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User Guide: Compliance to NC Regulation 10 CFR Part 21

1.
General Requirements and Intent.

1.1
Post Federal requirements regarding reporting of defects which could create a substantial safety hazard to the public.


1.2
Establish a method for individual employees to report defects in delivered products and/or services

1.3
Establish a system of evaluation to determine if the report is valid and reportable to a customer  in the nuclear industry.

1.4
Identify destination(s) for reports of defect in delivered product/service.

2.
Posting Requirements.
2.1
The following documents will be posted on selected employee bulletin boards throughout the facility.  These areas are accessible by all employees. 

a.
Section # 206 of the Energy Reorganization Act of 1974
b.
Copy of this procedure (QA1026)
3.
Reporting Procedure.
3.1
Report Initiation

a.
Any employee who becomes aware of a defect in a delivered product or service completes a PCB Quality Concern Form (SM012) and forwards it to the Quality Manager.

b.
"Delivered product” is defined as any component or service that has received final Quality Assurance approval and is designated ready to ship or has shipped.  Defects noted prior to that time will be reported through normal in-process nonconforming product procedures.

c.
Since PCB’s product line is not specific to the nuclear industry, individual employees will rarely know that the customer involved in a Quality Concern is a nuclear customer.  This determination is made by the Quality Manager during review of the Quality Concern.

3.2
Report Evaluation and Notification

a.
The Quality Manager routes the Quality Concern as required by QAM 10 Improvement to determine the nature of the defect if one exists.  If it is concluded that a defect did not exist in a delivered component, the Quality Concern is closed out per QAM 10 without further notification.

b.
As a supplier of commercial grade components or services, PCB generally does not have the capability to determine if a defect could create a substantial safety hazard.  Therefore, PCB will inform the purchasers or affected licensees so that they may evaluate the deviation pursuant to Section 21.21 of 10 CFR.
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