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Preface

The drive within life sciences to improve patient safety and product quality, and provide value to society, while
simultaneously reducing costs requires constant and effective innovation. Operating in a highly regulated sector can
result in some practitioners applying unthinking, prescriptive, and rigid approaches that are not commensurate to the
needs of the process, the nature of the system, and the real risk to the product and the patient.

This ISPE GAMP® Good Practice Guide: Enabling Innovation — Critical Thinking, Agile, IT Service Management
discusses three topic areas where regulated companies can apply innovation to meet rapidly changing industry
needs. This Guide facilitates the effective and efficient use of valuable resources by the application of appropriate
and proportionate practices, so that companies can introduce innovative approaches to reduce risk to patient safety,
product quality, and data integrity.

This Guide is aligned with the concepts and framework of the ISPE GAMP® 5 Guide: A Risk-based Approach to
Compliant GxP Computerized Systems.
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1 Introduction

The ISPE GAMP® Community of Practice (CoP) [1] promotes the understanding of regulations and use of GxP
computerized systems within the pharmaceutical, biopharmaceutical, medical device, and other regulated industries.
ISPE GAMP® 5: A Risk-Based Approach to Compliant GxP Computerized Systems [2] is the leading international
guidance document in this area:

“GAMP® guidance aims to achieve computerized systems that are fit for intended use and meet current
regulatory requirements, by building upon existing industry good practice in an efficient and effective manner” to
safeguard patient safety, product quality, and data integrity.

This ISPE GAMP Good Practice Guide: Enabling Innovation discusses critical thinking, incremental and iterative
(Agile) software development models and methods, and IT service management. By applying ISPE GAMP 5

[2] principles and current good practice, the GAMP CoP seeks to enable life-science industry innovation and
advancement in these areas. This ISPE GAMP Good Practice Guide: Enabling Innovation — Critical Thinking, Agile,
IT Service Management shows how these concepts are interwoven: applying critical thinking when leveraging
software development practices, and using both concepts to effectively manage IT/IS service providers.

1.1 GAMP Guidance

This Guide is part of a family of guidance documents’ that provide a comprehensive body of knowledge covering all
aspects of GxP computerized systems good practice and compliance.

Figure 1.1: GAMP Documentation Structure

GAMP 5 Guide —

Princiol d RDI Guide —
rinciples an Main Body
Framework
Appendices Appendices

Good Practice Guides Good Practice Guides
Supporting Information Supporting Information

and Materials and Materials

Computerized System Compliance Records and Data Integrity

" For more information on the GAMP CoP and GAMP documentation, see www.ispe.org [3].





