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Initial Situation 

In the life sciences sector, companies are subject to 

very strict regulatory requirements, which focus on 

quality systems. The fulfillment of these requirements 

is not only challenged by inspections carried out by 

authority. Often customers also place great 

importance on it and check the situation on site as part 

of a supplier qualification. It is particularly disillusioning 

when findings become apparent that could easily have 

been remedied in advance of the inspection. 

 

Do you know this situation? Are you facing such a 

problem in the near future? Then gempex offers you 

fast and reliable help. With a Gap Analysis, our experts 

identify the weak points in your system and document 

them. This means we can provide you with a good 

system overview within just a few days that will bring 

you closer to a successful inspection.  

With a Gap Analysis, you can define your status quo, 

for example, if you plan to: 

• enter new sales markets 

• launch new products 

• review the sub-area of quality systems (e.g., 

qualification / validation, deviation management) 

• obtain a manufacturing license 

• pass a customer audit or authority inspection 

• plan mergers and acquisitions where the QA 

systems must be reviewed in the due dilligence. 

As a service provider in the field of Good 

Manufacturing Practices (GMP), gempex primarily 

performs Gap Analyses to review GMP compliance in 

the life sciences industry. gempex has many years of 

experience with international regulations (such as EU-

GMP, cGMP, GAMP, GLP, GDP, GSP).  

Many pharmaceutical companies, medical device 

manufacturers, biotechnology companies, and 

pharmacies with manufacturing licenses have already 

taken benefit from gempex's Gap Analyses. 

 

 

 

 

The Procedure at a Glance 

The scope of the quality system review is discussed 

with the customer during an initial meeting. 

Infrastructure, operational requirements, and 

processes are clarified, and the necessary objectives 

are defined. As part of an on-site analysis, premises 

and plants are inspected and interviews are conducted 

with specialist representatives. Using standardized 

checklists, gempex scrutinizes the quality-relevant 

processes with the associated process descriptions 

and supporting documents (e.g., SMF, VMP, HMP, 

SOPs, WI, manufacturing and testing specifications) 

and records any identified deficiencies.  

With the help of practical measures, we create a 

precise, prioritized, and scheduled to-do-list that 

allows you to easily implement necessary corrections 

and remedy existing weaknesses. Upon request, 

gempex will also assist you in the implementation of 

these measures in a manner that is inspection-

proofed. 

 

 

 

 

 

Contact 

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

www.gempex.com/gap-analysis 
 

http://www.gempex.de/
mailto:contact@gempex.com
https://www.gempex.com/services/gmp-compliance/gap-analysis/

