Approved Fermilab Engineering Manual

· Completed  07/22/2010
· C5 The decision to create and staff the position of Chief Engineer has not been finalized.

· Corrective Action Plan

Existing CAP OQ-05/22/2009-01 was elevated to AC for this

· Deliverables

Decision on the position of Chief Engineer

· Chief Engineer was not appointed due to a senior management reorganization
· Justification - Laboratory Director correspondence with FSO
· Completed  01/05/2011
Significant Concern:

· SC1 The draft Fermilab Engineering Manual, revision 0.2, does not provide sufficient detail and rigor to effectively implement the requirements of Criterion 6 Design and Criterion 5.a Work Processes of DOE O 414.1C Quality Assurance, and Chapter Six Design and Section 5.3 Work Process Control of the Fermilab Integrated Quality Assurance program, or to adequately address the inadequacies identified in the Fermilab Root Cause Analysis for the Large Hadron Collider Magnet System report.  The Fermilab Engineering Manual must appropriately balance, and therefore benefit from the strengths of, the Laboratory’s strong scientific and engineering expertise, and a more formal process-based approach to the engineering design process.

Suggestion

The “conclusions” section of the report for Design also contains the following sentence - Fermilab should develop and implement a documented design control process that implements the recommendations of that report. Referring to the Root Cause Analysis for the Large Hadron Collider Magnet System Failure
· Corrective Action Plan

Existing CAP OQ-05/22/2009-02 was elevated to the AC.  – The manual is being updated in response to detailed comments submitted from the DOE 2009 QA assessors.  The CAP was developed and signed on 01-14-2010, and approved by the Director on 02/04/2010 with OQBP concurrence on 02/05/2010.

· Deliverables

Approved Fermilab Engineering Manual

· Completed  07/22/2010
Criterion 7 – Procurement
Criterion 8 - Inspection and Acceptance Testing
Criterion 9 - Management Assessment
Criterion 10 - Independent Assessment
Section 4 - Suspect/Counterfeit Items Prevention
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