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1.0 Purpose

To establish an internal quality audit program for the monitoring, evaluation, and improvement of the quality system at [Company Name].

2.0 Scope

All areas described in the quality system policies, procedures, and work instructions affecting the quality of work are audited at the facilities of [Company Name].

3.0 Definitions

3.1 Senior Management

Senior management is defined as the company Chief Executive Officer and his/her immediate staff.

3.2 Audit

The systematic review of an area, function, or operation for compliance to requirements.

3.3 Finding (Nonconformity)

Non-fulfillment of a specified requirement.  Also referred to as non‑compliance, deviation, or deficiency.

3.4 Observation

A statement of fact made during an audit.

3.5 Objective Evidence

Information, which can be proved true, based on facts obtained through observation, measurement, test or other means.

4.0 Responsibilities and Requirements

4.1 Regulatory Affairs/Quality Systems Director

Responsible for administering the internal quality audit program.  Responsible for reviewing audit reports with audit teams and determining the validity of audit findings.  Responsible for reviewing and reaching a consensus with the audit team and responsible area manager on corrective action plans to resolve audit findings.  Responsible for certification of audit team leaders as necessary.  Responsible for communication of audit results and trends to senior management.  The Director delegates the authority to carry out specific tasks and audits in accordance with this procedure.

4.2 Regulatory Affairs/Quality Systems

Responsible for the development of audit check sheets, training of auditors, selecting audit teams, issuing audit schedules, tracking audit closure, and distributing and filing audit reports.

4.3 Audit Teams

Audit teams are responsible to conduct the audit according to this procedure, and to assist the audit team leader with writing the audit report.  Audit teams are also responsible for verifying closure of corrective actions resulting from internal audits.

4.4 Audit Team Leader

Responsible for preparation of the audit team, leading the team during the audit, writing the audit report, generating corrective actions for audit findings, and documenting audit closure.

4.5 All Managers

Responsible for providing appropriate personnel, as defined by Regulatory Affairs/Quality Systems, to be trained and participate as audit team members.  Responsible for prompt correction of non‑compliances found during audits.

4.6 Senior Management

Responsible for reviewing the reports from the Director of Regulatory Affairs/Quality Systems, and their own area audit reports, and for assuring that all activities are taking place to comply with the quality system and correct any audit findings.

5.0 References

Control of Confidential / Proprietary Information

Auditor Training

Corrective and Preventive Action

Quality Records

Quality System Report to Senior Management

Production Document Release and Change Control

6.0 Administration of Internal Audit Program

6.1 Check sheet (Check List)

For each area being audited, Regulatory Affairs/Quality Systems develops a check sheet to be used by the auditors to assure coverage of all key points necessary for a complete audit of that area.  The check sheet does not limit the scope of the audit; it just provides a baseline from which the audit is performed.

6.2 Schedule

Regulatory Affairs/Quality Systems develops and maintains the audit schedule.  The audit schedule lists the area to audit, the audit team, the audit date, and, for audits resulting in corrective actions, the corrective action closure verification date.  Audits are scheduled every other month, with corrective action closure verification scheduled for the month following the audit.  The schedule covers all areas of the quality system, and at minimum, assures all covered areas are audited at least once during each twelve [12] months.  The schedule is issued annually and may be revised and reissued by Regulatory Affairs/Quality Systems as needed; with the exception that revision to an audit date requires approval of the Executive Management Team.  When developing the audit schedule, Regulatory Affairs/Quality Systems makes sure that audit team members are not from the area being audited if at all possible.  The schedule also acts as a tracking list for performance and closure of audits.

6.3 Auditor Training

Regulatory Affairs/Quality Systems trains auditors in accordance with procedure SOP-004, Auditor Training.

6.4 Audit Team Selection

Regulatory Affairs/Quality Systems selects teams from its list of trained auditors.  Regulatory Affairs/Quality Systems also designates a team leader.  The Director of Regulatory Affairs/Quality Systems determines the size of the team at the time of team selection.

6.5 Audit Team Leaders

Audit Team Leaders are trained auditors that have participate in at least three audits or have prior auditing experience and have been certified as team leaders by the Director of Regulatory Affairs/Quality Systems.  New Team Leaders should co‑write their first audit report with the Director of Regulatory Affairs/Quality Systems or his designee.

7.0 Performing the Audit

7.1 Audit Preparation

The Audit Team Leader is responsible for checking the audit schedule to determine the area and date to audit, for notifying team members and area managers of the scheduled audit, and for selecting a mutually acceptable place and time for conducting the audit on the scheduled date.  Note: Audits must be performed on the date scheduled.  Only the Executive Management Team may change the audit date.

7.2 Audit Performance

The audit should begin as early as possible on the scheduled date and continue until the audit is complete.

The audit team leader meets with the audit team and reviews the documentation (policies, procedures, work instructions, etc.) and check sheets for the area to be audited.  The audit team meets with the area manager as scheduled and discusses the scope of the audit.  The area manager assigns area employees as necessary to accompany the audit team, answer questions, and make records available.  During the audit, Auditors ensure that policies, procedures, work instructions, and other pertinent documentation are being followed and record their observations and findings on the audit check sheet.  The check sheet is only a guideline.  Auditors are free to ask additional questions, review additional records, talk with more area employees, and investigate potential nonconformities in order to ascertain the area's state of compliance with specified requirements within the scope of the audit.

7.3 Audit Documentation

At the conclusion of the audit, the Audit Team meets to arrive at a consensus regarding audit observations and audit findings.  Then an audit report is prepared under the direction of the Audit Team Leader and signed by the audit team members using the audit report form.  Check sheets and other objective evidence gathered during the audit are attached to the audit report.  If the audit report contains findings, the audit team begins corrective actions to resolve the findings.  Corrective actions may be in the form of Corrective Action Notices and/or Engineering Change Requests.

7.3.1 Audit Report Content

Audit reports contain, at minimum, the area audited, the date of the audit, the audit team and the audit team leader.  Audit reports summarize the results from the check sheets and any general observations from the audit team.  All findings must be included in the audit report, and observations, which could lead to findings, should also be included in the audit report.  A conclusion by the audit team leader as to the general state of compliance in the area audited also may be included in the audit report.  Any findings requiring urgent attention should also be noted in the audit report.

7.4 Audit Review and Closure by Regulatory Affairs/Quality Systems

The Director of Regulatory Affairs/Quality Systems or his/her designee reviews the audit report and any proposed corrective actions with the audit team as soon as possible after the audit is performed, preferably by the next working day.  The audit report is reviewed for clarity and completeness, and to determine the validity of proposed findings, and the need for associated proposed corrective actions.  To be valid, a finding must be a direct violation of a [Company Name] organizational or production document, or a direct violation of a standard with which [Company Name] must comply.

For audit reports with no findings, the audit is closed at the conclusion of the review meeting.  Regulatory Affairs/Quality Systems or the audit team leader indicates audit closure on the audit report.  Regulatory Affairs/Quality Systems then distributes a copy of the report to the responsible area manager, updates the audit schedule with audit closure date, and retains and files the original audit report.  If the audit report initially had proposed findings with associated proposed corrective actions, and the review meeting determined the findings were not valid, then the audit report is revised to reflect the outcome of the review meeting, proposed corrective actions are destroyed, and the audit report is closed as described above.

For audit reports with findings, the responsible area manager attends the review meeting, and together, a corrective action plan acceptable to all parties is developed.  An audit report with findings is considered closed when the appropriate corrective actions are generated, entered into their respective systems, and referenced on the audit report.  Close the audit report as described above.

7.5 Audit Corrective Action Closure Verification

For audit reports without findings, this section is not applicable.

For audit reports with findings, corrective action closure verification by the audit team is performed the following month per the audit schedule.  Therefore, the default time period for completing corrective actions resulting from an internal quality audit is one calendar month (approximately 30 days).  The actual time period for completion of a particular corrective action resulting from an internal audit is set when the corrective action plan is developed during the audit review meeting, and therefore the time period may be shorter or, for valid business reasons and with the concurrence of the Director of Regulatory Affairs/Quality Systems, longer than one calendar month.

To verify corrective action closure, the audit team checks the audit report for associated corrective actions, and then checks each corrective action in its respective system to verify closure.  Closure of Corrective Action Notices is performed.  When closure verification is complete, the audit team notes this on the audit report.

If a corrective action is not closed by the scheduled completion date, the audit team notifies the Director of Regulatory Affairs/Quality Systems, who meets with the responsible area manager to establish a new completion date.  The new completion date is typically one week after the original completion date.  If the corrective action is not closed by the new completion date, the Director of Regulatory Affairs/Quality Systems notifies the Executive Management Team for resolution.

7.6 Audit Program Awareness

The status of the internal audit program is included in the Quality System Report to Senior Management.  Regulatory Affairs/Quality Systems prepares the status of the internal audit program, which includes actual audits as compared to the schedule, a summary of the result of new audits and a list of open items from past audits.  The open item list includes whether it is on schedule or not and the planned completion date.

In addition to the Quality System Report to Senior Management, the status of the internal audit program may be prepared and reviewed with senior management at any time deemed necessary by the Director of Regulatory Affairs/Quality Systems.

7.7 Documentation

7.7.1 Internal Audit Results

Internal Audit results shall be documented and filed in the audit file by Regulatory Affairs/Quality Systems.  All regularly scheduled audits shall also have the internal audit database updated, including the internal audit schedule.

7.7.2 Audit Certifications

The Director of Regulatory Affairs/Quality Systems will prepare formal certifications that audits have been conducted, and corrective action plans (notices) have been established.
7.8 Audit Records Confidentiality

All audit records are [Company Name] confidential / proprietary documents as described in procedure.  They may be disseminated outside [Company Name] only with permission of the Director of Regulatory Affairs/Quality Systems, and outside dissemination must fully comply with Control of Confidential / Proprietary Information.  Audit report dissemination will be limited and only made if no other alternative is possible.  If possible when specific audit information must be disseminated outside [Company Name], only extracts from the report containing the required information will be provided.

7.9 Audit Record Retention

Audit records will be retained in accordance with Quality Records.
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