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3.1

3.2

RELEASED UNDER THE AUTHORITY OF THE
FIRST DEPUTY CHIEF MEDICAL EXAMINER

Policy

Preventive actions allow the FAU to be proactive in identifying potential nonconformities
and to continuously reduce the likelthood of nonconformities. This quality manual
document fulfills the requirements of the FAU Quality Management system, ISO/IEC
17020 International Standards and ANAB AR 3120 Standards.

Scope
The outlined procedures apply to all FAU personnel whore invelved in the preventive
action process.

Procedure for Implementing a Preventive Action

A preventive action is an action to eliminate the cause of a potential nonconformity and to
mitigate potential problems before they occur. Any member of the FAU may identify a
potential nonconformity and initiate a Preyentive Aetion\Request.

Notification of Potential Nonconformity: If, a potential nonconformity or area of
improvement is identified, the FAU member responsible for its identification shall notify
the QA Specialist (if the individual i§ someone other than the QA specialist). The QA
Specialist or designee willsassess the causes for the potential nonconformity and will
evaluate whether there i§ a need to initiate a Preventive Action Request to prevent its
occurrence. When a preventive action request is initiated the QA Specialist or designee
will determine the appropriate action steps to implement.

Preventive Action Request (PAR) form: A (PAR) form is used to document and track
the progress of thegpreventive action being implemented. The form outlines the potential
nonconformity, the‘individual managing the preventive action, the individual approving
the preventivéiaction plan, the action steps required to address the potential nonconformity,
the expectedddate of completion, completion date, and a follow-up review.

3.2.1 Preventive Action Steps: Action steps should focus on ways to improve upon a
situation/condition and ways to reduce the risk of a nonconformity.

3.2.2 Approving a PAR: The designated PAR approver (i.e., QA Specialist, Director, or
OCME Quality Assurance Director) shall review the preventive action plan to
confirm that the action steps are appropriate and effectively address the potential
nonconformity and that the expected time frame is adequate.

If the designated PAR approver determines the preventive action plan is inadequate
the PAR form shall be returned for revision.
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When the preventive action plan is accepted, the designated approver shall sign and
date the PAR form in the space labeled “Reviewed and Accepted By” and return
the form to the individual responsible for implementing the PAR.

Note: the designated PAR approver shall not be the individual assigned to fill out
the PAR form and implement the action step(s).

Completing Preventive Actions: Upon completion of the action step(s), the
individual responsible for implementing the PAR shall'sign and date the form in
the space labeled “Action Step(s) Completed By:”

Preventive Action Follow-up Review: The designated approver shall perform a
follow-up review of the action step(s) to confirm the effectiveness of the preventive
action in addressing the potential nonconformity. The aétion is considered “closed
out” once the approver signs and datesythe form in the space labeled “Follow-up
Review Completed By”.

3.2.4.1 If the approver determines the action step(s) were not sufficiently
implemented owithe action step(s) did not effectively address the potential
nonconformity the.PAR form shall be returned to the individual
responsible for managing the PAR for further action.

Documentation: All Preventive Action Requests and associated records will be retained
by the FAU for atdeastithe duration of the current accreditation cycle.
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