
 believe that products or product lines will have to 
be terminated because of the increased require-
ments; over 40 per cent expect significantly in-
creased product prices; 65 per cent of companies 
feel compelled to shift resources from develop-
ment to regulatory issues, at the expense of inno-
vation efforts; and 70 per cent of companies feel 
uncertain as to whether the Notified Bodies that 
have assisted them so far will continue to do so to 
allow all deadlines to be met.

The consequences for the biomedical engineer-
ing sector in Germany and Europe are huge: “The 
figures make it quite clear that in the medium term, 

the regulation will result in migration towards the 
FDA-regulated American market and depletion 
of the innovation hotspot Germany”, explained 
 Professor Theodor Doll, Head of Translational 
 Medical Technology at the Fraunhofer Centre. 

“Development costs and time will substantially 
increase, leading to markedly deteriorating pros-
pects of start-ups and SMEs in this  sector”, said Pro-
fessor Thomas Lenarz, Chair of the Board of the Ger-
man  Society for Biomedical Engi neering (DGBMT). 
“Likewise, it will become much less attractive for 
investors to invest their money in innovative med-
tech developments.”  AWU  

Interview on the effects of the Medical Device Regulation on the European market

Manufacturers, dentists, patients – 
all are affected
The EU Medical Device Regulation (MDR) is the sword of Damocles hanging over manufacturers of medical 
devices and will have an impact on the entire health care system and the economy – including dentists. 
Pessimism is spreading. Small and medium-sized manufacturers in particular feel overwhelmed by the 
new requirements. We spoke with Professor Ulrich M. Gassner, Founding Director of the Research Center 
for Medical Device Law (Forschungsstelle für Medizinprodukterecht, FMPR) at the University of Augsburg, 
the only research institution of its kind in Europe.

The MDR has been in force since 25 May 2017.  
Pessimism is spreading throughout the market.  
But why now? Why not much earlier?

There have been sceptical voices from the begin-
ning. Criticism was levelled at the excessively tight 
transitional provisions and the fact that hardly any 
Notified Bodies could be re-accredited in the short 
time available. But now people are starting to be 

more nervous. Warning signals aimed at Brussels 
are increasing because it is now that the fears are 
actually materializing. This applies in particular to 
the bottleneck that has arisen: Numerous  observers 
have remarked that there will be too few Notified 
Bodies to certify products under the new law as the 
MDR takes full effect on 26 May 2020.
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 certification process, and the greater the delays 
before an innovative product reaches the patient. 
Unfortunately, this interrelationship is often over-
looked in the public debate. Moreover, it remains to 
be seen whether the MDR and all its regulations will 
actually result in greater patient safety or whether 
the only effect is ever more paperwork.

Who and where are those “Notified Bodies” that 
approve the consultation procedures in connection 
with the clinical evaluation for Class IIb medical de-
vices and Class III implants, or monitor compliance 
with the extensive regulations?

As things stand now (at the end of May 2019), only 
two Notified Bodies are currently accredited under 
the new law: BSI (London) and TÜV Product Service 
(Munich). The respective certification authority is 
not based on risk classes, but on product categories 
and technical cross-sectional  competencies.

The marketing of products certified under the 
previous law will have to cease completely by May 
2024 at the latest. In your experience, how far have 
manufacturers come in their implementation of  
the MDR?

Like I said, the large manufacturers are relatively 
well prepared. Some small manufacturers seem to 
prefer to bury their heads in the sand, even though 
this may often be mostly due to a lack of available 
qualified staff.

To what extent is dentistry or oral implantology 
affected by the EU regulation?

Implantologists with in-office laboratories are 
manufacturers of custom-made products. There 
are no transitional arrangements that apply to 
them. As of 26 May 2020, for example, they must 
meet exactly the same requirements that apply to 
industrial manufacturers of medical devices with 
regard to clinical evaluations. 

And clinical evaluations are not even all there is to 
it. Under the heading of “post-market surveillance” 
(PMS), the MDR demands that implantologists con-
tinue to monitor whether their implants are safe 
and therapeutically useful once implanted and 
whether there are any incidents related to them. 
Furthermore, they have to demonstrate that a per-
son responsible for regulatory compliance is avail-
able on a permanent and continuous basis.

Professor Gassner, thank you very much for this 
interesting interview. 

This interview was conducted  
by Anita Wuttke, Editor-in-Chief.  

Do you share this pessimism?
I tend to. We are already experiencing a signifi-

cant drop in the number of Notified Bodies. In ad-
dition, just like the manufacturers, Notified Bodies 
are subject to new requirements, which will slow 
down certification procedures.

Who is particularly affected and what effects do you 
think this will have on the medical device market in 
Germany and in Europe?

The major manufacturers have done their home-
work. But the medical device market is mostly 
medium-scale in nature. Small and medium-sized 
enterprises in particular find it difficult to cope with 
the much more exacting requirements and the as-
sociated exorbitant costs. The MDR has already 
contributed to some concentration tendencies on 
the market, and this trend will persist. I am aware 
of small manufacturers who have withdrawn from 
the market completely or are getting ready to do so. 
One would rather not have to think about what this 
means for the affected patients.

How does the regulation affect manufacturers from 
non-European countries – say from Asia or North 
America – who export their medical products to 
Europe?

These manufacturers must adapt to the new cir-
cumstances. Incidentally, importers are treated the 
same as manufacturers with regard to their obliga-
tions under the MDR.

Based on estimates by the industry associations 
Spectaris and BVMed, which are supported by 
market surveys – including those conducted by the 
Fraunhofer Institute – it would appear that 40 per 
cent of companies have already withdrawn their 
medical products previously on the market. Is the 
MDR acting as a brake on innovation? 

Certainly; added product safety has its price. 
The higher the regulatory hurdles, the costlier the 

Anita Wuttke,  
BDIZ EDI Editor-in-
Chief, during her 
conversation with 
Professor Ulrich 
M. Gassner.
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