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Introduction

Risk management principles are effectively utilized in many areas of business and government
including finance, insurance, occupational safety, public health, pharmacovigilance, and by
agencies regulating these industries. Although there are some examples of the use of quality risk
management in the pharmaceutical industry today, they are limited and do not represent the full
contributions that risk management has to offer. In addition, the importance of quality systems has
been recognized in the pharmaceutical industry and it is becoming evident that quality risk
management is a valuable component of an effective quality system.

It is commonly understood that risk is defined as the combination of the probability of occurrence
of harm and the severity of that harm. However, achieving a shared understanding of the
application of risk management among diverse stakeholders is difficult because each stakeholder
might perceive different potential harms, place different probability on each harm’s occurring and
attribute different severities of the harm. In relation to pharmaceuticals, although there are a
variety of stakeholders, including patients and medical practitioners as well as government and
industry, the protection of the patient by managing the risk to quality should be considered of
prime importance.

The manufacturing and use of a drug (medicinal) product, including its components, necessarily
entail some degree of risk. The risk to its quality is just one component of the overall risk. It is
important to understand that product quality should be maintained throughout the product lifecycile
such that the attributes that are important to the quality of the drug (medicinal) product remain
consistent with those used in the clinical studies. An effective quality risk management approach
can further ensure the high quality of the drug (medicinal) product to the patient in providing a
proactive means to identify and control potential quality issues during development and
manufacturing. Additionally, use of quality risk management can improve the decision making if a
quality problem ariscs. Effective quality risk management can facilitate better and more informed
decisions, can provide regulators with greater assurance of a company’s ability to deal with
potential risks and can beneficially affect the extent and level of direct regulatory oversight.

The purpose of this document is to serve as a foundational or resource document that is
independent yet supports other ICH Quality documents and complements existing quality practices,
requirements, standards, and guidelines within the pharmaceutical industry and regulatory
environment. It will specifically provide guidance on the principles and some of the tools of
quality risk management that can enable more effective and consistent risk based decisions, both
by regulators and industry, regarding the quality of drug substances and drug (medicinal) products
across the product lifecycle. It is not intended to create any new expectations beyond the current
regulatory requirements.

Although a systematic approach to quality risk management is generally prefetred, it is neither
always appropriate nor necessary to use a formal risk management process. The use of informal
risk management processes can also be acceptable. Appropriate use of quality risk management
can facilitate but does not obviate industry’s obligation to comply with regulatory requirements
and does not replace appropriate communications between industry and regulators.

Scope

This guideline provides principles and examples of tools of quality risk management that can be
applied to all aspects of pharmaceutical quality including development, manufacturing,
distribution, and the inspection and submission/review processes throughout the lifecycle of drug
substances and drug (medicinal) products, biological and biotechnological products, including the
use of raw materials, solvents, excipients, packaging and labeling materials.
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