
G U I D E

Global Certificate Course in Pharmaceutical Quality Management Systems

Quality Metrics and Key Performance Indicators
(KPIs)

Quality Metrics and Key Performance Indicators (KPIs) are critical components of a Pharmaceutical Quality
Management System (QMS). They provide a structured approach to measuring and improving the
performance and effectiveness of pharmaceutical quality processes. In this explanation, we will discuss key
terms and vocabulary related to Quality Metrics and KPIs in the context of the Global Certificate Course in
Pharmaceutical Quality Management Systems.

1. Quality Metrics

Quality Metrics are measurements used to evaluate the performance and effectiveness of pharmaceutical
quality processes. They provide a data-driven approach to quality management, enabling organizations to
identify areas for improvement, track progress, and ensure compliance with regulatory requirements.
Quality Metrics can be used to measure various aspects of pharmaceutical quality, including product quality,
process performance, and system effectiveness.

Some examples of Quality Metrics include:

* Defect rates: the number of defective units produced per batch or per unit time.
* Complaint rates: the number of complaints received per batch or per unit time.
* On-time delivery rates: the percentage of orders delivered on or before the promised delivery date.
* Quality inspection pass rates: the percentage of quality inspections passed without any non-conformities.
* Time to resolve non-conformities: the average time taken to resolve non-conformities identified during
quality inspections.

2. Key Performance Indicators (KPIs)

Key Performance Indicators (KPIs) are a subset of Quality Metrics that are considered critical to the success
of the pharmaceutical quality process. KPIs are used to monitor and control critical quality attributes and
processes, providing real-time feedback on performance and enabling organizations to take corrective
action when necessary.

Some examples of KPIs include:

* Critical quality attribute (CQA) performance: the percentage of CQAs that meet or exceed established
specifications.
* Out-of-specification (OOS) rate: the number of OOS results as a percentage of total results.
* Change control approval time: the average time taken to approve change controls.
* Deviation investigation time: the average time taken to investigate and resolve deviations.
* Corrective and Preventive Action (CAPA) closure rate: the percentage of CAPAs closed within the
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established timeframe.

3. Quality Management System (QMS)

A Quality Management System (QMS) is a framework of policies, procedures, and processes used to
manage pharmaceutical quality. A QMS provides a structured approach to quality management, enabling
organizations to ensure compliance with regulatory requirements, improve product quality, and reduce
costs.

4. International Council for Harmonisation (ICH)

The International Council for Harmonisation (ICH) is an international organization that brings together
regulatory authorities and pharmaceutical industry representatives from Europe, Japan, and the United
States. ICH provides a forum for the development of harmonized guidelines and standards for the
pharmaceutical industry, including guidelines related to Quality Metrics and KPIs.

5. Process Capability

Process Capability is a measure of the ability of a process to produce products that meet established
specifications. Process Capability is typically expressed as a Process Capability Index (Cpk), which compares
the width of the process tolerance to the width of the process variability. A Cpk of 1.0 or higher indicates
that the process is capable of producing products that meet established specifications.

6. Risk Management

Risk Management is the process of identifying, assessing, and controlling risks associated with
pharmaceutical quality processes. Risk Management is an essential component of a QMS, enabling
organizations to identify and mitigate potential risks before they impact product quality or regulatory
compliance.

7. Continuous Improvement

Continuous Improvement is the process of continuously evaluating and improving pharmaceutical quality
processes. Continuous Improvement is enabled by Quality Metrics and KPIs, which provide a data-driven
approach to quality management and enable organizations to identify areas for improvement and track
progress over time.

8. Compliance

Compliance refers to the adherence to regulatory requirements related to pharmaceutical quality.
Compliance is ensured through the implementation of a QMS, which provides a framework for managing
pharmaceutical quality and ensuring compliance with regulatory requirements.

9. Data Integrity

Data Integrity is the accuracy, completeness, and consistency of data related to pharmaceutical quality
processes. Data Integrity is ensured through the implementation of controls and procedures to prevent data
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manipulation, deletion, or corruption.

10. Change Control

Change Control is the process of managing changes to pharmaceutical quality processes. Change Control is
critical to ensuring compliance with regulatory requirements, as changes to processes or products can
impact product quality or regulatory compliance.

In conclusion, Quality Metrics and KPIs are critical components of a Pharmaceutical Quality Management
System, providing a data-driven approach to quality management and enabling organizations to ensure
compliance with regulatory requirements, improve product quality, and reduce costs. Understanding the
key terms and vocabulary related to Quality Metrics and KPIs is essential to the successful implementation
and management of a QMS. By incorporating Quality Metrics and KPIs into a QMS, organizations can
ensure compliance with regulatory requirements, improve product quality, and reduce costs, ultimately
leading to improved patient outcomes.
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