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Customer information on the new European 
Medical Device Regulation (MDR) 
 

European Medical Device Regulation  

The EU-MDR (Medical Device Regulation) came into force in May 2017. This replaces the Medical Device 
Directive (MDD), which certifies the quality assurance system.  

Among other things, the MDR includes the following major changes: 

• stricter rules for the introduction of medical devices on the market 

• increased market surveillance 

• stricter regulations for Notified Bodies (such as DEKRA for example) and their monitoring  

• the manufacturer's responsibility with regard to the traceability of the quality, performance and 
safety of medical devices already on the market 

• the manufacturer's responsibility for liability, but also for recording complaints 

• introduction of the UDI (Unique Device Identification) marking for the unambiguous 
identification of the products 

• greater protection of patients participating in clinical trials 

 

 

MDR – Preparation 

The MDR demands more from us in some areas than the MDD so far. These requirements have already 
been taken into account in the revision of the QM processes. Colleagues from the departments of 
materials management, quality and approval management, research, development, production and 
marketing are working at full capacity to accomplish the pending tasks. 

26 May 2021 

As of 26 May 2021, new products and those without a valid CE certificate in accordance with the MDD 
Directive must fully meet the requirements of the MDR. A transitional regulation according to MDR 



 

 

Customer information on MDR 2020-08 Typo 3 ID 3860 Page 2 of 2 

Article 120 allows manufacturers to continue marketing medical devices (except Class I) with CE 
conformity according to the valid MDD certificate. However, this only applies until the expiry of the MDD 
certificate (in our case 12 July 2023), but not longer than 26 May 2024. 

Some MDR provisions must be implemented by 26 May 2021. In our case this involves the clinical 
evaluations of all current 61 product groups including all risk analyses and the associated PMS (Post 
Market Surveillance) monitoring plans. These activities are already in full progress and will be 
implemented on time.  

12 July 2023 - transitional provision 

There is no need for our customers to worry about supplies - up to 2023 and beyond there will be no 
supply bottlenecks for Erbe products. The transitional provision of the MDR enables us to deliver 
customer orders until 12 July 2023 (end of validity of the Erbe MDD certificate) as usual according to 
the old MDD Medical Device Directive. We meet the requirements of Article 120 of the MDR, which 
stipulates the conditions for this. After this deadline, the supply process is performed in conformity with 
the MDR.   

For the necessary MDR extension of the existing technical documentation of all product groups 
(previously under MDD), we also apply the transitional provision of the MDR, which allows us to carry 
out this work gradually until and no later than the expiry date of our MDD certificate (12 July 2023).  

No later than by the time our MDD certificate expires (12 July 2023), our Notified Body will have 
certified us according to the MDR, most probably earlier.  

28 May 2025 

The transitional provision under Article 120 of the MDR expires on 27 May 2025 for all manufacturers. 
As of 28 May 2025, MDD products covered by the MDR transitional provision may no longer be sold to 
end customers.  
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