D-400 

Nonconforming Product, 

Corrective and Preventive Actions



1.0   Purpose

This procedure describes the general steps, requirements, roles, and responsibilities for resolving nonconformities and/or instituting corrective and preventive actions to ensure the quality of all ORF systems, processes, and products.

2.0   Applicability

This procedure applies to all processes implemented and products developed in ORF per Scope of this Quality System Manual, and are to be followed whether work is performed in-house or by a contractor.

3.0   Responsibilities

The Management Representative, ORF, is responsible for overall management of corrective and preventive action procedures and for reviewing and approving all proposed corrective action plans.   The management representative may elect to include any or all other members of the Steering Committee in the final approval of a corrective action plan.

 PO’s, managers and supervisors are responsible for ensuring that all personnel involved in the development, checking, and/or review process for ORF products adhere to the requirements of this procedure.

All ORF personnel are responsible for recognizing and identifying nonconformities and if assigned as the assignee, when preventive and corrective actions are needed, and for recommending that such actions be incorporated into the ORF quality system.

4.0   Procedure

4.1 Corrective actions include changes in process, guidance, or responsibilities required to prevent the recurrence of a significant or recurring nonconformity. Corrective actions may be initiated in a number of ways, including but not limited to: 

4.1.1 Design reviews, 

4.1.2 Construction site visits or inspections, 

4.1.3 Customer complaints, 

4.1.4 Review of contract modifications necessitated by design deficiencies, 

4.1.5 Or audits.

4.2 A nonconformance may by identified by an ORF employee or person external to ORF. Causes of most nonconformities are from:

4.2.1 An audit result, 

4.2.2 A customer complaint, 

4.2.3 An elevation of a design or construction deficiency or omission 

4.2.4 An observed violation of an accepted process.

4.3 Once a nonconformance is identified, a nonconformance report (NCR) or audit report (AR) is initiated either by an ORF employee or auditor. An ORF employee documents the nonconformity report through Qualtrax and submits the report to the Management Representative, or if by audit, by reporting as described in the Internal Auditing Procedure D.200. 

4.4 Some minor nonconformities can and will be resolved immediately and will not require further action. If this is the case, the resolution is noted on the NCR/AR and closed.

4.5 The Management Representative tracks the NCR/AR in Qualtrax, and works with ORF PO or a manager as appropriate for the specific problem.

4.5.1 For those minor nonconformities that have been resolved either by local personnel or by the audit process, the Management Representative is to review the disposition for agreement that no further action is needed.

4.5.2 For those NC’s that are determined to need possible corrective action, the Management Representative shall determine and enter an expected completion date select an assignee and work on the problem with the assignee to the NCR or AR.  

4.6 The Management Representative (MR) together with the assignee discusses the problem with the initiator to ensure it is understood.

4.7 The MR reaffirms the need for corrective action, and if so completes a CAR and investigates the cause for the nonconformity described in the NCR/AR. If no corrective action is necessary, the MR documents why no action is required and proceeds to close the NCR/AR. If corrective action is necessary, the MR shall work the selected Assignee and perform the following within 35 days after initial nonconformity reporting:

1. Identify and agree to the details of the nonconformity;

2. Determine the cause

3. Develop a corrective action plan

4. Submit the corrective action to the management representative for review and acceptance

4.8 Upon acceptance by the management representative and Assistant director to ORF, the corrective action is implemented by involved personnel. 

4.9 After implementation, the Assistant Director to ORF closes the CAR.  The Management Representative will have an opportunity to verify the effectiveness of the action or indicate that verification will be done by subsequent audit.  

4.10 The Management Representative is responsible for tracking and submitting CAPA’s to senior management for their review per requirements of A-200.

4.11 The Management Representative shall forward reports of CARs, NCR's/AR’s open for longer than 35 days of the scheduled closing period, to the Assistant Director, ORF. If resolution of a CAR or NCR/AR requires more time than the negotiated closing date, the MR shall track and document progress toward resolution on a monthly basis.

4.12 Auditors may be requested to verify the effectiveness of the corrective action during subsequent audits.  When the CAR or NCR/AR has been verified, all documentation is forwarded to the Management Representative to finalize.

4.13 The management representative finalizes all CARs and NCR’s/AR’s.  

4.14 Preventive action is proactive activity performed to eliminate the possibility of potential nonconformities from occurring. It is conducted in a fashion similar to corrective action and uses the CAR form and process defined in steps 4.2 through 4.14 but is noted as preventive rather than corrective.

4.14.1 Where corrective action is reactionary and responds to an occurring or recurring nonconformity and is conducted by causal study and recommended action, preventive action is proactive to eliminate the possibility of potential nonconformities from occurring and results from an analysis of:

· Collected statistical data from processes

· Results and recommendations from both internal and external audits

· Management reviews

· Customer complaints or inputs

· Employee suggestions for improvements; and 

· Reports and records.

4.14.2  As with corrective action, implemented preventive actions are monitored for effectiveness prior to finalization. Preventive actions are reported to the management for review. 

5.0   Related Procedures

D-200, Internal Auditing

A-200, Quality Management Overview and Management Responsibility

6.0   Relevant Documents

Not Applicable 

7.0   Records

Qualtrax Document Management records
 


