Procedure
Internal Audit P8.2.2
Rev. G

Approved By: Mike Orsini, Quality Manager

Purpose: To document the procedure for internal quality system audits.
Scope: All internal quality audits.
Authority: The Quality Manager has the authority to change or modify this procedure.

Reference Documents and Records
e Policy Element 8.2.2 Internal audit and 8.2.3 Monitoring and measurement of
processes.
e Quality Records Procedure P4.2.4

Change History

Date Change
12/10/96 Added titles to responsibilities
01/02/97 Added Auditor Training requirements
03/19/97 Step 8 - review results with person
responsible for area audited.
10/21/00 Revised responsibility for scope of
audit, added input to computer system,
and filing into audit books and reports.
Done to reflect current practices
10/29/2002 Updated to the 1ISO 9001:2000 F MO
requirements and flowcharted.
8/27/03 Updated Procedure to show that the G MO
QM is responsible for scope of audit
and added the use of outside
consultants to conduct audits.
Added QM responsible for CAR
implementation as result of audit.
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Internal Audit P8.2.2 Rev. G

Auditor

Quality Manager

QMRB

Notifies supervision of area

being audited.

The QM determines the scope
of audit and documents it on
the Audit Plan. Auditors shall
determine the inputs to the
processes to be audited,
measurement requirements of
the process(es), compliance to
guidance (i.e. Policy,
Procedure, Work Instruction),
and the desired output of the
process(es) to be audited.
This will also be recorded on
the Audit Plan.

Develops Audit Schedule and schedules periodic
audits on basis of status and importance of activity for
department or process (not to exceed one year). This
will include rescheduled audits as needed.

v

Assigns internal auditors based on their training, background, and
independence to the area being audited. Auditors shall not audit their
own work.

Auditors shall at a minimum be trained in basic audit methods, the
QCI Policy and Procedures Manuals, go through a minimum of one
training audit with a qualified auditor, and have the approval of the
Quality Manager. Assigns lead auditor and/or one additional auditor
to act as recorder. Depending on resources, Audits may also be
contracted to outside Quality Consultants. These outside auditors will
not change the flow of this procedure. All steps in this procedure still
apply to the audits.

v

Select checklist for audit and
modify if necessary to cover
scope of the assigned audit.

v

Conduct scheduled audit using
checklists as a guide for
completion.

The QM will assign a CAR dependant on severity
of the finding. Typically any finding resulting in
significant monitary losses to the company or
———Jpp  findings that show a major breakdown in the
quality system will be cause to gernerate a formal
corrective action. Findings that can be corrected
immediately during the audit will be so noted on
audit findings report but will not neccesitate a
formal corrective action. In all cases the QM is
responsible for this determination.

v

Quality Manager may delegate the transcribtion.
Transcribes audit report into the Audit Software Program.
All hard copies are then printed out and placed into the
Current Audit Binder. Any CAR's assigned to the audit
are also included with the audit reports. A copy of the
audit summary and the

checklists with findings are filed in the

binder. As CAR are closed, completed

CAR are then attached to origipal audit reports.

v

Discovered discrepancies during the audit
shall be documented. At audit completion,
discrepancies shall be documented on a
Corrective or Preventive Action Form.
Begin Corrective Action Procedure (P8.5.2/

3-1).

presented at QMRB meetings.

Reviews all audits and generates summary audit reports to be

V_I

Establish target date for reschedule of audit if
determined by QMRB to be necessary to verify

Complete the audit report,
review findings with the
person(s) responsible for the
area audited, and submit the
findings and report to Quality
Manager.

that required corrective action has been taken
and has been effective. Notify Required
personnel of rescheduled audit target date.

V_I

File completed internal audit report according to Quality
Records Procedure (P4.2.4).

END
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