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Initial Situation 

Does your quality assurance system use processes 

that have not been adapted to the current situation and 

requirements? Has your approach to validation and 

qualification remained unchanged in recent years, 

leaving you feeling that you are doing far too much? 

Do you feel uncertain when you face new 

requirements with increasing demands as a result of 

different inspections by authorities and customers? 

And are these difficult to implement in your system?  

Or have your processes and documents become 

complex and time-consuming so that even the 

employees responsible for them find it difficult to carry 

out the implementation and application? 

Surely your quality assurance system works 

"somehow," even though it has not been adapted to 

new structures, optimized processes, or changed 

regulatory requirements. There is therefore a need for 

optimization not only from the point of view of more 

practical handling, but above all also due to 

compliance with new requirements. 

 
Reasons for Optimization Include: 

• Excessive costs and expenses 

• New processes and/or products 

• Negative momentum in the systems 

• Increasing regulatory requirements and 

requirements are not being implemented 

• Lack of acceptance among employees and 

resulting lack of or incorrect implementation 

• Upcoming authority or customer audit 

• Known findings need to be remedied 

 
These problems can be solved by refreshing your 

quality assurance system or the processes involved in 

validation and qualification tasks. Open 

communication about the new and logical procedures 

will help your employees improve their acceptance of 

them and make the work steps easier. 

 

It is important to recognize that the specifications and 

tasks of quality assurance should not be understood 

as a rigid system that remains valid indefinitely once it 

has been established.  
 

 

 

 

Strategy & Approach of gempex 

A quality assurance system is divided into individual 

processes and associated documentation. 

The first step is a gap analysis, which helps to identify 

possible starting points for optimization measures in 

processes and documents. gempex then uses this to 

develop a catalog of measures consisting of practical 

measures that have already been proven in audits. 

You can now easily implement the necessary 

corrections and improve existing weaknesses using 

this to-do-list. 

On request, gempex will support you in implementing 

the corrective actions and communicating them to your 

employees. This is because the adoption and 

implementation of the measures as part of intensive 

and communicative employee support are just as 

important as the identification of the weak points 

themselves. Only in this way can acceptance of new 

and not always simple systems be maintained and 

practised processes emerge. 

 

Optimization Process: 

 

 

 

 

Processes / SOPs / 
Validation 

Gap analysis 

Corrective actions 

Adoption and 
implementation 

Improvement & training 

Practiced processes / 
Documentation 

Contact 

Tel +49 621 819119-0 
E-Mail  contact@gempex.com  
 
More information on  

www.gempex.com/gmp-compliance 
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