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Process: 9.2  Internal Audit
Process Owner: Quality Assurance Management
Process Description: Conducting internal audits at planned intervals to determine whether the quality management system conforms to planned arrangements, to the requirements of all applicable standards, and to the requirements established by PCB Piezotronics, Inc. for implementing and effectively maintaining the quality management system.  
Process Inputs: Standard (s) requirements: QSM, QAM, ISO9001, ISO17025, AS9100, ANSI-Z540.3, ATEX114, IEC80079-34, 2011/65/EU, 10CFR21 and 10CFR50 Appendix B, Accreditation Body requirements.
Process Measurements: Policy Deployment metrics for audit results.
Output / Records: Audit schedule, internal and external audit results, audit finding documentation, audit reports, management review meeting minutes (QA139) and corresponding policy deployment documented information.  

Responsibilities: 

1)   Quality Assurance Manager (Management Representative) is Lead Assessor.

2) Quality Assurance Manager and Quality Assurance System Auditor(s) maintain the internal auditing system documentation (documentation information files, annual audit schedule and internal and external audit results database).

3)   Internal Auditor(s) have the responsibility to effectively carry out the Internal Audit Process and ensure continued compliance to applicable quality system standards.
9.2) Internal Audit
9.2.1  1) Internal audits are conducted per the Audit Schedule (QA006 maintained per QA1003) at planned intervals taking into consideration the status and importance of the processes and area(s) to be audited, the status of previous audits and specially assigned supplemental audits requested by management.  The auditor is responsible for completing the audit (closing meeting held per the requirements of this procedure) in accordance with the Audit Schedule.
2) The audit schedule addresses, at a minimum, the ISO-9001, AS9100, ISO-17025, ATEX114, IEC80079-34, all other applicable system standards, Quality System Manual (QSM), Quality Assurance Manual (QAM), customer and applicable statutory and regulatory quality system requirements, as well as follow-up verifications assessing the effectiveness of corrective and preventive actions resulting from previous internal or external audit findings. This planned arrangement ensures effectively implemented and maintained compliance of all areas to the applicable standard requirements of the quality management system.  The management review process evaluates audit results to confirm status of the implemented and maintained quality management system.

9.2.2  3) The audit criteria, scope, and frequency are defined by the Quality Assurance Manager and documented on the PCB Planned Audit Schedule as necessary to meet PCB, Registrar, Customer Contract and/or Regulatory requirements.  The Quality Assurance Manager ensures all applicable standards clauses/elements are audited at a minimum of once a year. The Quality Assurance Manager identifies the extent of the audit and areas to be audited and weighs the additional importance of certain clauses based on Internal Auditor suggestion and management input.  The Quality Assurance Manager may update the audit schedule at any time for the addition of a supplemental process audit or a limited scope audit commensurate with status, importance and current activities within the quality management system.  These supplemented audits will be denoted on the audit schedule by the word “supplemental” included in the audit description.   
a) The Quality System Auditor plans (QA1003) and implements audit in accordance with process QA03.

b) During the audit process, deficiencies detected outside of the audit scope shall be documented.

c) The Quality System Auditor sends an Opening Agenda, via e-mail to the Quality Assurance Manager, Department Managers and pertinent employees affected by the audit.  The agenda includes the auditor(s) performing the audit, the clause or process identification, audit scope, and scheduled starting date.

d) Audit is performed against any PCB department applicable to the scope of the audit.

e) Upon completion of the audit, the Quality System Auditor documents the audit per QA1004.  The documentation contains objective evidence to address compliance of associated PCB Level I, II and III documents and applicable standards identified in the Associated Documents section of this procedure.  

f) Audit Findings are documented on Audit Finding Report form QA005.

g) The Audit Report QA004 is an overall summary generated by the Quality System Auditor.

h) Upon completion of all documentation, the Quality System Auditor reviews potential findings with the Quality Assurance Manager.  After review the closing meeting is scheduled and Audit Finding Report(s) QA005 issued.  Due dates are as directed by the Quality Assurance Manager (30 days required for containment, root cause and corrective action response).  The Corrective Action Review Committee (QA123) members are responsible for the area being audited and shall ensure that effective actions are completed by indicted due date to eliminate detected nonconformities and their causes.

i) If either the Corrective or Preventive Action is deemed unacceptable by the Quality System Auditor, Quality Assurance Manager and/or the Corrective Action Review Committee, the QA005 is returned to the assignee for further action with explanation regarding why the solution is unacceptable.

j) The Quality Assurance Manager determines the final acceptability status of an audit finding Corrective or Preventive Action.

k) If assignee is unable to resolve a finding by the 30 day due date, the assignee shall complete Audit Finding QA005 for containment, root cause and corrective action plan with planned completion date(s), and submit for approval to the Quality System Auditor or Quality Assurance Manager.  

l) For on-time completion of audit findings, the quality department notifies assignees and corresponding management team members of corrective actions that are pending.  Senior Leadership Team members, the Corrective Action Review Committee, and Quality Department Auditors ensure audit finding responses are subsequently documented and retained as retrievable stored information.

4.)  Selection of auditor(s) and conduct of audits ensure objectivity and impartiality of the audit process. Auditors do not audit their own work.  The Internal Auditor List (QA009) is maintained, reviewed and/or revised by the Quality Manager.  The Internal Auditor List indicates what training qualifies each auditor.  Training may include: ISO9001, ISO17025, ATEX114, IEC80079-34, AS9100 and any other applicable system standards.  Also included is an overview of PCB Quality System (QSM) and Quality Assurance Manuals (QAM) specifically section 9.2 Internal Audit.  Auditor(s) must perform a minimum of one internal audit per year to maintain qualification status.  Auditor effectiveness and information accuracy is reviewed by the Quality Assurance Manager following the audit’s closing meeting, at time of report review, as evidenced by signature on Audit Report QA004. 

5.)  Verification activities shall include the actions taken and the reporting of the verification results.

a) The Quality Assurance Manager or Quality System Auditor may assign a revisit date for each resolved finding to assess the long-term effectiveness of the corrective and preventive action.  The Quality Assurance Manager schedules depending on the severity and or urgency, the revisit can be scheduled as directed by the Quality Assurance Manager or Quality System Auditor.  The revisit date is documented in the Audit Schedule QA006.

b) Revisits found to be effective are documented on Follow-up Effectiveness report QA008 and forwarded to the Quality Assurance Manager for review and approval.  A revisit found to be effective within the scope is considered closed.

c) Revisits found to be ineffective are documented on Audit Finding Report form QA005. The new finding is processed and controlled per this procedure.

d) Revisit schedules are announced at the Organizational Meeting in lieu of an Opening Meeting Notice.  A Closing Meeting is scheduled if the revisit results in a finding. 
6.)  Product Certified to Directive ATEX114 and IEC80079-34.
When the PCB Audit Schedule (QA006) is reviewed for forthcoming year, a vertical audit shall be included whereby a product awaiting dispatch is used to prove all aspects of the system associated with the production of that product from a certification viewpoint.  The maximum period between these type of audits shall not exceed 14 months.  The sample of models selected shall not be the same as previous year’s audit.  The audit must include: documentation (drawings, inspection records/checklists, test records, material certifications, etc.) product identification, handling, storage, training and any other recognized variable that can affect compliance of the product to the EC Type Examination Certificate documentation parameters (see IEC80079-34 standard).  
7.) For A2LA accreditation program, annual renewal is required through the A2LA portal that will specify all the latest required checklists needed for each accredited facility.   Checklists shall address both the ISO17025 and ANSIZ540.3 standards. 
Level III Reference Documents: QA03, QA004, QA005, QA006, QA008, QA009, QA123, QA139, QA1003, QA1004, QA1033.
Unusual Conditions: Note that the Quality Assurance Manager may issue an initial due date of up to 40 days when compensation is required for facility closings, holidays, etc.  The initial due date shall not exceed 60 days.
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