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Disclaimer:

This Good Practice Guide is intended to provide guidance on achieving and maintaining critical utility systems
compliance, and to be an aid to organizations in preparing and hosting regulatory inspections and audits. This Guide
is solely created and owned by ISPE. It is not a regulation, standard or regulatory guideline document. ISPE cannot
ensure and does not warrant that a system managed in accordance with this Guide will be acceptable to regulatory
authorities. Further, this Guide does not replace the need for hiring professional engineers or technicians.

Limitation of Liability

In no event shall ISPE or any of its affiliates, or the officers, directors, employees, members, or agents of each of
them, or the authors, be liable for any damages of any kind, including without limitation any special, incidental,
indirect, or consequential damages, whether or not advised of the possibility of such damages, and on any theory of
liability whatsoever, arising out of or in connection with the use of this information.
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Preface

Because of their hidden nature, critical utility systems are vulnerable to noncompliance. With their potential to impact
product quality or performance in a significant way, critical utilities consistently receive close scrutiny by regulatory
inspectors. This ISPE Good Practice Guide: Critical Utilities GMP Compliance — How to Be Compliant and Ready to
Prove It aims to assist pharmaceutical organizations achieve and maintain their critical utility systems in a state of
control, and then efficiently demonstrate these systems’ GMP compliance to regulatory inspectors and auditors.

It is not the goal of this Good Practice Guide to provide tips on how to pass an inspection; rather the intent is to
provide guidance on achieving and maintaining compliance, and to be an aid to organizations when preparing the
documents, personnel, and site logistics to help ensure inspections are efficiently conducted, making good use of the
limited resources of regulators.
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