Inspection Handling Checklist The SmarterCompliance™ Toolkit

FDA Inspection Handling Checklist

Use this checklist to help you effectively manage and handle an FDA inspection.

In addition to helping firms with inspection recovery and audit responses, Cerulean provides a
more formal, diagnostic and mock FDA audit and compliance gap analysis service. If you'd like
information on these confidential services or other independent lean compliance expert services,
visit Cerulean’s website at www.ceruleanllc.com.

Copyright 2009-2014 Cerulean Associates LLC. All rights reserved in all
countries. Reproduction is not permitted without prior authorization.

This is not a legally-binding assessment tool or set of recommendations.
Information and questions in this document draw on a variety of sources,
including published reports, interviews and research, which may or may not have
been prepared or conducted by Cerulean Associates LLC. Cerulean Associates
LLC does not warranty the accuracy of the information, questions or
thoroughness of this document. The contents of this publication are intended for
general information only and should not be construed as legal advice or a legal
opinion on specific facts and circumstances. Cerulean Associates LLC assumes
no liability for actions taken or not taken as a result of the information in this
document. Send questions or concerns to: Managing Director, Cerulean
Associates LLC, PO Box 498, Williamsburg, VA 23187-0498 US.
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Instructions

Answer each question as you go through the quality system and compliance program inspection. As
appropriate, use the comments section to document logic behind skipping sections or replacing items
(e.g., if the investigators refuse to meet with you to review their findings, simply note that along with the
dates of your request and any reasons they provided for their refusal).

STATUS TASKS DURING INSPECTION ASSIGNED COMMENTS

TO

Note-takers to follow investigators and take own notes

Debrief any interviewed personnel

Summarize notes at end of each day
e Document records requested by investigators
e Document records provided

Conduct weekly meeting with investigators

Review observations & concerns to date
Compare to note-taker summaries

Raise questions

Review immediate fixes and longer-term gap
closure plans (see below)

Conduct debrief meeting with inspection handling team
¢ Review observations to date

Review note-taker summaries

Review interview debriefings

Review discussions with investigators

Identify quick “wins” (e.g., fixes can implement

immediately)

e Identify longer-term gaps to close and initiate
draft plans

Verify quick “win” completions

Demonstrate completions to investigators

Review draft plans to fix longer-term gaps with
investigator(s)

Conduct inspection closeout meeting with investigators
e Identify inconsistencies (if any) based on
earlier discussions
e Clarify their perception of gaps
e Ask for their suggestions in terms of priorities
(and possible fixes)

Conduct inspection handling team closeout meeting
e Review closeout meeting with investigators
o Clarify accountabilities for plans and
deliverable dates

Other:
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