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Preface

The ISPE Product Quality Lifecycle Implementation (PQLI) Good Practice Guide (GPG): Change Management
System is Part 3 of the ISPE Guide Series: PQLI from Concept to Continual Improvement, which is a product of the
ISPE PQLI program.

The modern pharmaceutical quality system described in ICH Q10 is a holistic approach which helps to facilitate

the consistent development and production of high quality pharmaceutical products. The ISPE PQLI GPG: Change
Management System describes potential product lifecycle approaches to the change management system element of
a pharmaceutical quality system. These approaches can help to achieve the opportunities described in ICH Q10.
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1.1

Introduction

Background

The modern Pharmaceutical Quality System (PQS) described in ICH Q10 [1] is a holistic approach which helps to
facilitate the consistent development and production of high quality pharmaceutical products. It also aims to support
innovation and continual improvement of products, processes, and methodologies in accordance with the concepts
described in ICH Q8 (R2) [2] using knowledge management and quality risk management, (see ICH Q9) [3].

A modern PQS is considered key to enabling the effective implementation of ICH Q8 (R2) and Q9.

As part of the approach to support the implementation of modern quality thinking and design strategies, ICH Q8 (R2)
aims to allow manufacturers to apply more effective control over the management and implementation of changes
for drug products which have been developed using the principles of Q8 (R2). It also encourages the assessment of
process performance and monitoring of product quality.

ICH Q8 (R2) is one in a suite of complementary ICH guides that define and encourage a modern approach to
pharmaceutical quality management. It defines key concepts such as design space and control strategy, and is
considered a key enabler in the acquisition, development, and transfer of knowledge for drug products.

ICH Q11 [4] provides further clarification on the principles of ICH Q8 (R2), ICH Q9, and ICH Q10 as they relate to the
development and manufacture of drug substance (API).

ICH Q9 provides guidance on the principles of quality risk management and the use of quality risk management tools.
These tools can enable more effective and consistent risk-based decisions across the product lifecycle (see Figure
1.1).

Figure 1.1: Overview of a Typical Quality Risk Management Process (from ICH Q9)
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ICH Q10 describes a lifecycle approach to a PQS, from development through product discontinuation. The knowledge
about a pharmaceutical product and the processes required to reliably produce that product starts with product and
process development. An effective PQS uses the knowledge acquired throughout the lifecycle of the product, builds
on that knowledge, and applies it to:

»  Other stages of the product lifecycle

*  Other product lifecycles

A change management system is an important element of a PQS as seen in Figure 1.2 — reproduced from ICH Q10,
[1], which illustrates the major features of the ICH Q10 PQS model over the product lifecycle.

Figure 1.2: Diagram of the ICH Q10 Pharmaceutical Quality System (from ICH Q10)
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The ICH Q10 model also describes management responsibilities and specifies the four elements of a PQS (ICH Q10
Section 3.2) as:

1. Process Performance and Product Quality Monitoring System

N

Corrective Action and Preventive Action (CAPA) System

w

Change Management System

4. Management Review of Process Performance and Product Quality

A change control system which is a GMP requirement is described in ICH Q7 [5]; however, a change management
system which is discussed in ICH Q10 is considered much broader in scope.

Purpose

The purpose of this Guide as a key element of a pharmaceutical quality system is to describe potential product

lifecycle approaches to the change management system element of a PQS (ICH Q10 Section 3.2). These
approaches can help to achieve the opportunities described in ICH Q10.
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1.3

1.4

1.5

The principles described in this Guide also can be applied to alternative PQS approaches that organizations may
choose to implement.

The Guide aims to:

1. Describe different interpretations of PQSs, based on regional GMPs, ICH Q10 guidance, and ISO standards, to
help meet regulatory expectations.

2. Provide clear guidance on achieving compliant change management systems.
3. Describe how to implement compliant change management systems within a PQS with example case studies.

4. Demonstrate the inter-relationship between ICH Q8 (R2), ICH Q9, and ICH Q10.

Scope

This Guide aims to provide descriptions of good practices for change management.

Good practices can apply to products and processes developed using minimal or enhanced, Quality by Design (QbD)
approaches as discussed in Appendix 1 of Q8 (R2) [2]. Changes may occur as a response to a problem-solving
activity or due to a corrective action resulting from an investigation, even when using the minimal QbD approach.
Some form of change management system is required regardless of the type of quality system used.

Note: good practices described in this Guide also may be applied to drug substance (API) manufacture as given in the
change control Section 13 of ICH Q7, Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients [5].

Benefits

The benefits of this Guide as applied to products and processes developed using minimal or enhanced, QbD
approaches as discussed in ICH Q8 (R2) and Q11 include:

1. Facilitating a compliant and consistent approach to the implementation of change management.

2. Provision of practical guidance on the use of ICH Q9 in the context of change management within a modern
PQs.

3. Description of approaches to change management within a PQS which are consistent with GMP regulations and
ISO standards.

Key Concepts

The key concepts in this Guide include:

1. The lifecycle approach, as promoted in ICH Q10; using a consistent change management model throughout.

2. The role of the change process steward and how that can be applied in national and multi-national settings.

3. ICH Q10 and ISO 9001 quality systems and how they can be applied to assist GMP compliance in a modern
PQS setting.



