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ABSTRACT: The paper aims to analyze the medical device registration systems after clinical investigation 

of its properties at the European level and its impact on the Spanish Law, particularly focusing on the new 

European Regulations, on the main features of MD market devoted to citizens’ healtcare as well as on 

certain technical tools introduced by the above-mentioned Regulations and of great importance to the 

management of market in issue, such as the UDI code and the Eudamed database 

 

ABSTRACT: Il contributo analizza il sistema europeo di registrazione dei dispositivi medici previa indagine 

delle evidenze cliniche e il suo impatto sull’ordinamento spagnolo, focalizzando l’attenzione sulla nuova 

disciplina europea, sulle peculiarità del mercato relativo a questo genere di prodotti per la salute nonché su 

taluni strumenti tecnici di fondamentale importanza introdotti dai suddetti regolamenti europei, quali il 

codice UDI e la banca dati Eudamed. 

 

 

SUMMARY: 1. Introduction; 1.1. General objectives; 1.2. Scope of application; 2. Postponement of the entry 

into force of the MDR; 2.1. The extension introduced by Regulation (EU) 2020/561; 2.2. The actual state 

of play of the implementation of the MDR; 2.3. Exemption from conformity assessment with the entry into 

force of Regulation (EU) 2020/561; 3. The introduction of medical devices on the market; 3.1. Transitional 

situation until the entry into force of the Regulation; 3.2. Procedure for placing medical devices on the 



IUS et SALUS – RIVISTA DI DIRITTO SANITARIO E FARMACEUTICO 
  
 

 
2 

market in accordance with the MDR; 3.3. Status of certificates issued prior to the entry into force of the 

MDR and their effectiveness for placing medical devices on the market; 3.4. Obligations of manufacturers; 

3.5. Notified bodies; 3.6. Product labeling; 4. The UDI medical devices identification system; 4.1. 

Background of the regulation; 4.2. The UDI identification system in the MDR; 5. The European database 

on medical devices: EUDAMED; 5.1. General EUDAMED issues; 5.2. EUDAMED and the application of 

the new Regulation; 6. The Spanish registry; 7. Implementation into Spanish law; 7.1. Regulatory 

background; 7.2. The Implementation of the EU Regulations; 8. References. 

 

1. Introduction 

1.1 General objectives. 

After almost four years of discussions within the Council of the European Union and the European 

Parliament, an agreement was reached between the two institutions in June 2016, which has culminated 

on April 5 of that year with the adoption by the Parliament of the Council's position on medical devices 

and in vitro diagnostic medical devices and the publication of both texts in the Official Journal of the 

European Union on May 5, 2017. Medical devices constitute a sector of very diverse technologies that are 

transcendent for the treatment and diagnosis of diseases, the maintenance and improvement of the quality 

of life of patients and the social integration of people with disabilities. Due to their large number - there 

are around 500,000 medical devices in the European Union - and their high degree of innovation, they 

have a major impact on health systems and on the supply of health services to the population, as well as 

on the functioning of the Union's internal market. 

 The legislation on medical devices in force until the adoption of the two new Regulations consisted of 

three directives dating back to the 1990s. Despite the amendments made to these directives since their 

adoption, it became clear that a general review of the regulatory framework was necessary to adapt it to 

the technological progress in the sector and to provide reinforced health and safety guarantees. 

As well known since 2017 there is a new EU medical devices legal framework: Medical Devices 

Regulation (MDR)1 and the IVMEDR.2 Both rgulations impact, among others, the following aspects:  

- More stringent processes for the placing on the market and marketing of devices: the procedures 

for the designation and supervision of notified bodies assessing devices by the authorities are strengthened, 

                                                           
1 Officially called "Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, 

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council 

Directives 90/385/EEC and 93/42/EEC" [OJ L 117, 5.5.2017, p. 1 
2 Officially called "Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro 

diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU" [OJ L  117, 5.5.2017, p. 

176 
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as well as the conformity assessment procedures themselves; a mechanism for consulting experts on high-

risk devices is introduced; clinical investigations are regulated in greater detail.  

- Clarification of the obligations and responsibilities of economic agents (manufacturers, authorized 

representatives, importers, and distributors): the functions corresponding to each figure are defined; 

manufacturers are required to have a quality assurance system and a qualified person to assure compliance 

with the regulation; the existence of insurance to cover compensation for damage caused by product 

defects is provided for.  

- Strengthening of post-market monitoring, surveillance and control of products: manufacturers are 

required to maintain a system for reviewing the experience acquired with their products; mechanisms are 

established to evaluate and better coordinate actions for monitoring adverse incidents; greater powers are 

given to the authorities to carry out effective market control.  

- Increased transparency and traceability: certain essential information will be made available to 

professionals, patients and the public. Among other things, patients will receive reliable information on 

the implant they carry; the information about manufacturers and the products marketed will be made 

available through consultation of a European database; a summary of the safety and performance of the 

highest-risk products will be published. On the other hand, the products will be identified with a unique 

identification system (UDI) that will facilitate their search in the databases and the realization of the 

necessary safety actions.  

- Improved coordination and administrative cooperation: the Medical Devices Coordination Group is 

established with key functions to achieve a uniform application of the Regulation; coordination, 

cooperation and information circuits and mechanisms between the competent national authorities and the 

European Commission are promoted.  

Both Regulations need to be supplemented by delegated and implementing acts through Commission 

Regulations that will detail numerous aspects necessary to put their provisions into practice3. Technical 

and IT developments, such as the Nomenclature of Medical Devices or the EUDAMED database, which 

are essential for implementing the procedures envisaged, must also be undertaken. In addition, the Member 

States are expected to adopt implementing provisions. In Spain, this process is currently underway with 

the Draft of the Royal Decree regulating medical devices, called to update the old regulations and 

implement the provisions of the new EU Regulations. 

The MDR is divided into 10 chapters and it contains several annexes intended to support the obligations 

imposed by it. Regarding the Chapters of the text, we must take into account the first four, which are 

                                                           
3 Among them we can highlight the following: Implementing Regulation (EU) 2020/1207 and Implementing Decision (EU) 

2019/939. 
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intended to regulate, respectively: the scope of application and definitions; the placing on the market and 

putting into service of the products, as well as the obligations of the economic operators; the identification, 

traceability and registration of the products and; the notified bodies. 

 

1.2 Scope of application. 

Without willing to be exhaustive, the definition of medical device is found in Article 2 of the Regulation: 

1) ‘medical device’ means any instrument, apparatus, appliance, software, implant, reagent, material or 

other article intended by the manufacturer to be used, alone or in combination, for human beings for one 

or more of the following specific medical purposes: 

—  diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease, 

—  diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability, 

—  investigation, replacement or modification of the anatomy or of a physiological or pathological 

process or state, 

—  providing information by means of in vitro examination of specimens derived from the human body, 

including organ, blood and tissue donations, 

and which does not achieve its principal intended action by pharmacological, immunological or metabolic 

means, in or on the human body, but which may be assisted in its function by such means. 

The following products shall also be deemed to be medical devices: 

o   devices for the control or support of conception;  

 products specifically intended for the cleaning, disinfection or sterilisation of 

devices as referred to in Article 1(4) and of those referred to in the first 

paragraph of this point 

 

On the other hand, Article 1(6) includes several circumstances that are excluded from its scope, such as 

those regulated by MDR, medicines, human blood, cosmetic products, human organs, tissues or cells and 

food. 

 

2. Postponement of the entry into force of the MDR.. 

2.1 The extension introduced by Regulation (EU) 2020/561. 

The MDR establishes a new regulatory framework to ensure the correct functioning of the internal market 

regarding medical devices covered by that Regulation (recital 1). However, the extraordinary 

circumstances arising from the public health crisis required both additional resources and increased 

availability of vitally important medical devices, which could not reasonably be foreseen at the time of 

the adoption of that Regulation (recital 2). This implied, given its complexity, that Member States would 
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most likely not be in a position to ensure the proper development and implementation of the Regulation 

as of 26 May. Therefore, it was deemed necessary to postpone for one year the application of certain 

provisions of MDR (recital 5) and to adapt certain transitional provisions thereof that would otherwise 

cease to apply (recital 6). 

In addition, it was considered necessary to give the Commission the possibility to adopt exemptions at 

Union level, instead of enabling only through national exemptions the placing on the market of medical 

devices that have not been subject to the relevant conformity assessment procedures4. This possibility is 

referred to medical devices that could be use is in the interest of health protection or in the interest of 

public health or patient safety or health, respectively. This matter implies further amendments (recital 7)5. 

It is these recitals that, synthetically, explain the adoption of thE MDR, the operative part of which is made 

up of amendments to isolated periods. 

Taking into account what we have just explained, it was approved the Regulation (EU) 2020/561 of the 

European Parliament and of the Council of 23 April 2020 amending MDR. In relation to the dates of 

application of some of its provisions, the first article reads as follows: 

Article 1 

Regulation (EU) 2017/745 is amended as follows: 

(…) 

(7) in Article 122, the first paragraph is amended as follows: 

(a) in the introductory part, the date ‘26 May 2020’ is replaced by ‘26 May 2021’; 

(b) the following indent is added: 

‘— Article 9(9) of Directive 90/385/EEC and Article 11(13) of Directive 93/42/EEC, which are 

repealed with effect from 24 April 2020’; 

 
  

(8) Article 123 is amended as follows: 

(a) in paragraph 2, the date ‘26 May 2020’ is replaced by ‘26 May 2021’; 

(b) paragraph 3 is amended as follows: 

(i) in point (a), the date ‘26 May 2020’ is replaced by ‘26 May 2021’; 

(ii) in the first sentence of point (d), the date ‘26 May 2020’ is replaced by ‘26 May 2021’; 

(iii) point (g) is replaced by the following: 

‘(g) with regard to reusable devices that are required to bear the UDI carrier on the device 

itself, Article 27(4) shall apply to: 

                                                           
4 This subject will be studied in detail later, in section 3 of this paper. 
5 Analysis of the provisions issued by the European Union Institutions (EUII), the State and the Autonomous Communities (AC) 

on the occasion of Covid-19. Updated on May 5, 2020. P. 33. 
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(i) implantable devices and class III devices from 26 May 2023; 

(ii) class IIa and class IIb devices from 26 May 2025; 

(iii) class I devices from 26 May 2027;’; 
  

(iv) the following point is added: 

‘(j) Article 59 shall apply from 24 April 2020.’; 
   

 

It should be noted, however, that the proposal does not include the extension of the entry into force of 

IVMD (hereinafter IVMDR), which remains on 26 May 2022. 

 

2.2 The actual state of play of the implementation of the MDR. 

Following Gemma Colomer, regardless of what was pointed out by the Commission, the reality is that 

many of the operators in this market would not have been prepared in any case to face the new obligations 

and requirements demanded by the MDR even if the current health crisis had not occurred. Thus, despite 

the transition period granted by MDR for adaptation to the new legal framework for medical devices, the 

different players in the sector have had enormous difficulties to adapt to all the provisions of the new 

regulation in the transition period granted6. 

The reality is that, on the one hand, medical technology companies have had to face the lack of notified 

bodies7 empowered to re-certify their medical devices according to the requirements of MDR. In this 

regard, it should be recalled that the new Regulation requires, with transitional exceptions, that medical 

devices currently on the market to be re-certified in accordance with the new Regulation, and that the 

notified bodies, which are responsible for performing such re-certification, must be re-designated. 

However, this process of re-designation of notified bodies is extremely long and complex, which has 

resulted in the fact that, as of April 1, 2020, less than 2 months after the supposed entry into force of MDR, 

only 12 notified bodies have been re-designated. The number of notified bodies in compliance with the 

old regulation was approximately 4 times higher.  

Given this, the few existing re-designated notified bodies are not in a position to take on the workload of 

re-certifying all medical devices already on the market, as well as certifying medical devices that need to 

be certified for the first time. Given this, the reality is that, if the current date of entry into force of the 

Regulation is maintained, there is a significant risk that many products will not be able to reach the patients 

and citizens who need them. A year and a half later, as of October 2021, the number of re-designated 

                                                           
6 Gemma Colomer, 'On the proposed extension of the European Medical Devices Regulation' (2020) 49 Pharmatech 42-44. 
7 This issue will be studied in a later point on this paper. 
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notified bodies amounts to 23 as far as MDR is concerned, while for the case of IVMDR the number of 

re-designated bodies is 6. 

On the other hand, it is also important to highlight that the new European Database on Medical Devices 

(EUDAMED), provided for in MDR, has also not come into operation. This database is conceived as a 

much more extensive database than the current one, and it should allow, among other functions, the unique 

identification and traceability of medical devices on the market and the fulfillment of manufacturers' 

reporting obligations. Although MDR states that EUDAMED should be operational upon its entry into 

force, it was not expected to be fully operational until May 2022. However, in October 2021, the second 

and third modules, referring respectively to the UDI code and product registration, and the third, 

concerning certificates and notified bodies, with the exception of consultation procedures, clinical 

evaluations and screening mechanisms, are already operational.  

In this context, and especially in the frame of the health crisis resulting from the COVID-19 pandemic, it 

is not difficult to understand that a large part of the players in the sector are not yet ready to comply with 

the provisions of MDR. This fact contrasts with one of the maximum objectives that the new Regulation 

had set itself: regulatory compliance. To this end, as it´s well known, the new figure of the regulatory 

compliance officer was specifically introduced, who, with the entry into force of said Regulation, will be 

required for all medical device companies. This person must fulfill the training, experience and functions 

regulated by the text of the Regulation, and whose task will be extremely complicated and complex, in 

view of what is set along the new Regulation. 

In any case, the Commission's proposal has obviously been welcomed by the medical technology industry, 

as it contains an extension of the transitional period of MDR for 1 year, so that it does not enter into force 

until May 26, 2021. The proposal also included multiple changes in the articles of MDR to adapt it to the 

new complicated web of transitional provisions included in the Regulation regarding the different classes 

of medical devices certified under the current regulations. 

 

2.3 Exemption from conformity assessment with the entry into force of Regulation (EU) 2020/561. 

It is also important to highlight that, although the repeal of the entry into force of MDR has been the main 

novelty introduced by the proposal, and most of the rest of the changes introduced have been made to 

adapt the rest of the provisions to the new entry into force of the Regulation, it seems to have gone rather 

unnoticed that this is not the only amendment to the Regulation that would imply the adoption of the 

Commission proposal. At this point, it has also been included the possibility of the exemption of 

conformity assessment procedures at Union level before the entry into force of the Regulation itself. 

In this regard, it should be noted that, both in application of the current regulatory framework and MDR, 

the competent national authorities may authorize the placing on the market or putting into service of a 
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specific medical device without it having undergone the conformity assessment procedure required by the 

regulation, when the use of such device is in the interest of public health or the safety or health of patients. 

This is known as the exemption from the conformity assessment procedure. 

This power has already been effectively exercised in the current context of the health crisis by the national 

authorities of several Member States, including Spain, with the Ministry of Health issuing Order 

SND/326/2020, of April 6, to urge the Spanish Agency of Medicines and Health Products, as the 

competent national authority, to grant, with respect to surgical masks and gowns, as many express 

authorizations as necessary to meet the needs generated by COVID-19, even if such medical devices had 

not satisfied the corresponding assessment procedures according to the applicable regulations. 

However, unlike the current regulations, in the framework of which these measures have been issued, the 

new MDR introduces, as an exception, the possibility for the Commission to extend to the territory of the 

European Union the validity of a national authorization granted in application of the exemption from 

conformity assessment procedures. The Commission will be able to establish the conditions for placing 

on the market or putting into service the medical device in question. According to the current wording of 

the Commission's proposal, the entry into force of this exemption at Community level is brought forward, 

which could already take place from the entry into force of the Commission's proposal itself, which, as we 

have indicated, is justified by the COVID-19 outbreak and the public crisis resulting from it. This 

circumstance is which justifies that the Commission could be able to adopt exemptions at Community 

level in response to national exemptions. 

 

 

3. The introduction of medical devices on the market. 

3.1 Transitional situation until the entry into force of the Regulation. 

In order to ensure a smooth transition to the new rules on product registration and certificates, the 

obligation to enter the relevant information in the electronic systems set up at Union level under this 

Regulation should only become fully effective if the relevant IT systems are developed as foreseen8, 

eighteen months after the date of application of this Regulation. During this transitional period, certain 

provisions of Directive 90/385/EEC and Directive 93/42/EEC should remain in force. However, in order 

to avoid multiple registrations, economic operators and notified bodies registering in the electronic 

                                                           
8 As we shall see, this development has been delayed, and although it is a priority for the Commission, the fact is that several 

modules of the EDUDAMED system have yet to be implemented. 
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systems set up at Union level under this Regulation should be deemed to comply with the registration 

requirements adopted by the Member States under those provisions9. 

Following discussions within the Transition Sub-Group (TGS) of the Medical Devices Competent 

Authorities Group (CAMD), established in May 2017, the recommendations on the interpretation of the 

provisions related to the transition period were established and are as follows. 

The MDR is to apply from May 26, 2021 according to Article 123(2). However, there are exceptions to 

the general rule. Some provisions must be applied earlier (e.g., those related to notified bodies or the 

Medical Devices Coordination Group) and others later (e.g., those related to UDI labeling). For 

exemptions, we should take into account Article 123(3)(a)-(c) and (i) of the MDR for early application of 

the regulation and (d)-(h) for postponed application. 

In general, Directives 90/385/EEC and 93/42/EEC will be repealed with effect from May 26, 2021 

according to Article 122 of the MDR. However, there are some exceptions, such as, for example, one 

related to be able to act with products that comply with the directives or to serve as a back up in the case 

that EUDAMED is not fully operational on May 26, 2021. 

Article 122 provides as follows: 

Without prejudice to Articles 120(3) and (4) of this Regulation, and without prejudice to the obligations 

of the Member States and manufacturers as regards vigilance and to the obligations of manufacturers as 

regards the making available of documentation, under Directives 90/385/EEC and 93/42/EEC, those 

Directives are repealed with effect from 26 May 2020, with the exception of: 

—  Articles 8 and 10, points (b) and (c) of Article 10b(1), Article 10b(2) and Article 10b(3) of 

Directive 90/385/EEC, and the obligations relating to vigilance and clinical investigations provided 

for in the corresponding Annexes, which are repealed with effect from the later of the dates referred 

to in point (d) of Article 123(3) of this Regulation; 

—  Article 10a and point (a) of Article 10b(1) of Directive 90/385/EEC, and the obligations relating to 

registration of devices and economic operators, and to certificate notifications, provided for in the 

corresponding Annexes, which are repealed with effect from 18 months after the later of the dates 

referred to in point (d) of Article 123(3) of this Regulation; 

—  Article 10, points (c) and (d) of Article 14a(1), Article 14a(2), Article 14a(3) and Article 15 of 

Directive 93/42/EEC, and the obligations relating to vigilance and clinical investigations provided for 

in the corresponding Annexes, which are repealed with effect from the later of the dates referred to in 

point (d) of Article 123(3) of this Regulation; and 

                                                           
9 Regulation (EU) 2017/745 of the European Parliament and the Council of 5 April 2017 concerning medical devices, amending 

Directive 2001/83/EC, Regulation (EC) No. 178/2002 and Regulation (EC) No. 1223/2009 and repealing Council Directives 

90/385/EEC and 93/42/EEC.   
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—  Article 14(1) and (2) and points (a) and (b) of Article 14a(1) of Directive 93/42/EEC, and the 

obligations relating to registration of devices and economic operators, and to certificate notifications, 

provided for in the corresponding Annexes, which are repealed with effect from 18 months after the 

later of the dates referred to in point (d) of Article 123(3) of this Regulation. 

As regards the devices referred to in Article 120 (3) and (4) of this Regulation, the Directives referred to 

in the first paragraph shall continue to apply until 27 May 2025 to the extent necessary for the application 

of those paragraphs. 

Notwithstanding the first paragraph, Regulations (EU) No 207/2012 and (EU) No 722/2012 shall remain 

in force and continue to apply unless and until repealed by implementing acts adopted by the Commission 

pursuant to this Regulation. 

References to the repealed Directives shall be understood as references to this Regulation and shall be 

read in accordance with the correlation table laid down in Annex XVII to this Regulation. 

 

Although prior to its entry into force, manufacturers must comply with the requirements set out in the 

Directives and in FORCE, MDR allows an exception to this general principle by allowing medical devices 

to be placed on the market before May 26, 2021 if they comply with the new requirements set out in the 

Regulation. This is stated in Article 120(5) of the text and covers all types of products, irrespective of the 

risk class in which they fall.  

Furthermore, it is possible to place on the market all types of products, i.e. of all risk classes I - III10, which 

comply with the MDR, before 26 May 2020 (according to Article 120(5) of the MDR). This includes, for 

example, custom-made products (Article 2(3) of the MDR), procedure kits (Article 2(10) of the MDR) 

and systems (Article 2(11) of the MDR). 

However, devices subject to the clinical evaluation consultation procedure according to Article 54 of the 

MDR (certain Class III and Class IIb devices) may not be placed on the market according to Article 120(5) 

of the MDR before the Medical Device Coordination Group (MDCG) and expert panels have been 

established (Article 120(7) of the MDR). 

 

 

 

 

 

                                                           
10 The risk classes are provided for in Article 51 of MDR and it takes into account the purpose of the products and the risk they 

represent. The article provides that the classification shall be made in accordance with Annex VIII. More specifically, criteria 

such as the invasiveness or non-invasiveness of the product and the duration of use are taken into account. 
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Figure 1: Summary of changes for Marketing Authorisations. 

 

 

 

 

 

 

 

 

 

 

Source: European Commission 

 

3.2 Procedure for placing medical devices on the market in accordance with the MDR. 

Depending on the risk class of the product, the conformity assessment may require the intervention of a 

notified body designated and notified in accordance with Article 120(6) of the MDR. In this case, they 

cannot be placed on the market before the notified bodies have been designated and notified according to 

the MDR. 

As a manufacturer, it is necessary to comply with all the obligations set forth in the MDR prior to placing 

the products on the market. It should be noted that the new database provided for in the MDR, EUDAMED, 

will not be fully operational by the time the MDR enters into force, so manufacturers will have to observe 

the transitional provisions provided for this purpose. This means that it is required to fulfill with the MDR 

regarding: 

- the product, in the first place (see Annex I) and 

- the manufacturer in the second place. 

In particular, the manufacturer must carry out a conformity assessment of that product according to the 

applicable conformity assessment procedures. These are set out in Article 52 of the MDR and it may 

require the intervention of a notified body designated and notified under the MDR, depending on the risk 

class of the product (Article 120(6)). 
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The manufacturer must comply with the following requirements of the MDR, which is a non-exhaustive 

list: 

- Clinical evaluation 

- Risk management 

- Quality management system 

- Post-market surveillance 

- Technical documentation and other reports 

- Product liability 

However, exceptions and adaptations are possible and necessary, primarily because EUDAMED may not 

be fully operational before May 26, 2021. In this regard, a few point should be highlighted: 

- In the absence of a fully operational EUDAMED, some requirements of the Directives will apply, where 

necessary, instead of the relevant provisions of the MDR (e.g. registration of products and economic 

operators). 

 - A person responsible for compliance (Article 15) has to be available but not necessarily registered until 

EUDAMED is available. 

- The assignment of a UDI (Article 27(3)) is not possible as long as there are no issuing entities designated 

by the Commission according to Article 27(2) or the legal fiction does not apply, according to Article 

120(12), which should apply from May 26, 2019, per Article 123(3) (i) of the MDR. This is also of no use 

as long as there is no UDI database. 

- An implant card and the information according to Article 18 of the MDR need to be provided, albeit 

without the UDI content as the requirement to place the UDI carrier on the products will be phased in after 

May 26, 2020. 

Finally, it should be noted that products that comply with the MDR and are placed on the market according 

to Article 120(5) are not subject to the so-called "sell off" provision of Article 120(4). The possibility for 

them to continue to be placed on the market or put into service is not limited in time. 

 

3.3 Status of certificates issued prior to the entry into force of the MDR and their effectiveness for placing 

medical devices on the market. 

To avoid market disruption and allow for a smooth transition from the Directives to the Regulations, 

several transitional provisions have been established. Certain products with certificates issued under the 

Directives may continue to be placed on the market until May 26, 2024, and be available until May 26, 

2025. "Placing on the market" means placing, other than a product under investigation, a medical device 

on the Union market for the first time. "Putting into service" is the phase in which a product, other than 
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an investigational product, has been made available to the end user as a product ready to be used on the 

Union market for the first time for the intended purpose. 

Until May 2025, certain products placed on the market under the Directives and certain products placed 

on the market under the new Regulations will coexist. Both will have the same legal status and there will 

be no discrimination in public tenders. 

Products in stock in healthcare institutions may continue to be used after 2025 until they reach their 

expiration date. Furthermore, recital (3) of both Regulations states that the Regulations are not intended 

to harmonize the rules concerning the placing on the market of medical devices after they have been put 

into service, as is the case in the context of second-hand sales. 

The classification of medical devices into four classes (Class I, IIa, IIb, III) is maintained, but the MDR 

reclassifies certain products and is broader in scope. For example, the MDR explicitly covers products for 

cleaning, sterilizing or disinfecting other medical devices. The MDR also covers reprocessed single-use 

medical devices and certain devices with no intended medical purpose (Chapter I and Annex XVI). For in 

vitro diagnostic devices, the major change concerns the new risk-based classification of in vitro diagnostic 

devices and the role of notified bodies. From now on, each in vitro device will be assigned to one of four 

risk classes (classes A, B, C or D, increasing the level of risk from A to D) by internationally recognized 

standards.  

That said, certificates issued by notified bodies under the old Directives before May 25, 2021 will remain 

valid after May 26, 2021, as specified in Article 120(2) of the MDR. In general, they will remain valid 

until the end of the period indicated on the certificate.  

Certain certificates issued under Annexes IV and 4 of the Directives respectively, (Article 120(2) MDR, 

first indent) will become void by 27 May 2022 at the latest, while others (Article 120(2) MDR, second 

indent) will become void by 27 May 2024 at the latest. In other words, after May 27, 2024 there will be 

no more certificates issued under these Directives that will remain valid. 

The certificates normally issued by notified bodies with reference to the  Council Directives are11:  

 EC Design Examination Certificate (Annex II section 4 of the Medical Devices Directive, 

Annex 2, section 4 of the Active Implantable Medical Devices Directive). 

 Certificate of Conformity (EC Verification) (Annex IV of the Medical Devices Directive, 

Annex 4 of the PSIA Directive) 

 EC Type Examination Certificate (Annex III of the Medical Devices Directive, Annex 3 of 

the Active Implantable Medical Devices Directive) 

                                                           
11 See NBOG BPG 2010-3, or similar NB-MED/2.5.1 Rec. 4. 
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 EC Certificate of Full Quality Assurance System (Annex II excluding section 4 of the 

Medical Devices Directive, Annex 2 section 2 of the Active Implantable Medical Devices 

Directive) 

 EC Production Quality Assurance Certificate (Annex V of the Medical Devices Directive, 

Annex 5 of the Active Implantable Medical Devices Directive) 

 EC Product Quality Assurance Certificate (Annex VI of the Medical Directive) 

 

In general, after May 26, 2021, products have to comply with the MDR in order to be placed on the market 

or put into service according to its Article 5. However, for a limited time (depending on the validity of the 

certificates of the Medical Devices Directives) there is the option to continue to place products on the 

market that are compliant with these Directives. The use of this option may postpone the immediate need 

for a new certificate according to the MDR. 

In order to place on the market or put into service products that comply with the Medical Devices and 

Active Implantable Medical Devices Directives according to Article 120(3) of the MDR, after May 26, 

2021, a number of requirements must be met. They can be summarized as follows: 

1. The certificate should be valid in accordance with the Directives, according to Article 

120(2) of the MDR. All certificates required to place the product in question on the market 

must be valid, e.g. class III products must have a valid Quality Management System 

certificate as well as a product-specific one. 

2. The product must continue to comply with the Directives. 

3. The design or intended purpose of the devices must suffer no significant changes. If there 

is a significant change in either the design or the intended purpose, Article 120(3) of the 

MDR cannot be claimed. Whether a change qualifies as "significant" under Article 120(3) 

of the MDR must be determined on a case-by-case basis. However, there are limitations of 

intended purpose or design changes related to corrective actions evaluated and accepted by 

the Competent Authority that are not considered significant within the meaning of Article 

120(3). 

4. The requirements of the MDR will be applied instead of the corresponding ones of the 

Directives in relation to: 

a) Registration of economic operators and products (see Articles 29 and 31 of the MDR). 

b) Post-market surveillance (see Articles 83-86 and 92 of the MDR, including Annex III, but 

without post-market surveillance having to be an integral part of the quality management 

system). 
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c) Market control (see Articles 93 - 100 of the MDR, but the product requirements established 

in the Directives must be complied with). 

d) Surveillance. Articles 87-92 of the MDR. 

 

However, there may be exceptions in the case of EUDAMED is not fully operational. In that scenario we 

will have to turn to Article 123(3)(d) and (e) of MDR. 

In addition, the previous notified body that issued the certificate under the Medical Devices Directive 

should continue to be responsible for adequate follow-up of all applicable requirements of the devices it 

has certified. This aspect must be agreed between the previous notified body and the manufacturer by 

means of a contract. 

 

Figure 2: EMA consultation for ancillary medicinal substances under MDR where a consultation already 

took place under the Directive 93/42/EEC 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Source: European Commission 

 

3.4 Obligations of manufacturers. 

The obligations on clinical investigations of medical devices, provided for in Articles 62 to 82 of the MDR, 

have been strengthened. The new rules clearly describe how they must be designed, notified and/or 

authorized, developed and registered.  
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The MDR clarify the respective obligations of manufacturers, authorized representatives, importers and 

distributors in Articles 10 to 16. For manufacturers, the Regulations add new requirements and reinforce 

the existing ones.  

Manufacturers have to establish risk and quality management systems, conduct or perform clinical 

evaluations, write technical documentation and keep all this up to date. Manufacturers must also 

implement conformity assessment procedures to market their products. The level of clinical testing 

required to demonstrate the conformity of a product depends on its risk class. Once their obligations have 

been fulfilled, manufacturers must draw up a declaration of conformity and apply the 'CE' marking to their 

products. 

The new regulation also clarifies the distinction between vigilance and post-market surveillance. Vigilance 

includes the identification of serious incidents and the performance of safety-related corrective actions. It 

requires direct and effective cooperation between healthcare professionals, healthcare institutions, 

manufacturers and national medical device authorities. Post-marketing control is obtained from available 

information to periodically reconfirm that the benefits of the product continue to outweigh its risks. 

Therefore, the MDR require manufacturers to implement post-market monitoring plans. This includes 

compiling safety reports and updating performance and clinical evaluation throughout the life cycle of a 

product. This could lead manufacturers to ask healthcare institutions to provide more information on their 

experience regarding medical devices. Healthcare institutions could prepare for this by thinking of 

convenient ways to collect information.  

Manufacturers outside the EU market should have a contract with an authorized representative within the 

EU. 

 

3.5 Notified bodies. 

Devices other than custom-made or investigational devices that are considered to comply with the 

requirements of the MDR must bear the CE marking. Custom-made devices are those that are specifically 

manufactured in accordance with a written prescription by any person authorized by national legislation 

by virtue of his profession, which, under his responsibility, has specific design features and is intended for 

the exclusive use of a patient, exclusively to meet his individual conditions and needs. Investigational 

devices are those that are evaluated as part of a clinical investigation (Article 2(46) of the MDR). 

Class I medical devices are the lowest risk devices and generally do not require the involvement of a 

notified body for marketing. All other devices require a certificate issued by a notified body. In these cases, 

the number of the notified body follows the CE marking. 

The MDR has added stricter rules for the designation of notified bodies with independent assessors of 

manufacturers and their products and all notified bodies are designated in accordance with it.  
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The tasks of notified bodies include assessing the manufacturer's quality management system and 

assessing the technical documentation, sometimes in conjunction with the verification of product samples. 

They must also carry out the task of issuing CE marking certificates, to which we have already referred 

previously. They perform announced annual surveillance audits, unannounced audits at least every 5 years 

with sample testing and perform post-market surveillance review. 

Regarding the way in which notified bodies can be designated, the process starts with the notification, 

which is an act by which a Member State informs the Commission and the other Member States that a 

body, which meets the relevant requirements, has been designated to carry out conformity assessment 

under a directive. Notification of notified bodies and their withdrawal are the responsibility of the 

notifying Member State. 

Member States and other countries with which the EU has concluded Mutual Recognition Agreements 

and Protocols to the Europe Agreements on Conformity Assessment and Acceptance of Industrial Products 

(PECA) have designated Notified Bodies, established by directive. The lists of Notified Bodies are given 

for information only and are valid as of the date indicated. The information is made available as provided 

by the designating authorities of the Member States. 

Any comments on the information contained in the lists should be addressed by the Notified Bodies 

themselves directly to the competent authorities of the Member States responsible for the designation of 

the bodies12. 

In addition to the assessment carried out by the Notified Bodies, certain high-risk products undergo an 

additional examination of their dossiers through a panel of independent experts with clinical, scientific 

and technical expertise, provided for and regulated in Article 54 of MDR. 

The list of designated notified bodies can be found in the NANDO (New Approach Notified and 

Designated Organisations) Information System. As of the date of this work, the notified bodies under the 

Regulation are as follo 

Figure 3. Notified bodies. 

 

 

 

 

 

 

                                                           
12  European Commission. Internal Market, Industry, Entrepreneurship and SMEs. Single Market and StandardsTools and 

Databases. https://ec.europa.eu/growth/tools-databases/nando/ 



IUS et SALUS – RIVISTA DI DIRITTO SANITARIO E FARMACEUTICO 
  
 

 
18 

 

 

 

 

 

 

Source: European Commission 

 

3.6 Product labeling. 

In addition, the new regulation improves labeling. The new requirements are intended to make it easier to 

identify products, find instructions for use and obtain information on product safety and performance. 

In general, the necessary information for its identification and that of its manufacturer, as well as all 

relevant safety and performance information for the user, or any other person as appropriate, will match 

each product. Such information may appear on the product itself on the packaging or in the instructions 

for use and, if the manufacturer has a website, it must be available and kept up to date on the website. 

The MDR provides that product labels must indicate the presence of CMR substances or endocrine 

disrupting substances in medical devices above certain concentrations. It´s important to remark that this 

labeling requirement does not mean that a product is unsafe. The fact that it has received the 'CE' marking 

means that both the manufacturer and the notified body have established a positive benefit-risk 

relationship. 

 

 

4. THE UDI medical device identification system. 

4.1 Background of the regulation. 

A Unique Identification System has been called for years by medical device regulators. In this regard, the 

international forum of medical device regulators issued in 2013 an action guide for national or higher-

level authorities seeking to implement such a system in their jurisdictions. The document pointed out the 

basic characteristics that a system such as the one proposed and finally adopted by the European Union 

should have, and they were as follows: 

a) the UDI and UDI Carrier are based on standards,  

b) a UDI applied to a medical device anywhere in the world should be able to be used globally 

and to meet the UDI requirements of its regulatory authority,  

c) national or local identification numbers should NOT be a substitute for UDI,  

d) regulatory authorities should not specify the procedure for modifying these UDI standards  
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e) the UDID core elements should not be modified,  

f) the UDID should use the Health Level Seven International (HL7) Structured Product Label 

(SPL) and web based interface for data submission,  

g) every medical device needs to be identified by a UDI, unless it is exempted 

The work itself ended by mentioning some of the objectives to be achieved with the adoption of this 

system, among which we can highlight identification, traceability, reduction of medical errors or 

simplification of access to information. The work also indicated the criteria to be used to identify products 

according to the classification in force in 2013. 

 

Figure 4: Medical device identification guide. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Source: UDI Guidance. IMDRF UDI Working Group. 

 

 

4.2 The UDI identification system in the MDR. 

These were precisely the arguments given in order to adopt the UDI System with the occasion of the 

approval of the new MDR. The Unique Product Identification (UDI) system is provided for in Article 27, 

while Articles 28 and 29 are responsible for creating the UDI database and regulating the registration of 
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medical devices in accordance with the UDI system. Finally, it is Annex VI the one which sets out all the 

information that must be provided when registering a new product13. 

 This identification system will apply to all products placed on the EU market with the exception of 

custom-made products and it shall be a barcode, QR code or any other machine-readable code. The MDR 

defines it as: 

a series of numeric or alphanumeric characters that is created through internationally accepted device 

identification and coding standards and that allows unambiguous identification of specific devices on the 

market 

Since this system will improve the identification and traceability of products and the effectiveness of post-

market safety-related activities through targeted safety corrective actions and better control by the 

competent authorities, is therefore an essential element in the new registration system for medical devices. 

Economic operators must be able to identify any healthcare institution or healthcare professional to whom 

they have directly supplied a product. 

The identification of medical devices should also help to reduce medical errors and combat counterfeit 

products and improve purchasing, waste disposal and stock management by healthcare institutions and 

other economic operators. The UDI should will be compatible with other authentication systems already 

in place in these environments. 

Unique device identifiers will be used to uniquely and unambiguously identify products, both individually 

and packaged, or in the case of reusable products by direct marking of the product itself. Each medical 

device and, where appropriate, each level of its packaging, will have a UDI that will be indicated on the 

labels. The UDIs will be added to the labels gradually, but will be completed by 2027, depending on the 

risk class of the device. 

For class III implantable devices, healthcare institutions will be required to store and retain - preferably 

by electronic means - the UDIs of devices they have supplied or with which they have been supplied. The 

regulation invites Member States to encourage and require healthcare institutions to store and retain the 

UDIs of devices supplied to them. In addition, Member States shall encourage and may require healthcare 

professionals to store and retain the UDIs of devices supplied to them. 

With each implantable device, the manufacturer will have to provide an implant card with appropriate 

information. This card, including the patient's identity, will be given to each patient fitted with an implant. 

Healthcare institutions shall allow prompt access to the information contained in the implant card to every 

patient with an implant, unless the type of implant is exempted from this obligation under Article 18 of 

the MDR.  

                                                           
13 UDI Guidance. Authoring Group: IMDRF UDI Working Group. September 2013. 
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Following the call for applications launched at the end of 2018 and Commission Implementing Decision 

(EU) 2019/939 of 6 June 2019, four issuing entities were designated in order to provide manufacturers 

with a list of UDIs that they can assign to medical devices. Each of the aforementioned issuing entities 

follows its own system, which can be consulted on the European Commission's website14. By way of 

example, the ICCBBA standard follows the following form of identification: 

 

Figure 5: UDY system. Standard ICCBBA. 

 

 

 

 

 

 

 

 

 

 

 

Source: European Commission 

 

5. The European database on medical devices: EUDAMED 

5.1 General EUDAMED issues.  

EUDAMED is configured as a new medical device registry that is considered key to achieve the objectives 

of the MDR, which it aims to do by increasing transparency with better access to information for 

professionals and citizens, avoiding repetition in information requirements, strengthening cooperation 

between Member States and facilitating the transmission of such information.  

In more detail, the objectives are set out in Article 33 of MDR, which is responsible for the regulation of 

EUDAMED. The second paragraph of the aforementioned article provides for the electronic systems that 

will integrate EUDAMED, namely: 

a. The product registration system. 

b. The UDI database15.  

                                                           
14 https://ec.europa.eu/health/md_topics-interest/unique_device_identifier_es 
15 We will make some reference to this database created on the occasion of the adoption of MDR at a later point. 
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c. The electronic system for the registration of economic agents. 

d. The electronic system of notified and certified organizations. 

e. The electronic system of clinical investigations. 

f. The electronic system for post-marketing surveillance and follow-up. 

g. The electronic system of market control. 

The database will allow all interested parties to access basic information on medical devices, as well as 

the identity of the product, its certificate, the manufacturer, the authorized representative and the importer. 

 

 

5.2 EUDAMED and the application of the new Regulation. 

In relation to EUDAMED and its relevance for the application of certain provisions of the MDR (Articles 

120(8), 122 and 123(3)(d) and (e)), it has to be noted that not all products have to be registered under 

Article 29(4) once the date of May 26, 2021 is reached. 

Even if EUDAMED is fully operational on May 26, 2021 there will be an interim phase of 18 months in 

which EUDAMED will be fully operational but Article 29(4) of the MDR will not yet be mandatorily 

applicable. Along this phase, the different products that will be placed on the market can be registered 

"step by step" in EUDAMED according to Article 29(4), instead of at national level as required by the 

Directives, according to Articles 123(3)(e) and Article 120(8) of the MDR. However, at the end of this 

interim phase it must be ensured that all products of a manufacturer have been registered with EUDAMED. 

If EUDAMED is not fully operational until a date after May 26, 2021, the 18-month interim phase will be 

postponed accordingly, starting on the later of the dates referenced in Article 123(3)(d). 

Article 29 of the Regulation provides as follows: 

Registration of devices 

1.   Before placing a device, other than a custom-made device, on the market, the manufacturer shall, in 

accordance with the rules of the issuing entity referred to in Article 27(2), assign a Basic UDI-DI as 

defined in Part C of Annex VI to the device and shall provide it to the UDI database together with the 

other core data elements referred to in Part B of Annex VI related to that device. 

2.   Before placing on the market a system or procedure pack pursuant to Article 22(1) and (3), that is not 

a custom-made device, the natural or legal person responsible shall assign to the system or procedure 

pack, in compliance with the rules of the issuing entity, a Basic UDI-DI and shall provide it to the UDI 

database together with the other core data elements referred to in Part B of Annex VI related to that 

system or procedure pack. 

3.   For devices that are the subject of a conformity assessment as referred to in Article 52(3) and in the 

second and third subparagraphs of Article 52(4), the assignment of a Basic UDI-DI referred to in 
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paragraph 1 of this Article shall be done before the manufacturer applies to a notified body for that 

assessment. 

For the devices referred to in the first subparagraph, the notified body shall include a reference to the 

Basic UDI-DI on the certificate issued in accordance with point (a) of Section 4 of Chapter I of Annex XII 

and confirm in Eudamed that the information referred to in Section 2.2 of Part A of Annex VI is correct. 

After the issuing of the relevant certificate and before placing the device on the market, the manufacturer 

shall provide the Basic UDI-DI to the UDI database together with the other core data elements referred 

to in Part B of Annex VI related to that device. 

4.   Before placing a device on the market, other than a custom-made device, the manufacturer shall enter 

or if, already provided, verify in Eudamed the information referred to in Section 2 of Part A of Annex VI, 

with the exception of Section 2.2 thereof, and shall thereafter keep the information updated. 

 

Finally, it should be noted that even in the event that EUDAMED becomes fully operational on May 26, 

2021, there will be an interim phase of 18 months (phase in which EUDAMED will be fully operational 

but in which Article 56(5) of the MDR will not yet be mandatorily applicable). During this phase, the 

relevant information according to Article 56(5) of the MDR may be registered in EUDAMED "step by 

step, i.e. certificate by certificate" instead of at the national level as provided for in the Directives (see 

Articles 123(3)(e) and 120(8) of the MDR). However, at the end of this interim phase it must be ensured 

that all relevant data of all certificates have been registered in EUDAMED. 

Article 56(5) reads as follows: 

5.   The notified body shall enter in the electronic system referred to in Article 57 any information 

regarding certificates issued, including amendments and supplements thereto, and regarding suspended, 

reinstated, withdrawn or refused certificates and restrictions imposed on certificates. Such information 

shall be accessible to the public. 

 

Article 57 refers to the electronic system for notified bodies and certificates of conformity: 

1.   The Commission, after consulting the MDCG, shall set up and manage an electronic system to collate 

and process the following information: 

(a) The list of subsidiaries referred to in Article 37(3); 

(b) The list of experts referred to in Article 40(2); 

(c) The information relating to the notification referred to in Article 42(10) and the amended notifications 

referred to in Article 46(2); 

(d) The list of notified bodies referred to in Article 43(2); 

(e) The summary of the report referred to in Article 44(12); 
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(f) The notifications for conformity assessments and certificates referred to in Articles 54(3) and 55(1); 

(g) Withdrawal or refusals of applications for the certificates as referred to in Article 53(2) and 

Section 4.3 of Annex VII; 

(h) The information regarding certificates referred to in Article 56(5); 

(i) The summary of safety and clinical performance referred to in Article 32. 

2.   The information collated and processed by the electronic system shall be accessible to the competent 

authorities of the Member States, to the Commission, where appropriate to the notified bodies and where 

provided elsewhere in this regulation or in Regulation (EU) 2017/746 to the public. 

 

Article 30 of the MDR also refers to the electronic registration system for economic agents, providing as 

follows: 

1.   The Commission, after consulting the MDCG, shall set up and manage an electronic system to create 

the single registration number referred to in Article 31(2) and to collate and process information that is 

necessary and proportionate to identify the manufacturer and, where applicable, the authorised 

representative and the importer. The details regarding the information to be provided to that electronic 

system by the economic operators are laid down in Section 1 of Part A of Annex VI. 

2.   Member States may maintain or introduce national provisions on registration of distributors of 

devices which have been made available on their territory. 

3.   Within two weeks of placing a device, other than a custom-made device, on the market, importers shall 

verify that the manufacturer or authorised representative has provided to the electronic system the 

information referred to in paragraph 1. 

Where applicable, importers shall inform the relevant authorised representative or manufacturer if the 

information referred to in paragraph 1 is not included or is incorrect. Importers shall add their details to 

the relevant entry/entries. 

 

Article 31 provides the same in relation to the registration of manufacturers, authorized representatives 

and importers, as follows: 

1.   Before placing a device, other than a custom-made device, on the market, manufacturers, authorised 

representatives and importers shall, in order to register, submit to the electronic system referred to in 

Article 30 the information referred to in Section 1 of Part A of Annex VI, provided that they have not 

already registered in accordance with this Article. In cases where the conformity assessment procedure 

requires the involvement of a notified body pursuant to Article 52, the information referred to in Section 1 

of Part A of Annex VI shall be provided to that electronic system before applying to the notified body. 

(…) 
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3.   The manufacturer shall use the SRN when applying to a notified body for conformity assessment and 

for accessing Eudamed in order to fulfil its obligations under Article 29. 

4.   Within one week of any change occurring in relation to the information referred to in paragraph 1 of 

this Article, the economic operator shall update the data in the electronic system referred to in Article 30. 

5.   Not later than one year after submission of the information in accordance with paragraph 1, and every 

second year thereafter, the economic operator shall confirm the accuracy of the data. In the event of a 

failure to do so within six months of those deadlines, any Member State may take appropriate corrective 

measures within its territory until that economic operator complies with that obligation. 

6.   Without prejudice to the economic operator's responsibility for the data, the competent authority shall 

verify the confirmed data referred to in Section 1 of Part A of Annex VI. 

7.   The data entered pursuant to paragraph 1 of this Article in the electronic system referred to in 

Article 30 shall be accessible to the public. 

8.   The competent authority may use the data to charge the manufacturer, the authorised representative 

or the importer a fee pursuant to Article 111. 

 

Given that EUDAMED will not be fully operational by 26 May 2021, this will affect the implementation 

of the obligations and requirements of the MDR related to EUDAMED, mainly the provisions of Article 

123(3)(d) and (e): 

(d) without prejudice to the obligations on the Commission pursuant to Article 34, where, due to 

circumstances that could not reasonably have been foreseen when drafting the plan referred to in 

Article 34(1), Eudamed is not fully functional on 26 May 2020, the obligations and requirements that 

relate to Eudamed shall apply from the date corresponding to six months after the date of publication of 

the notice referred to in Article 34(3). 

(e) Article 29(4) and Article 56(5) shall apply from 18 months after the later of the dates referred to in 

point (d); 

 

The application of the different articles listed in this point, (dealing, for example, with the registration of 

products and economic operators, clinical investigations, ON, vigilance, post-market surveillance, market 

surveillance) is not postponed in its integrity, and so these articles maintain their application, in general, 

from May 26, 2021. However, the application of the obligations and requirements of these articles that are 

related to EUDAMED (which is not yet fully operational) is postponed. These aspects, shall be applied 

from the corresponding date 6 months after the notice of full operability. 

In the meantime, until EUDAMED is fully operational, the corresponding provisions of the Directives 

with respect to the exchange of information will continue to apply. 
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The principle is that the derogation applies to the electronic exchange of information or input of 

information into EUDAMED. The derogation does not necessarily mean that the information itself doesn´t 

need to be prepared/exchanged. This exchange of information, e.g. notifications, will have to be done by 

other means instead of being exchanged via EUDAMED, that is, under regime of the Directives. The 

underlying idea of this paragraph was to ensure compliance with the new obligations and requirements 

through the old system as far as possible16. 

 

6. The Spanish registry. 

The Spanish Registry complies with and applies the provisions of article 24 of the Royal Decree 

1591/2009, of October 16, on medical devices,17 article 14 of the Royal Decree 1616/2009 of October 

26,18 on active implantable medical devices, and article 9 of the Royal Decree 1662/2000 of September 

29 on in vitro diagnostics medical devices.19 The registry is addressed to:  

1. Manufacturers of medical devices established in Spain that place on the market class I 

products and custom-made products, including active implantable medical devices;  

2. Groups of medical devices bearing the CE marking, in accordance with their purpose and 

within the limits of use foreseen by their manufacturers, in order to place them on the market 

as systems, sets or equipment for medical or surgical procedures;  

3. Any natural or legal persons who sterilize systems, sets or equipment for medical or surgical 

procedures, as well as other products bearing the CE marking and which have been intended 

by their manufacturers to be sterilized before use; 

4. Manufacturers of medical devices for in vitro diagnostics, established in Spain, who 

commercialize this type of products in their own name and authorized representatives 

established in Spain who place on the market or commercialize the mentioned products. 

In order to unify in a single database the Register of Persons Responsible for placing on the market of 

medical devices, active implantable medical devices and those intended for in vitro diagnostics, and to 

                                                           
16 Spanish Agency of Medicines and Health Products (AEMPS). 2018. Application of the European Regulations on Medical 

Devices. Question and answer document on transitional provisions of regulation (EU) 2017/745 of the European Parliament and 

of the Council of 5 april 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) no. 178/2002 and 

Regulation (EC) no. 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC. 
17 BOE» no. 268, 6 November 2009. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2009-17606 
18«BOE» no. 268, 6 November 2009. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2009-17607 

19 «BOE» no. 235, 30 September 2000.  

Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2000-17597. Amended by Royal Decree 1083/2017 of 29 

December 2017 (Ref. BOE-A-2017-15858), Royal Decree 1193/2012 of 3 August 2012 (Ref. BOE-A-2012-10478), Royal 

Decree 109/2010 of 5 February 2010 (Ref. BOE-A-2010-2696). Royal Decree 1591/2009, of 16 October 2009 (Ref. BOE-A-

2009-17606), Royal Decree 1143/2007 of 31 August 2007 (Ref. BOE-A-2007-15890). Partially repealed by Law 10/2013, 24 

July 2013 (Ref. BOE-A-2013-8083). 

https://www.boe.es/buscar/act.php?id=BOE-A-2009-17606
https://www.boe.es/buscar/act.php?id=BOE-A-2009-17607
https://www.boe.es/buscar/act.php?id=BOE-A-2000-17597
https://www.boe.es/buscar/doc.php?id=BOE-A-2017-15858
https://www.boe.es/buscar/doc.php?id=BOE-A-2012-10478
https://www.boe.es/buscar/doc.php?id=BOE-A-2010-2696
https://www.boe.es/buscar/doc.php?id=BOE-A-2009-17606
https://www.boe.es/buscar/doc.php?id=BOE-A-2009-17606
https://www.boe.es/buscar/doc.php?id=BOE-A-2007-15890
https://www.boe.es/buscar/doc.php?id=BOE-A-2013-8083
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facilitate compliance with this legal requirement by the persons involved, a single application has been 

established. 

Consequently, manufacturers and authorized representatives of in vitro diagnostic medical devices can opt 

for this way to register in the Register of Responsible for placing on the market established in the AEMPS, 

being in this case exempted from making the communication established for this purpose in the 

corresponding Autonomous Community. 

The data from the Register of Responsible Parties will be transferred to the European EUDAMED 

Database as of May 1, 2011, following the provisions of Commission Decision 2010/227/EU, of April 19, 

on the European Database on Medical Devices (EUDAMED). We should take into account the above-

mentioned extension of the full operationalization of EUDAMED. 

So that medical devices placed on the market before March 21, 2010 can be included in the new Register 

of Responsible Parties, an electronic form has also been made available in the same computer application 

through which companies can voluntarily communicate their data. With this in mind, the data on 

responsible parties and products will be available in a format suitable for their subsequent transfer to the 

European EUDAMED database. 

In order to comply with the deadlines established in Decision 2010/227/EU for the transfer of these data 

to the EUDAMED database, the data must have been communicated before April 30, 2012. 

To access the two forms of this application, two requirements must be met. The first step is to make the 

access request to obtain a valid user name and password. The second is to ensure that the user has a digital 

certificate installed and not revoked in the web browser to access the application. Once  accessed the 

application, the user will be able to fill and submit the form. 

In most cases, among the mandatory fields to be filled in, there is the indication of the numerical code and 

generic name in an internationally known nomenclature for the identification of the products to be 

communicated. In order to make it easier for interested parties to assign this numerical code and generic 

name corresponding to their products, the most commonly used international nomenclatures are indicated 

on the GMDN Agency's website. The GMDN nomenclature is currently not free of charge, but the one 

officially used in EUDAMED for product identification will be free. 

The EDMA (European Diagnostic Manufacturers Association) has developed a free nomenclature for in 

vitro diagnostic medical devices and offers a list of EDMA equivalents with GMDN and vice versa. 

Entities wishing to carry out the aforementioned procedure telematically must request access credentials 

(username and password) by registering an access request on the AEMPS website, providing the following 

data: 

 Name, CIF and registered office of the entity. 
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 Activity. 

 Name and surname of the applicant. 

 Position of the applicant. 

 E-mail address from which all the actions referred to in the previous section will be managed. 

 Contact telephone number. 

In addition, it must be indicated if it is a Manufacturer, Authorized Representative, Grouper or Sterilizer 

of medical devices and must be the technical responsible or legal representative. In the case it is an 

Authorized Representative and not an importer, the importer's license is not necessary and, therefore, it 

must be clarified in the request for access codes. 

 

7. Implementation into Spanish law. 

7.1 Regulatory background. 

As commented before, MDR required implementing acts by the Commission and implementing 

regulations emanating from the Member States. In the case of Spain, this is taking place through the current 

Draft of Royal Decree regulating Medical Devices20. We will begin by looking at the background of the 

regulation currently being processed. 

On the one hand, Articles 40.5 and 40.6 of the General Health Law 14/1986, of April 25,21 attributes to 

the General State Administration the powers to regulate, authorize, register or approve, as appropriate, 

medicines for human and veterinary use and other health products and articles and those which, by 

affecting human beings, may pose a risk to human health; as well as to regulate and authorize the activities 

of those involved in the manufacture and importation of the aforementioned products. In turn, article 110 

of the aforementioned law entrusts it with assessing the safety, efficacy and efficiency of the technologies 

relevant to health and health care.  

On the other hand, the Law on Guarantees and Rational Use of Medicines and Medical Devices, approved 

by Royal Legislative Decree 1/2015, of July 24,22 includes medical devices in its scope of application, 

establishing various provisions in relation to these products that are developed in this Royal Legislative 

Decree.  

Likewise, the Royal Decree 1275/2011 of September 1623 –which creates the State Agency "Agencia 

Española de Medicamentos y Productos Sanitarios (AEMPS)" (Spanish Agency on Medicines and 

                                                           
20 Spanish Agency of Medicines and Medical Devices (AEMPS). Prior public consultation on the draft of Royal Decree 

regulating medical devices. 
21 «BOE» no. 102, 29 April 1986. Available at: https://www.boe.es/eli/es/l/1986/04/25/14/con 
22 «BOE» no. 177, 25 July 2015. Available at: https://www.boe.es/eli/es/rdlg/2015/07/24/1/con 
23 BOE» no. 229, 23 September 2011. Available at: https://www.boe.es/buscar/act.php?id=BOE-A-2011-15044 

 

https://www.boe.es/eli/es/l/1986/04/25/14/con
https://www.boe.es/eli/es/rdlg/2015/07/24/1/con
https://www.boe.es/buscar/act.php?id=BOE-A-2011-15044


IUS et SALUS – RIVISTA DI DIRITTO SANITARIO E FARMACEUTICO 
  
 

 
29 

Medical Devices)–, establishes among its objectives to ensure that medical devices comply with strict 

criteria of quality, safety, efficacy and correct information in accordance with the regulations in force both 

at the national and European level.  

Until March 21, 2010, the Royal Decree 634/1993, of May 3, on active implantable medical devices, and 

the Royal Decree 414/1996, of March 1, regulating medical devices, constituted the Spanish regulatory 

framework for the manufacture, importation, certification, placing on the market, putting into service, 

distribution, advertising and use of active implantable devices and medical devices.  

These regulations incorporated into domestic law, on the one hand, Council Directive 90/385/EEC of June 

20, on the approximation of the laws of the Member States relating to active implantable medical devices 

and, on the other hand, Council Directive 93/42/EEC of June 14, on medical devices. 

The aforementioned Royal Decrees were subject, during their period of validity, to various amendments 

in order to update them in line with the experience acquired during their application, as well as to 

incorporate the new regulations resulting from the Community provisions.  

As a result, medical devices in Spain are currently regulated by the Royal Decree 1591/2009, of October 

16, on medical devices, the Royal Decree 1616/2009, of October 26, on active implantable medical 

devices; and the Royal Decree 1662/2000 of September 29 on in vitro diagnostics medical devices. These 

Royal Decrees implemented European directives, in the terms explained in figure 6. 

These Royal Decrees also introduced certain aspects of other recent EU provisions relevant to the sector, 

such as those relating to the obligations of operators and border controls arranged in Regulation (EC) 

765/2008 of the European Parliament and of the Council of 9 July, and Decision 768/2008/EC of the 

European Parliament and of the Council of 9 July, on a common framework for the marketing of products.  

Royal Decrees counted in the obligations of economic agents, the conditions for foreign trade, the 

distribution and sale of products with individualized adaptation as well as the advertising and sale of 

products, including in vitro diagnostic products, and the powers of inspection and adoption of health 

protection measures corresponding to the health authorities. 

A summary of what has been explained is shown at the following table. 

 

Figure 6: Implementation into Spanish law of EU medical devices law. 

 

Type 

 

EU Directives 

 

Spanish norms 

 

EU Regulations 

 

Medical devices 

Directive of the 

Council 93/42/CEE 

(MDD, 1993) 

Royal Decree 

1591/2009 

(16 October 2009) 

 

Regulation 

2017/745 
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(MDR) 

 

Active Implantable 

Medical Devices 

Directive of the 

Council 90/385/CEE 

(AIMDD, 1990) 

Royal Decree 

1591/2009 

(16 October 2019) 

 

Regulation 

2017/745 

(MDR) 

 

In vitro diagnostic 

medical devices 

 

Directive 98/79/CE 

of the European 

parliament and the 

Council. 

(IVDD, 1998) 

Royal Decree 

1662/200024 

(29 September 

2000) 

 

 

Regulation 

2017/746 

(IVMDR) 

Source: Author’s own elaboration 

 

 

7.2 The Implementation of the EU Regulations. 

The direct application of the MDR from May 26, 2021, requires the adaptation of the legal situation in 

Spain regarding medical devices. Therefore, the reform of the Royal Decrees currently in force (RD 

1591/2009 and RD 1662/2000) is necessary to meet the following objectives: 

a) Establish requirements and procedures for the regulation of devices manufactured and used 

in a healthcare facility (in house).  

b) Establish requirements and procedures for the regulation of the reprocessing of single-use 

medical devices.  

c) Establish requirements and procedures for the regulation of the implantation card.  

d) Establish the creation of a national registry of distributors.  

e) Regulate the linguistic regime.  

f) Establish the requirements for conducting clinical research in our country.  

g) Establish that, with regard to MDR, the competent authority is the AEMPS, regardless of 

the competences of other health authorities. 

In order to fulfill these goals, and foreseeing the entry into force of the MDR, the Ministry of Health 

launched a public consultation process on 27 February 2020 for the drafting of a new Royal Decree that 

would include the implementation of the MDR and the IVMDR. However, the arrival of the pandemic 

                                                           
24 Both RD 1591/2009 and Royal Decree 1662/2000 will be repealed with the entry into force of the new Royal Decree regulating 

the products. 
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caused by COVID-19 led to a halt in the process, a situation that has not changed throughout the year 

2020. 

At the time this paper is written, there is an unofficial draft of Royal Decree, which seeks to implement 

the MDR in Spain. The draft of Royal Decree is expected to go out for period of allegations in the first 

half of the year 2021. In such time, interested parties will be able to provide input to the draft. 

 This draft, in accordance to the regulatory impact report, has the following specific objectives with respect 

to medical devices and the MDR:  

a) To repeal Royal Decree 1591/2009 of October 16, 2009, regulating medical devices, and 

Royal Decree 1616/2009 of October 26, 2009, regulating active implantable medical 

devices, in view of the direct application of MDR as of May 26, 2020. The repeal must be 

followed by a new provision containing the national implementing rules for those aspects 

that MDR leaves to the determination of the Member States. 

b) To develop the necessary regulatory measures for those aspects in which the regulation has 

determined that it will be the Member States the actors to establish the regulation at national 

level.  

c) To adapt, adopt or maintain the measures required by national legislation. 

 

This is why the non-regulatory alternatives have been discarded. Therefore, it has been considered 

essential to draft a regulatory project that, in accordance with the provisions of Article 40 of Law 14/1986, 

of April 25, and the third additional provision and the second final provision of the Law on guarantees and 

rational use of medicines and health products, must have the rank of Royal Decree25.  

The draft is expected to be passed before the end of year 2021 and, except for changes introduced in the 

public hearing phase, it will have the following structure: 

− Chapter 1: General Provisions. Refers to the object, definitions, scope of application, 

competent authority, sanitary guarantees for products and administrative cooperation 

− Chapter 2: Facilities. Regulates the license prior to the operation of facilities, requirements 

for the granting of the license prior to operation, manufacture of products by healthcare 

facilities for their exclusive use and the manufacture of customized products. of custom-

made products. 

− Chapter 3: Reprocessing and new use of single-use products. Refers to the reprocessing of 

single-use products, the activities of the manufacturer of the reprocessed product, 

                                                           
25 Spanish Agency of Medicines and Medical Devices (AEMPS). Prior public consultation on the draft of Royal Decree 

regulating medical devices. 
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reprocessing activities in hospitals, external reprocessors and utilization of reprocessed 

single-use products. 

− Chapter 4: Notified bodies. Regulates them and their obligations. 

− Chapter 5: Placing on the market and putting into service. Regulates the marketing and 

traceability register, the content of the communication, relabeling, repackaging and 

translations, the register of persons responsible for placing custom-made products on the 

market, information to the autonomous communities, and the obligations of the economic 

agents. 

− Chapter 6: Intra-Community and foreign trade.  

− Chapter 7: Clinical evaluation and investigations. Regulates issues such as clinical 

investigations conducted to demonstrate product conformity, compensation for damages, 

the liability regime and clinical investigations conducted with CE-marked devices and other 

clinical investigations.  

− Chapter 8: Surveillance system. Refers to the surveillance system and implantable products, 

implant card and national implant registries 

− Chapter 9: Market control activities and health protection measures. This Chapter is 

responsible for regulating market control activities, inspection market control activities, 

health protection measures, special sanitary control measures and the hearing of the 

interested party and appeals. 

− Three Additional Provisions, nine Transitional Provisions and a Repealing Provision. The 

Transitional Provisions regulate situations that will not be applicable as of the entry into 

force of the Royal Decree, such as the issues related to EUDAMED or the regime of the 

products contained in article 120 of the MDR. Also, these Transitional Provisions will also 

be responsible for regulating the situation of medical devices on the market prior to the entry 

into force of the Royal Decree as well as for disciplining the legal status of existing 

manufacturers licenses. 

In line with MDR, certain novelties are established. The scope of application is extended to include certain 

non-medical products and the reprocessing activity of single-use products in accordance with Article 1. In 

the area of agents involved in this market, greater obligations are established in relation to the information 

to be provided to the other agents and a liability regime is designed for the promoters of clinical 

investigations. All this is provided for in Articles 23, 32 and 33. 

In addition, a validity period of 5 years is established for licenses already in operation in Article 7, and the 

reprocessing and new use of single-use products is regulated, requiring a prior operating license in 

accordance with Articles 11 to 14. 
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