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This guide has been written on behalf of the Orthodontic Technicians Association (OTA)
by OTA Secretary James Green.
Permission has been granted for this guide to be distributed out by members of the
Dental Professionals Alliance (DPA) to their respective members and anyone else who
they feel would benefit from this guidance.
It is intended as a guide only to the new MDR regulations in respect to the manufacture
of custom made dental/medical appliances and includes references to the appropriate
MDR articles for further reading, available through the following website:
https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
This guide applies to any and all dental professionals in any setting whether it be a
dental laboratory, dental clinic or other who are manufacturing and/or providing custom
made dental appliances.
It is the sole responsibility of the person/laboratory/practice manufacturing
dental/medical appliances to ensure that they have the required registration with the
Medicines & Healthcare Regulatory Authority (MHRA) and are complying with any and all
the appropriate legal requirements in respect the the MDR regulations.
Andrea Johnson - Chair, OTA
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The Medical Device Regulation (MDR), entered into force on 25 May 2017 and
will repeal the MDD following a three-year transitional period in May 2020,
meaning that any dental professionals who prescribe, manufacture and/or fit
medical devices will need to do so in accordance with the MDR.
The stages required to place a custom-made device on the market can be
divided into ten steps. This table compares MDD with MDR and highlights the
new requirements:

MEDICAL DEVICE REGULATION
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1. Appoint a person responsible for regulatory
compliance
A new requirement:
1.
Manufacturers
shall have available within their organisation at least one person responsible
for regulatory compliance who possesses the requisite expertise in the field of
medical devices. The requisite expertise shall be demonstrated by either of the
following qualifications:
(a) a diploma, certificate or other
evidence of formal qualification, awarded on completion of a university degree
or of a course of study recognised as equivalent by the Member State concerned,
in law, medicine, pharmacy, engineering or another relevant scientific
discipline, and at least one year of professional experience in regulatory
affairs or in quality management systems relating to medical devices;
(b) four years of professional experience
in regulatory affairs or in quality management systems relating to medical
devices.
Without prejudice to national provisions
regarding professional qualifications, manufacturers of custom-made devices may
demonstrate the requisite expertise referred to in the first subparagraph by
having at least two years of professional experience within a relevant field of
manufacturing.
2.
Micro
and small enterprises within the meaning of Commission Recommendation
2003/361/EC (1) shall not be required to have the person responsible for
regulatory compliance within their organisation but shall have such person
permanently and continuously at their disposal.

EU Commission Recommendation 2003/361/EC defines a micro enterprise as an
enterprise which employs fewer than 10 persons and whose annual turnover and/or
annual balance sheet total does not exceed €2 million. A small enterprise is
one which employs fewer than 50 persons and whose annual turnover and/or annual
balance sheet total does not exceed €10 million.
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This means that an organisation with a staff headcount of more than fifty and a balance sheet
total or turnover of ≤ €10 million where a dental professional prescribes or manufactures
custom-made devices needs to have at least one person within their laboratory or practice with at
least two years of post-GDC registration experience. Organisations that are smaller than this will
need to have such a person permanently and continuously at their disposal. The responsibilities
of the person responsible for regulatory compliance are as follows:

3.
The Person responsible for regulatory compliance shall at least be
responsible for ensuring that:
(a) the conformity of the devices is appropriately checked, in accordance with the quality
management system under which the devices are manufactured, before a device is released;
(b) the technical documentation and the EU declaration of conformity are drawn up and kept
up-to-date;
(c) the post-market surveillance obligations are complied with in accordance with Article
10(10);
(d) the reporting obligations referred to in Articles 87 to 91 are fulfilled;
(e) in the case of investigational devices, the statement referred to in Section 4.1 of Chapter II
of Annex XV is issued.
4.
If a number of persons are jointly responsible for regulatory compliance in
accordance with paragraphs 1, 2 and 3, their respective areas of responsibility shall be
stipulated in writing.
5.
The person responsible for regulatory compliance shall suffer no disadvantage
within the manufacturer's organisation in relation to the proper fulfilment of his or her duties,
regardless of whether or not they are employees of the organisation.
6.
Authorised representatives shall have permanently and continuously at their disposal
at least one person responsible for regulatory compliance who possesses the requisite
expertise regarding the regulatory requirements for medical devices in the Union. The
requisite expertise shall be demonstrated by either of the following qualifications:
(a) a diploma, certificate or other evidence of formal qualification, awarded on completion of
a university degree or of a course of study recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline,
and at least one year of professional experience in regulatory affairs or in quality
management systems relating to medical devices;
(b) four years of professional experience in regulatory affairs or in quality management
systems relating to medical devices.

— Article 15, pages 28-29
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2. Appoint an authorised representative in Europe (NonEU manufacturers)
Article 11 relates to the requirement for non-EU manufacturers to appoint an authorised
representative in Europe. Now that the UK is no longer an EU member state, this will be relevant to
UK manufacturers who place devices on the EU market:

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.
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;
5.5.2017 L 117/25 Official Journal of the European Union EN
(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;
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(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.
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
therefore.
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.

— Article 11, pages 25-26
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3. Inform the competent authority –
the MHRA in the UK
Member States may require that the manufacturer of a custom-made device submit to the
competent authority a list of such devices which have been made available in their territory.

— Article 21, paragraph 2 (page 33)
The competent authority in the UK is the Medicines and Healthcare products Regulatory
Agency (MHRA) and they do require that manufacturers of custom-made devices submit a list
of such devices. Begin the process by visiting:
https://mhrabpm.appiancloud.com/suite/plugins/servlet/registration

4. Comply with the essential requirements that apply
to custom-made devices
The requirements in MDR Annex I are broadly the same as those in MDD Annex I, but the
requirements of a risk management system are more explicitly defined.

5. Establish, document, implement and maintain, keep
up to date and continually improve a quality
management system
A new requirement:

9.
Manufacturers shall ensure that procedures are in place to keep series production in
conformity with the requirements of this Regulation. Changes in device design or
characteristics and changes in the harmonised standards or CS by reference to which the
conformity of a device is declared shall be adequately taken into account in a timely manner.
Manufacturers of devices, other than investigational devices, shall establish, document,
implement, maintain, keep up to date and continually improve a quality management
system that shall ensure compliance with this Regulation in the most effective manner and
in a manner that is proportionate to the risk class and the type of device.
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The quality management system shall cover all parts and elements of a manufacturer's
organisation dealing with the quality of processes, procedures and devices. It shall govern
the structure, responsibilities, procedures, processes and management resources required
to implement the principles and actions necessary to achieve compliance with the
provisions of this Regulation. The quality management system shall address at least the
following aspects:
(a) a strategy for regulatory compliance, including compliance with conformity assessment
procedures and procedures for management of modifications to the devices covered by the
system;
(b) identification of applicable general safety and performance requirements and
exploration of options to address those requirements;
(c) responsibility of the management;
(d) resource management, including selection and control of suppliers and sub-contractors;
(e) risk management as set out in in Section 3 of Annex I;
(f) clinical evaluation in accordance with Article 61 and Annex XIV, including PMCF;
(g) product realisation, including planning, design, development, production and service
provision;
(h) verification of the UDI assignments made in accordance with Article 27(3) to all relevant
devices and ensuring consistency and validity of information provided in accordance with
Article 29;

(i) setting-up, implementation and maintenance of a post-market surveillance system, in
accordance with Article 83;
(j) handling communication with competent authorities, notified bodies, other economic
operators, customers and/or other stakeholders;
(k) processes for reporting of serious incidents and field safety corrective actions in the
context of vigilance;
(l) management of corrective and preventive actions and verification of their effectiveness;
(m) processes for monitoring and measurement of output, data analysis and product
improvement.

— Article 10, paragraph 9
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6. Plan, establish, document, implement,
maintain and update a post-market surveillance system
This is a new requirement and forms part of the quality management system mentioned
earlier:

1.
For each device, manufacturers shall plan, establish, document, implement, maintain
and update a post-market surveillance system in a manner that is proportionate to the risk
class and appropriate for the type of device. That system shall be an integral part of the
manufacturer's quality management system referred to in Article 10(9).
2.
The post-market surveillance system shall be suited to actively and systematically
gathering, recording and analysing relevant data on the quality, performance and safety of a
device throughout its entire lifetime, and to drawing the necessary conclusions and to
determining, implementing and monitoring any preventive and corrective actions.
3.
Data gathered by the manufacturer's post-market surveillance system shall in
particular be used:
(a) to update the benefit-risk determination and to improve the risk management as referred
to in Chapter I of Annex I;
(b) to update the design and manufacturing information, the instructions for use and the
labelling;
(c) to update the clinical evaluation;
(d) to update the summary of safety and clinical performance referred to in Article 32;
(e) for the identification of needs for preventive, corrective or field safety corrective action;
(f) for the identification of options to improve the usability, performance and safety of the
device;
(g) when relevant, to contribute to the post-market surveillance of other devices; and (h) to
detect and report trends in accordance with Article 88. The technical documentation shall be
updated accordingly.
4.
If, in the course of the post-market surveillance, a need for preventive or corrective
action or both is identified, the manufacturer shall implement the appropriate measures and
inform the competent authorities concerned and, where applicable, the notified body. Where a
serious incident is identified or a field safety corrective action is implemented, it shall be
reported in accordance with Article 87.
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Any serious incidents need to be reported to the MHRA:

1.
Manufacturers of devices made available on the Union market, other than
investigational devices, shall report, to the relevant competent authorities, in accordance
with Articles 92(5) and (7), the following:
(a) any serious incident involving devices made available on the Union market, except
expected side-effects which are clearly documented in the product information and
quantified in the technical documentation and are subject to trend reporting pursuant to
Article 88;
(b) any field safety corrective action in respect of devices made available on the Union market,
including any field safety corrective action undertaken in a third country in relation to a device
which is also legally made available on the Union market, if the reason for the field safety
corrective action is not limited to the device made available in the third country.
The reports referred to in the first subparagraph shall be submitted through the electronic
system referred to in Article 92.
2.
As a general rule, the period for the reporting referred to in paragraph 1 shall
take account of the severity of the serious incident.
3.
Manufacturers shall report any serious incident as referred to in point (a) of paragraph
1 immediately after they have established the causal relationship between that incident and
their device or that such causal relationship is reasonably possible and not later than 15 days
after they become aware of the incident.
4.
Notwithstanding paragraph 3, in the event of a serious public health threat the report
referred to in paragraph 1 shall be provided immediately, and not later than 2 days after the
manufacturer becomes aware of that threat.
5.
Notwithstanding paragraph 3, in the event of death or an unanticipated serious
deterioration in a person's state of health the report shall be provided immediately after the
manufacturer has established or as soon as it suspects a causal relationship between the
device and the serious incident but not later than 10 days after the date on which the
manufacturer becomes aware of the serious incident.
6.
Where necessary to ensure timely reporting, the manufacturer may submit an initial
report that is incomplete followed up by a complete report.
7.
If, after becoming aware of a potentially reportable incident, the manufacturer is
uncertain about whether the incident is reportable, it shall nevertheless submit a report
within the timeframe required in accordance with paragraphs 2 to 5.
8.
Except in cases of urgency in which the manufacturer needs to undertake field safety
corrective action immediately, the manufacturer shall, without undue delay, report the field
safety corrective action referred to in point (b) of paragraph 1 in advance of the field safety
corrective action being undertaken.
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9.
For similar serious incidents that occur with the same device or device type and
for which the root cause has been identified or a field safety corrective action implemented
or where the incidents are common and well documented, the manufacturer may provide
periodic summary reports instead of individual serious incident reports, on condition that
the coordinating competent authority referred to in Article 89(9), in consultation with the
competent authorities referred to in point (a) of Article 92(8), has agreed with the
manufacturer on the format, content and frequency of the periodic summary reporting.
Where a single competent authority is referred to in points (a) and (b) of Article 92(8), the
manufacturer may provide periodic summary reports following agreement with that
competent authority.
10.
The Member States shall take appropriate measures such as organising targeted
information campaigns, to encourage and enable healthcare professionals, users and
patients to report to the competent authorities suspected serious incidents referred to in
point (a) of paragraph 1.
The competent authorities shall record centrally at national level reports they receive from
healthcare professionals, users and patients.
11.Where a competent authority of a Member State obtains such reports on suspected
serious incidents referred to in point (a) of paragraph 1 from healthcare professionals, users
or patients, it shall take the necessary steps to ensure that the manufacturer of the device
concerned is informed of the suspected serious incident without delay.
Where the manufacturer of the device concerned considers that the incident is a serious
incident, it shall provide a report in accordance with paragraphs 1 to 5 of this Article on that
serious incident to the competent authority of the Member State in which that serious
incident occurred and shall take the appropriate follow-up action in accordance with Article
89.
Where the manufacturer of the device concerned considers that the incident is not a serious
incident or is an expected undesirable side-effect, which will be covered by trend reporting in
accordance with Article 88, it shall provide an explanatory statement. If the competent
authority does not agree with the conclusion of the explanatory statement, it may require
the manufacturer to provide a report in accordance with paragraphs 1 to 5 of this Article and
require it to ensure that appropriate follow-up action is taken in accordance with Article 89.

— Article 87 (page 73-74)
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7. Prepare statement and make it available to the
patient
The concept of the statement was introduced under the MDD. Under MDR there are some
the additional requirements and these are highlighted below:

1. For custom-made devices, the manufacturer or its authorised representative shall draw
up a statement containing all of the following information:
— the name and address of the manufacturer, and of all manufacturing sites,
— if applicable, the name and address of the authorised representative,
— data allowing identification of the device in question,
— a statement that the device is intended for exclusive use by a particular patient or user,
identified by name, an acronym or a numerical code,

— the name of the person who made out the prescription and who is authorised by national
law by virtue of their professional qualifications to do so, and, where applicable, the name of
the health institution concerned,
— the specific characteristics of the product as indicated by the prescription,
— a statement that the device in question conforms to the general safety and performance
requirements set out in Annex I and, where applicable, indicating which general safety and
performance requirements have not been fully met, together with the grounds,
— where applicable, an indication that the device contains or incorporates a medicinal
substance, including a human blood or plasma derivative, or tissues or cells of human origin,
or of animal origin as referred to in Regulation (EU) No 722/2012.

— Annex XIII, paragraph 1 (page 163)
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8. Prepare technical documentation
Manufacturers need to prepare documentation regarding the devices they produce and
keep it available for the MHRA:

2. The manufacturer shall undertake to keep available for the competent national authorities
documentation that indicates its manufacturing site or sites and allows an understanding to
be formed of the design, manufacture and performance of the device, including the
expected performance, so as to allow assessment of conformity with the requirements of
this Regulation.
3. The manufacturer shall take all the measures necessary to ensure that the manufacturing
process produces devices which are manufactured in accordance with the documentation
referred to in Section 2.

— Annex XIII, sections 2-3 (page 163)

9. Retain a copy of the statement
Under MDD manufacturers were required to retain a copy of the statement for at least five
years (Annex VIII, section 4, page 51).
Under MDR this has changed to at least ten years. For implantable devices the period
remains as at least 15 years:

4. The statement referred to in the introductory part of Section 1 shall be kept for a period of
at least 10 years after the device has been placed on the market. In the case of implantable
devices, the period shall be at least 15 years. Section 8 of Annex IX shall apply.

— Annex XIII, section 4 (page 163)

10. Make statement available to the patient
The last stage is to ensure that a copy of the statement is made available to the patient. This
became mandatory in March 2010 when the MDD was updated (Article 4, section 2, page 10)
and under MDR this requirement remains the same:

2. Custom-made devices shall be accompanied by the statement referred to in Section 1 of
Annex XIII, which shall be made available to the particular patient or user identified by name,
an acronym or a numerical code.
— Article 21, Section 2 (page 33)
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