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16.1
Scope
This section establishes the responsibilities and requirements by which conditions adverse to quality are identified promptly, documented, and corrected.  This section also establishes adminis​trative requirements for the evaluation and reporting of occurrences to the appropriate client and/or regulatory organization.

16.2
Applicability
This section is applicable to all D&D and quality-affecting activities identified to be in a condition adverse to quality, including the applicable internal and external reporting of the condition and correc​tive action.

16.3
Responsibilities
16.3.1
The DDO Program Manager is responsible for
a.
Ensuring that controls are established and implemented for significant conditions adverse to quality in accordance with this section.

b.
Ensuring that managers are actively identifying, docu​menting, processing, and providing timely responses to Assessment Action Reports (AARs) and Corrective Action Reports (CARs) for conditions adverse to quality.

c.
Evaluating significant conditions adverse to quality for poten​tial reportability to the client and/or regulatory organization.

d.
Conducting an immediate evaluation of any radioactive material release or unplanned radiation exposure of personnel to determine reportability to the Nuclear Regulatory Commission (NRC).

16.3.2
The DDO managers and supervisors are responsible for
a.
Identifying and documenting, in a timely manner, those condi​tions that are detected to be adverse to quality and submitting the documentation to the DDO Quality Manager
b.
Developing a “no fault” attitude within their organization to encourage the identification of adverse conditions
c.
Responding to corrective action requests issued to them, by analysis and resolution, in a timely manner
d.
Determining if, or what, improvements can be made in the process
e.
The immediate reporting to the DDO Program Manager, the RC&ESHO Manager, Radiation Safety Officer (RSO), or other appropriate regulatory interfaces, of any conditions potentially reportable to a governmental regulatory organization
f.
The immediate reporting to the DDO Program Manager and the RSO, through the event reporting system administered by the RC&ESHO Manager, of any defects or noncompliances reportable according to applicable portions of 10 CFR.

16.3.3
The DDO Quality Manager is responsible for
a.
Determining if the condition adverse to quality justifies stop​ping work
b.
Administering the corrective action reporting system including
1)
Logging adverse conditions requiring corrective action

2)
Determining the severity of adverse conditions

3)
Monitoring the corrective actions

4)
Verifying corrective actions are complete and effective in resolving adverse conditions

5)
Reporting the status of corrective actions periodically to appropriate line or project management.

c.
Assisting managers in investigating and planning all phases of actions needed to fully address assessment action and corrective action items.

16.3.4
All DDO personnel are responsible for identifying conditions adverse to quality that may require corrective action and reporting them to the DDO Quality Manager without fault being directed at a particular person or organization.  Where formal event reporting is required, the conditions will be reported first to the RC&ESHO Manager, who will determine the need for any subsequent formal reporting mechanisms.
16.4
Requirements
Implementing procedures shall be established to control the DDO corrective action program.

16.4.1
Identification

16.4.1.1
When the need for a corrective action is identified, the person identifying the need shall contact the DDO Quality Manager to initiate the report.  Reports for corrective action shall be administered and controlled by the DDO Quality Manager.  Conditions adverse to quality and significant conditions adverse to quality shall be documented on AARs and CARs, respectively.

16.4.1.2
Defects or noncompliances reportable to regulatory agencies shall be reported to the DDO Program Manager, the RC&ESHO Manager, and the RSO, as appropriate.

16.4.1.3
Defects or noncompliances reportable to the NRC under applicable portions of 10 CFR shall be reported to the DDO Program Manager and RSO immediately.

16.4.2
Condition Adverse to Quality

When a condition adverse to quality is identified on an action report (AAR or CAR), the responsible manager shall determine and implement corrective action as soon as practicable.  The responsible manager shall also determine the cause of the adverse condition, and action necessary to prevent recurrence.  The cause analysis shall be commensurate with the significance of the risk.

16.4.3
Significant Condition Adverse to Quality

When a significant condition adverse to quality is identified on a CAR, appropriate levels of management, including the DDO Program Manager, shall be promptly notified.  The responsible manager shall determine and document the root cause of the condition, action taken to cor​rect the condition, and corrective action taken to preclude repeti​tion. The DDO Quality Manager shall concur with the adequacy of the corrective action to ensure that quality requirements are satisfied.

16.4.4
Follow-Up Action

When corrective action has been identified, appropriate follow-up action shall be taken by the DDO Quality Manager to verify that effective corrective action has been implemented in a timely manner.

16.4.5
Criteria

Corrective action shall be initiated when any one of the following conditions are identified:

a.
Any deficiency in an item, activity, or document that could have an adverse effect on the health and safety of the public or workers, have an adverse effect on the environment, or have a major cost or schedule impact on project objectives
b.
A design deficiency, construction, or fabrication error found during construction, testing, modification, or operation that could have an adverse effect on the performance, reliability, or safety of the facility or item at some point in its design lifetime

c.
A significant breakdown or failure of the quality program
d.
Any significant adverse condition.

16.5
Records
Records that provide objective evidence of compliance with requirements of this section shall be maintained and controlled in accordance with Section 17.0 of this manual.
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