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Introduction to Quality System Models and Different Approaches to PQS Development

A pharmaceutical quality system (PQS) ensures that pharmaceutical 
products meet required quality standards and regulatory requirements.

The PQS is based on quality management principles outlined in various 
models such as ISO 9001 and ICH Q10. 

These models provide frameworks for organizations to develop robust 
quality systems that emphasize continuous improvement, risk 
management, and regulatory compliance.
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ICH Q10 Key Messages 

ICH Q10 is a guideline on the essential elements of a 
PQS throughout the product life cycle

Implementation of PQS should provide enhanced 
assurance of product quality

GMP is applicable to the 
Manufacturing part of the 
life cycle

Manufacturing of Investigational 
(medicinal) Product

Manufacturing of commercial 
products 



Pharmaceutical Quality System - Q10



Quality Management Maturity

QMM is the state attained by 
having consistent, reliable, and 
robust business processes to 
achieve quality objectives and 
promote continual improvement.

Transparent QMM ratings could 
empower manufacturers to 
identify ways to improve the 
effectiveness of their PQSs, 

realize regulatory flexibilities 
described in ICH Q10, and 

help move the pharmaceutical industry 
toward the six-sigma (6σ) quality that is 
common in other industries

(i.e., no more than 3.4 defects occur per 
million opportunities)





Elements for a Code of Compliance for data integrity



Why the focus on Data Integrity in the Pharmaceutical Industry?

• Data Integrity: Not a New Concept but has become one of the most 
important and relevant topics currently discussed by industry and 
regulators from around the world.

That is due to :

ü Integrity” of the data provided to make critical patient orientated 
decisions.

ü A breach in data integrity is a fundamental failure of the Quality System.

ü Data integrity breaches cast doubt on all results and records

ü As a result, 

• A drug Manufacturer must have systems in place to identify “Honest 
Mistakes” as well as “Data Fraud “Testing into compliance,” data 
manipulation, data deletion/record destruction, misreporting, 
disregarding failing and/or questionable results”

• And all what leading to possible breaches in the integrity of critical data.
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