
“3. The following implants shall be exempted from 
the obligations laid down in this Article: sutures, 
staples, dental fillings, dental braces, tooth crowns, 
screws, wedges, plates, wires, pins, clips and connec-
tors. The Commission is empowered to adopt del-
egated acts in accordance with Article 115 to amend 
this list by adding other types of implants to it or by 
removing implants therefrom.”  

It has been the CED’s understanding, the paper 
states, that under the MDR, all devices/materials 
that are affixed to the bone (such as dental implants) 
are not exempted from the obligation of an implant 
card. This would mirror the established shared inter-
pretation of national Competent Authorities on clas-
sification of dental implants under Council Directive 
93/42/EEC on Medical Devices (MDD). The CED has 
no objections to this obligation. However, the CED 
has been recently informed of some inconsistencies 
in member states’ interpretations of Article 18 of the 
MDR. 

Intended use and envisaged benefits
Article 18(1) of the MDR lays out the information 
to be provided by the manufacturer on the implant 
card. The implant card must clearly identify the de-
vice and provide additional relevant information. 
Article 18(2) lays down the obligation of Member 
States to require health institutions or healthcare 
providers to deliver the implant card to the patient 
in question. The paragraph reads, 

“2. Member States shall require health institutions 
to make the information referred  to in paragraph 1  
available, by any  means that  allow  rapid  access to  
that  information, to  any  patients who  have  been  
implanted with  the  device, together with the implant 
card, which shall bear their identity”.  

Additionally, in order to further clarify Article 18 
of the MDR, a guidance document on implant cards 
has been adopted by the European Medical Device 
Coordination Group (MDCG). It states that the im-

With the document at hand, the Council of European 
Dentists (CED) wishes to clarify its position regard-
ing the implant card obligation in dental implants 
for safeguarding patient safety. This CED position 
specifically applies to dental implants and not to 
implant materials or any other device or material 
intended to be placed in the teeth. 

European Regulatory Framework
Pursuant to Article 18(3) of the Medical Devices 
Regulation (MDR) (EU) 2017/745 i, published on 
5 May 2017 in the Official Journal of the European 
Union (EU), and, as per Regulation (EU) 2020/561, 
applicable as of 26 May 2021: 

CED position on MDR

Implant cards for 
dental implants
The Council of European Dentists (CED), roof organisation 
of the dental chambers of all EU member states, adopted in 
its online general meeting 2020 a position paper on implant 
cards for dental implants which is required by the Medical 
Devices Regulation (MDR). 

Profile

The CED is an European not-for-profit association which represents over 
340,000 dental practitioners across Europe through 33 national dental 
associations and chambers in 31 European countries. Established in 
1961 to advise the European Commission on matters relating to the 
dental profession, the CED key objectives are to promote high standards 
of oral healthcare and dentistry and effective patient-safety centred 
professional practice.  
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plant card is meant to help the patient identify the 
implanted device and to get access to information 
related to it. Implant cards can also be used by emer-
gency department personnel or first responders to 
receive information about medical treatment or pa-
tient needs in emergency situations, this is also valid 
for dental emergencies.  

 
CED position
The CED’s mission is to promote the highest stan-
dards of oral care to ensure patient safety at all 
stages of dental treatment. All measures aimed at 
improving traceability and patient’s access to rel-
evant information about his/her health are strongly 
supported by the CED. At present, high standards 
of traceability and safety of dental implants may 
already be in place at the national level. Dentists 
should use appropriate and certified dental materi-
als and medical devices for each patient’s individu-
alised treatment plan. CED notices the different in-
terpretations of the MDR and would like to stress 

the importance of a shared single interpretation 
concerning the position of implant cards. 

For previous mentioned reasons CED believes that 
implant cards for dental implants can contribute to 
high standards of traceability and patients access 
to information.  

CED considers a high standard of traceability and 
access to information as paramount for a best prac-
tice that promotes high standards of oral healthcare 
and effective patient-safety centred professional 
practice.  

Therefore, in this context, the CED supports the 
view that it is best practice that a dentist who plac-
es a dental implant should supply the patient with 
an implant card. This recommendation supports a 
best practice that promotes high standards of oral 
healthcare, dentistry and effective patient-safety 
centred professional practice. 

Adopted at the CED General Meeting on 20 No-
vember 2020

 Source: CED  

EDI NEWS
29

CAD/CAM in digital dentistry 

The publication “CAD/CAM in digital dentistry” in English closes an  
up to this point existing gap in the dental literature.
The tremendous speed of development in digital dentistry requires profound 
knowledge in the various areas of the digital workflow. 
This book is a thread running from data acquisition to data processing through 
to digital production techniques. The target groups are dental technicians as 
well as dentists, trainees and students and also participants in postgraduate 
training courses.

Soft cover, 190 pages, ISBN 978-3-00-064987-5

by Josef Schweiger and Annett Kieschnick 

www.dental-bookshop.com
service@teamwork-media.de
Phone +49 8243 9692-16
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plus shipping
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