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INTERNAL AUDIT 

1.0

PURPOSE AND SCOPE

This procedure provides the authority and responsibility of the Internal Audit Team and the guidelines and requirements for conducting internal audits of quality activities and the quality system.  The purpose of the internal audit is to verify and document that the quality system is functioning and is an effective tool for meeting Larson Davis objectives.

2.0

AFFECTED DEPARTMENTS

All Departments of Larson Davis (LD).

3.0

REFERENCE DOCUMENTS

D0001.0001

Quality Management System

D0001.1166-4
Internal Auditor List

D0001.0014

Quality Addendum for Intrinsic Safe Products
QA008


Follow-Up Effectiveness Report

QA004


PCB Audit Summary Report

QA005


Nonconformity Report 

QA006


Audit Schedule
QA1004


User Guide: Auditor

4.0

RESPONSIBILITIES & AUTHORITY

4.1 Quality Assurance (QA) Manager:

· Coordinate the activities of the Internal Audit Team

· Set and manage the Current Audit Schedule
· Perform audits at the request of Management

· Serve as a resource to the Audit Team

· Review PCB Audit Summary (QA004)

· Review and sign off on Nonconformity reports (QA005)

· Complete Follow-Up Effectiveness Report (QA008)

4.2

Department Managers:

· Review the audit results and recommended corrective/preventive action for their area(s) of responsibility

· Approve or reject audit results and/or recommendations

· Implement agreed upon corrective/preventive action

· Recommend areas or activities to be audited

4.3

General Manager (GM):
· Review audit results that identify chronic non-conformities or failure of the quality system implementation. 

· Review the QA audit report 

· Approve or reject audit results and/or recommendations

· Recommend areas or activities to be audited

4.4
 
Internal Audit Team Member: 

· The Internal Audit Team is composed of individuals, chosen by their Department Managers, to serve as auditors.  Their appointment is at the discretion of their manager. 

· Auditors are familiar with the contents of the LD Quality System and how it is implemented.  The individuals are familiar with the ISO Standards applicable to LD.  Applicable standards are specified by the GM.

· Recommend areas or activities to be audited

· Attend Audit Team meetings. 

5.0

DEFINITIONS
GM -
General Manager


QA - 
Quality Assurance


Also see Internal Audit Definitions – QA010
6.0

SAFETY PRECAUTIONS
Observe safety precautions for the work area or activity being audited.

7.0

EQUIPMENT & MATERIALS

Access to a computer system for the writing and documentation of audit results.

8.0

INSTRUCTIONS

8.1
  Audits are planned and conducted using the PCB TCS system. This system is accessed by clicking on the TCS logo found on the home page of the company web site. Each audit should take into consideration the status and importance of the processes and areas to be audited, the status of previous audits and specially assigned supplemental audits requested by management. If more than one person is auditing then one should be designated Lead Auditor by the Quality Assurance Manager. 

8.2
 During the audit process, deficiencies detected outside of the audit scope shall be documented.

8.3
The audit schedule addresses, at a minimum, the ISO 9001, IEC 80079-34 (ATEX), ISO 17025 and all other applicable system standards, the Quality Management System (D0001.0001) as well as follow-up verifications assessing the effectiveness of corrective and preventive actions resulting from previous internal or external audit findings. 

8.4 Product Certified to ATEX and IEC80079-34.  When the Audit Schedule is reviewed for the coming 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 sample of models selected should not be the same as previous year’s audit if another product is available.  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 Type Examination Certificate documentation parameters.  See the Quality Addendum for Intrinsic Safe Products Document, D0001.0014, for more details regarding the ATEX Vertical Audit.
8.5  The QA 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.       

8.6 Selection of auditor(s) and conduct of audits insure objectivity and impartiality of the audit process. The Larson Davis Internal Auditor List (D0001.1166-4) is maintained and annually reviewed and/or revised by the General Manager during the formal management review.

8.7 The Quality System Auditor provides an Opening Agenda, 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.

8.8 Audit is performed against any department applicable to the scope of the audit.

Upon completion of the audit, the Quality System Auditor documents the audit per QA1004.  

8.9 Audit findings are documented on Nonconformity Report (QA005).

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

a) 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 Nonconformity 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).  Managers or Supervisors 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.

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

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

d) If assignee is unable to resolve a finding by the 30 day due date, the assignee shall complete Nonconformity report (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.  

e) 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, and Quality Department Auditors ensure audit finding responses are subsequently documented and retained as retrievable stored information.

8.10 Revisit activities shall include the verification of the actions taken and the reporting of the verification results.  

· 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).

· 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.

· Revisits found to be ineffective are documented on Nonconformity report form QA005. The new finding is processed and controlled per this procedure.
· Revisit schedules are announced to department managers or supervisors in lieu of an Opening Meeting Notice.  A Closing Meeting is scheduled if the revisit results in a finding.
8.11The effectiveness of the audit process, in regards to its specific tools and techniques, is evaluated during the Management Review process as evidenced on D0001.1164-1 Management Review Agenda.

9.0

INSPECTION--None

10.0
RECORDS

The QA Manager provides a copy of the audit report to the Director of LD Operations/General Manager. This report should be delivered within one week of the closing meeting. An electronic version of the audit report is then stored with document control for a minimum period of one year.

Completed audits are submitted to Document Control and stored as follows:

1 audit cycle for internal audits that do not require corrective action.

2 audit cycles for internal audits that identifies a failure of the system.  

11.0
DISTRIBUTION

The contents of this procedure are pertinent to all departments, their employees and members of the audit team.  Copies of the procedure are made available electronically or by hard copy in the Document Control area.

12.0
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