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Initial Situation 

Not only have regulatory requirements become more 

stringent, but the scope and depth of inspections have 

also increased significantly. In addition to basic GMP 

compliance, a comprehensive understanding of 

products and processes is expected, which is primarily 

gained through product development and continuous 

process monitoring. Furthermore, GMP-relevant 

protective measures cannot simply be derived from 

regulations and implemented. Measures must be risk-

based, documented, and justified.  

 

To successfully pass an inspection, you  therefore 

need at least: 

• Detailed understanding of products and 

processes 

• Data from development 

• A functioning risk management system 

• Basic GMP compliance 

 

gempex offers support for preparing for inspections 

based on a proven process model, consisting of the 

following steps: 

 

(1) GMP Status Review 

Using key documents such as the Site Master File, QM 

manual, validation master plans, etc., and including 

interviews, gempex experts gain an initial overview. 

(2) Gap Analysis (optional) 

A comprehensive gap analysis is conducted only if the 

results from Step 1 warrant it or if the customer 

specifically recommends it. Is the entire 

pharmaceutical quality system designed in such a way 

that no significant gaps are expected? 

(3) Inspection Organization 

Preparation is everything - therefore, it is  specified in 

detail who is in the front office and who is in the back 

office, who is responsible for which tasks, how 

document provision is organized, and how responses 

to critical questions from inspectors are prepared. 

Nothing is left to chance. 

(4) Opening Presentation 

The opening or welcome presentation is often 

underestimated. But it is precisely this tool that sets 

the guidelines at the start of an inspection and explains 

to the inspectors why a concept is the way it is. Here, 

gempex helps in creating a professional presentation.   

 

(5) GMP Round Walk 

First impressions matter. That is why the inspection 

route must be carefully planned and well thought out. 

During a joint site walkthrough, the planned route is 

assessed in advance, including the local conditions. 

Final measures are determined to ensure a positive 

impression.  

(6) Mock Inspection 

The mock or simulated inspection is the most 

important tool for simulating the upcoming inspection 

as realistically as possible and training the necessary 

customers’ behavior. gempex experts have 

accompanied numerous national and international 

inspections and are thoroughly familiar with the 

procedures and questions involved. These are used to 

challenge the inspection participants, and their 

manner of behavior during the exercise is observed. 

(7) Conclusion 

The preparation program concludes with a joint wrap-

up at the end of the mock inspection. Final corrective 

actions are defined, and feedback on manners of 

behavior and procedures is provided. A “Good luck” is 

also a must. 

 

Seven proven steps - not only for preparing for a 

successful inspection, but also for the sustainable 

improvement of the entire pharmaceutical quality 

system, including the improvement of the “mindset” of 

all involved parties.  
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