
Booklet – Quality Management System   

 

Some history of quality  

The Oxford dictionary defines quality as the degree of excellence of something
1
.  

Historically, from 1979 to 1987, the first concept of quality was the quality control which 

aims to detect with the British Standard (BS) 5756.  

In 1987, ISO (International Organization for Standardization) 9000 was first published and 

the second concept associated was the quality assurance which aims to prevent with ISO 

9001/2/3. ISO 9000:1994 emphasized quality assurance via preventive actions, instead of 

just checking final product, and continued to require evidence of compliance with 

documented procedures.  

ISO 9001:2000 replaced all three former standards of 1994 issue, ISO 9001, ISO 

9002 and ISO 9003. The 2000 version sought to make a radical change in thinking by 

actually placing front and centre the concept of process management.  

In 2005, ISO 9001 is supplemented by another standard of the family: ISO 9000:2005 

"Quality management systems. Fundamentals and vocabulary".  

 

How to define the Quality management system (QMS)?  

A QMS can be defined as: “A set of co-ordinated activities to direct and control an 

organisation in order to continually improve the effectiveness and efficiency of its 

performance.
2
” 

 

QMS Model  

The QMS model could be represented as in Figure 1.  

https://en.wikipedia.org/wiki/International_Organization_for_Standardization
https://en.wikipedia.org/wiki/Quality_assurance
https://en.wikipedia.org/wiki/Process_management


 

 

Figure 1. QMS Model  

Customers define requirements as inputs, and monitoring of customer satisfaction is 

necessary to evaluate and validate whether customer requirements have been met. 

The major clauses of the process are the resource management; the management 

responsibility; the product realization; and the measurement, analysis and improvement. 

Resource management include education and training regulation, personnel certification, 

equipment management. Management responsibility include especially quality policy, 

business planning and management review. Product realization includes for example 

customer requirement management, process control, identification and traceability. 

Measurement, analysis and improvement include customer satisfaction management, 

internal audit or quality improvement team.  

 

Top 10 of QMS’ benefices  

There has to be some good reasons for implementing a QMS. Let review the top reasons for 

implementing a QMS.  

QMS
3
,
4
,
5
:  

- Review management levels 

- Improve your consistency 

- Make better decisions 

- Keep better control of records and documents 
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- Take better control of internal controls 

- Improve the morale of your employees 

- Increased level of efficiency 

- Increased level of profits 

- Improve relations between suppliers and vendors 

- Improve customer satisfaction 

 

Key of success and examples in hospital pharmacy …  

In order to implement a QMS with success it’s important for all pharmacy employees to be 

educated and share the same view. Marti Gil et al
6
, who describe the incidents detected by the 

staff of a pharmacy service during the implementation of a QMS based on the ISO 9001:2008 

standard, conclude that it is important to educate health staff in detecting weaknesses or 

failures in the system in order to perform the “Deming Continuous Improvement Cycle”. 

Bechet et al
7
, which aim was to establish how the use of customer feedback could be 

enhanced within a Swiss regional hospital pharmacy, brought into focus the importance that 

employee knowledge and involvement are paramount to the success of a customer-focused 

QMS.  

Some authors demonstrate the benefits of the implementation of a QMS system. For example, 

Recuero Calve et al, which aim was to analyse continuous quality improvement in the 

oncology pharmacy unit of a pharmacy service certified with a QMS based on ISO 

9001:2008 standard, show that QMS is an important tool which help to improve healthcare 

quality, pharmacotherapeutics and patient safety
8
. Vilaboa Pedrosa C et al, who describe the 

process of implementing a QMS in the implementation of surgical antimicrobial prophylaxis 

in a tertiary general hospital, conclude that the implementation of QMS promotes proper 

application of surgical antimicrobial prophylaxis
9
. Finally, Cheikh et al

10
 who establish a 

QMS that includes the traceability of medical devices have been taken corrective measures in 

21% of cases (definitive change of medical device), preventive in 8% of cases (compliance 

test before use) and palliative in 71% of cases (exchange of defective device). 

 

It’s up to you! 
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