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The long-term effects of the PIP-Scandal are not 
only felt by manufacturers. Last year, the stricter 
control of Notified Bodies in form of the new joint 
audits led to the withdrawal of the certificates of 
five institutions in Turkey, Lithuania, Slovakia, 
and the UK. We talked to Mark Küller, Association 
of TÜV - Medical Devices, about the changes that 
will take place over the next months. 

What is the position of the TÜV to stricter 
controls of Notified Bodies? 

TÜV advocates and supports a stricter monitoring 
and control of Notified Bodies. However, it must 
be ensured that this is done uniformly across 
Europe. The European Commission proposed in the draft regulations joint 
assessment teams, which are de facto already introduced by the Implementing 
Regulation (EU ) No 920/2013. These are effective means because for the 
monitoring of Notified Bodies the quality and intensity of work of the 
supervisory authorities is crucial.

Are stricter controls even welcomed by some Notified Bodies because 
they can set themselves apart from less reputable institutions?

The main objective in revising the Medical Devices legislation should it be that 
all notified bodies in Europe work on the same high and highest possible level. 
There should be is as little differences in quality as possible. The legislation is 
done in the form of a regulation, which means they enter into force 
immediately in all EU Member States. Had it been in the form of a directive, the 
respective parliaments of the member states would have to implement it into 
national law, causing different interpretations and levels of detail in the 
individual countries. This guaranties in conjunction with higher requirements 
and greater control of Notified Bodies that all notified bodies must fulfill the 
same requirements. Therefore, this will lead to a harmonization of the 
standards of Notified Bodies.

Will there be a consolidation of the "market" for Notified Bodies?
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This is impossible to predict at present. However, it is to be expected that there 
will be changes in the market and a reduction in the number of notified bodies 
due to the new requirements. The key issue, however, is not the number of 
Notified Bodies, but their quality. This view is also shared by the European 
Commission (see SWD (2012 ) 273 - PART I - COMMISSION STAFF WORKING 
DOCUMENT IMPACT ASSESSMENT ON THE REVISION OF THE REGULATORY 
FRAMEWORK FOR MEDICAL DEVICES , p 76).

What do the changes mean for companies and their innovation and 
approval cycles?

Some companies will certainly have problems because of the more stringent 
requirements for the marketing of medical devices and in cases of some high 
risk products the prolonged marketing because of the Scrutiny Procedure. This 
concerns in particular innovative SMEs that do not have the capital strength of 
larger companies to finance long process and a prolonged waiting time until 
they can access the market. The number of innovative products reaching the 
market will certainly decline. Compared to this, the higher requirements and 
stricter monitoring for Notified Bodies will be less significant in terms of cost. 

What other changes will the new EU directive bring along? 

The new regulations will certainly enhance the safety of medical devices. 
However, if you look at some proposals from the ranks of the European 
Parliament, there is a danger of over-regulation. This might cause lasting 
damage to the highly innovative and research-intensive medical products 
industry and thereby complicating access for patients to technologies that can 
increase their quality of life and save lives.
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