
§Medical Device Regulation MDR

Transitional period runs out in May 2021
Medical devices are products or equipment intended generally for a medical use and are regulated at Member 
State level. The Medical Device and the In-Vitro Diagnostic Device Regulations have introduced new responsibili-
ties for the European Medicines Agency (EMA) and national competent authorities in the assessment of certain 
categories of medical devices. On 23 April 2020, the European Parliament and the Council of the EU adopted a 
proposal to extend the transitional period of the Medical Device Regulation by one year – until 26 May 2021.

EMA will update its regulatory guid-
ance in the first quarter of 2021 to re-
flect the new date of application of the 
Regulation.

The MDR has a transitional period of 
four years and will fully apply from 26 
May 2021. The IVDR has a transitional 
period of five years and will fully apply 
from 26 May 2022.

During the transitional period, manu-
facturers can opt to place medical devices 
on the market under the applicable EU 
Directives (93/42/EEC, 98/79/EC and 
90/385/EEC) or under the new Regula-
tions if they fully comply with these.

Combination products
Some medicines are used in combination 
with a medical device, usually to enable 
the delivery of the medicine. If the prin-
ciple intended action of the combination 
product is achieved by the medicine, the 
entire product is regulated as a medicinal 
product under Directive 2001/83/EC or 
Regulation (EC) No 726/2004.

There are two types of combination:
• integral: the medicinal product and 

the device form a single integrated 
product e.g. pre-filled syringes and 
pens, patches for transdermal drug 
delivery and pre-filled inhalers;

• co-packaged: the medicinal product 
and the device are separate items 
contained in the same pack e.g. reus-
able pen for insulin cartridges, tablet 
delivery system with controller for 
pain management.

Medical devices in the EU have to under-
go a conformity assessment to demon-
strate that they meet legal requirements 
to ensure they are safe and perform as 
intended. EU member states can desig-
nate accredited notified bodies to con-
duct conformity assessments. 

The conformity assessment usually 
involves an audit of the manufacturer’s 
quality system and, depending on the 
type of device, a review of technical docu-
mentation from the manufacturer on the 
safety and performance of the device.

Manufacturers can place a CE (Con-
formité Européenne) mark on a medical 
device once it has passed a conformity 
assessment.

Legislation
The adoption in April 2017 of Regulation 
(EU) 2017/745 on Medical Device (MDR) 
and Regulation (EU) 2017/746 on In-Vitro 
Diagnostic Device (IVDR) changed the 
European legal framework for medical 
devices, introducing new responsibilities 
for EMA and for national competent au-
thorities. Both Regulations entered into 
force in May 2017 and have a staggered 
transitional period.

On 23 April 2020, the European Parlia-
ment and the Council of the EU adopted 
a proposal to extend the transitional pe-
riod of the Medical Device Regulation by 
one year – until 26 May 2021.

This measure aims to avoid shortages 
of medical devices during the ongoing 
 COVID-19 pandemic due to the limited ca-
pacity of national competent authorities or 
notified bodies to implement the Regulation.

Medical devices that are co-packaged 
or obtained separately must be CE 
marked in accordance with the medical 
device legislation.

Article 117 of the MDR introduced a 
new requirement for medicines with an 
integral device. From 26  May 2021, the 
marketing authorisation application 
should include a CE certificate for the 
device or, if it is not CE marked but would 
need to be certified if marketed separate-
ly, the applicant must include an opinion 
from a notified body on the conformity 
of the device. This requirement does not 
apply to Class I devices (non-sterile, non-
measuring). 

Role of EMA
The Agency is responsible for evaluating 
the quality, safety and efficacy of market-
ing authorisation applications assessed 
through the centralised procedure, in-
cluding the safety and performance of 
the medical device in relation to its use 
with the medicinal product.

On 3 June 2019, EMA released for a 
3-month public consultation a guideline 
on quality requirements for regulatory 
submissions for medicines that include 
a medical device (drug-device combina-
tions). The device can be integral, co-
packaged or obtained separately.

The guideline clarifies expectations 
laid down in Directive 2001/83/EC and 
addresses the new obligations in the 
MDR, in particular the requirements 
under Article 117. EMA will finalise the 
guideline before the entry into force of 
the MDR on 26 May 2021.
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Before it can issue a CE certificate, the 
notified body must seek a scientific opin-
ion from EMA or a national competent 
authority on the compliance of the sub-
stance with the requirements laid down 
in Annex I to Directive 2001/83/EC.

Borderline products
Borderline products are complex health-
care products for which there is uncertainty 
over which regulatory framework applies. 

Common borderlines are between 
medicinal products, medical devices, cos-
metics, biocidal products, herbal medi-
cines and food supplements.

National competent authorities classify 
borderline products either as medicinal 
products or, for example, as medical devic-
es on a case-by-case basis. This determines 
the applicable regulatory framework. 

Applicants who are unclear on the cor-
rect classification of their product should 
consult a national competent authority 
and provide information on the product’s 
composition and constituents, a scientif-
ic explanation of the mode of action and 
its intended purpose.

The Medical Device Regulation fore-
sees that the European Commission may 
consult the Agency on products that bor-
derline with medicines.

EMA’s Innovation Task Force provides ad-
vice to medicine developers on eligibility 
to EMA procedures relating to the research 
and development of borderline products.

Source: European Medicines Agency 
(official website of the European Union: 

ema.europe.eu   

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

Answer was given by Professor Ulrich M. Gassner, Founding Director of the Research Center for Medical 
Device Law at the University of Augsburg in EDI Journal 2/2019: 

Professor Gassner: 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 (update: 26 May 2021), 
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 continue to monitor whether their implants are safe and 
therapeutically useful once implanted and whether there are any incidents related to them. Further-
more, they have to demonstrate that a person responsible for regulatory compliance is available on a 
permanent and continuous basis.

The In-Vitro Diagnostic Device Regu-
lation introduces a new classification 
system for companion diagnostics and 
the obligation to undergo a conformity 
assessment by a notified body.

Before it can issue a CE certificate, the 
notified body must seek a scientific opin-
ion from the Agency on the suitability of 
the companion diagnostic to the medici-
nal product concerned if: 
• the medicinal product falls exclusively 

within the scope of the centralised 
procedure for the authorisation of 
medicines, or

• the medicinal product is already 
authorised through the centralised 
procedure, or

• a marketing authorisation application 
for the medicinal product has been 
submitted through the centralised 
procedure.

For other substances, the notified body 
can seek the opinion from a national 
competent authority or EMA.

EMA will provide further information 
on the consultation procedure between 
the notified body and a competent au-
thority or EMA. 

Medical devices made of substances 
that are systemically absorbed
Some medical devices are made of sub-
stances that are absorbed by the human 
body to achieve their intended purpose.

These devices are normally introduced 
into the human body via an orifice or ap-
plied to the skin.

Medical devices with an  
ancillary medicinal substance
A medical device may contain an ancil-
lary medicinal substance to support the 
proper functioning of the device. These 
products fall under the medical devices 
legislation and must be CE marked.

Examples of medical devices with an 
ancillary medicinal substance include 
drug-eluting stents, bone cement con-
taining an antibiotic, catheters coated 
with heparin or an antibiotic agent and 
condoms coated with spermicides.

Additional: scientific opinion
Before it can issue a CE certificate, the 
notified body must seek a scientific 
opinion from the Agency on the quality 
and safety of the ancillary substance if it 
is derived from human blood or human 
plasma, or if it is within the scope of the 
centralised procedure for the authorisa-
tion of medicines.

For other substances, the notified body 
can seek the opinion from a national 
competent authority or EMA e.g. in cases 
where the Agency has already evaluated 
a medicine containing the same medici-
nal substance.

EMA publishes consultation procedure 
public assessment reports (CPAR) on its 
scientific opinions.

In-vitro diagnostics
A companion diagnostic is an in-vitro 
diagnostic test that supports the safe 
and effective use of a specific medicinal 
product, by identifying patients that are 
suitable or unsuitable for treatment. 
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