
The authorised representative is a hurdle for market access to the
„European Market“ for many companies. However, if you follow our

guidance on this week‘s Fast.Fact.Friday you will have everything you
need to be compliant with the requirements of the MDR!

If you need help or guidance regarding the authorised representative or
need an authorised representative in the „European Union“ contact us!

Authorised representative



?
1. Where the manufacturer of a device is not established in a Member State, the 
device may only be placed on the Union market if the manufacturer designates a 
sole authorised representative.
2. The designation shall constitute the authorised representative's mandate, it shall 
be valid only when accepted in writing by the authorised representative and shall be 
effective at least for all devices of the same generic device group.

For more information, please review:
Article 11: Authorised Representative (Regulation (EU) 2017/745 on medical devices (MDR)) 
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3. The authorised representative shall perform the tasks specified in the mandate agreed between it and the manufacturer. The authorised 
representative shall provide a copy of the mandate to the competent authority, upon request.
The mandate shall require, and the manufacturer shall enable, the authorised representative to perform at least the following tasks in relation to the 
devices that it covers:
(a) verify that the EU declaration of conformity and technical documentation have been drawn up and, where applicable, that an appropriate conformity
assessment procedure has been carried out by the manufacturer;
(b) keep available a copy of the technical documentation, the EU declaration of conformity and, if applicable, a copy of the relevant certificate, including 
any amendments and supplements, issued in accordance with Article 56, at the disposal of competent authorities for the period referred to in Article 
10(8);
(c) comply with the registration obligations laid down in Article 31 and verify that the manufacturer has complied with the registration obligations laid 
down in Articles 27 and 29;
(d) in response to a request from a competent authority, provide that competent authority with all the information and documentation necessary to 
demonstrate the conformity of a device, in an official Union language determined by the Member State concerned;
(e) forward to the manufacturer any request by a competent authority of the Member State in which the authorised representative has its registered 
place of business for samples, or access to a device and verify that the competent authority receives the samples or is given access to the device;
(f) cooperate with the competent authorities on any preventive or corrective action taken to eliminate or, if that is not possible, mitigate the risks posed 
by devices;
(g) immediately inform the manufacturer about complaints and reports from healthcare professionals, patients and users about 
suspected incidents related to a device for which they have been designated;
(h) terminate the mandate if the manufacturer acts contrary to its obligations under this Regulation.

For more information, please review:
Article 11: Authorised Representative (Regulation (EU) 2017/745 on medical devices (MDR)) 
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4. The mandate referred to in paragraph 3 of this Article shall not delegate the manufacturer's obligations 
laid down in Article 10(1), (2), (3), (4), (6), (7), (9), (10), (11) and (12).
5. Without prejudice to paragraph 4 of this Article, where the manufacturer is not established in a Member 
State and has not complied with the obligations laid down in Article 10, the authorised 
representative shall be legally liable for defective devices on the same basis as, and jointly and severally 
with, the manufacturer.
6. An authorised representative who terminates its mandate on the ground referred to in point (h) of 
paragraph 3 shall immediately inform the competent authority of the Member State in which it is 
established and, where applicable, the notified body that was involved in the conformity assessment for 
the device of the termination of the mandate and the reasons therefor.
7. Any reference in this Regulation to the competent authority of the Member State in which 
the manufacturer has its registered place of business shall be understood as a reference to the competent 
authority of the Member State in which the authorised representative, designated by 
a manufacturer referred to in paragraph 1, has its registered place of business.

For more information, please review:
Article 11: Authorised Representative (Regulation (EU) 2017/745 on medical devices (MDR)) 
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• 11.1 Although this fast fact does primarily apply to manufacturers that are not established in a member state, it is anyways helpful for all 

manufacturers, since it gives them further insight of their responsibilities. By the way: Manufacturers based in Switzerland and the UK 
are not considered to be established in a member state of the MDR and therefore require an authorised representative.

• 11.2 The designation of the authorised representative must be in writing – but that is not the only designation that needs to happen (and 
be accepted) in writing. Such designations can also be (but are not limited to): CEO, PRRC, Importer or suppliers of all kinds. The 
designation of the authorised representative must include the current list of products.

• 11.3 Keep excited for next week’s Worksheet-Wednesday, here we want to give you advice on what must be in the designation and what 
tasks have to be done by the authorised representative!

• 11.4 Even though the manufacturer has a designated an authorised representative, this does not mean, that article 10 does not apply, so 
the manufacturer still must comply with all its obligations.

• 11.5 The authorised representative has an enormous responsibility. The authorised representative can be made liable for defective devices 
or other legal responses in the same extent as the manufacturer itself.

• 11.6 If an authorised representative terminates his or her mandate, it is mandatory to inform the competent authorities as well as the 
notified body (if applicable) that was involved in the process of  the conformity assessment.

• 11.7 The competent authorities referenced in this article are the competent authorities in the member state, in which the authorised 
representative has its registered place of business.

For more information, please review:
Article 11: Authorised Representative (Regulation (EU) 2017/745 on medical devices (MDR)) 
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