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Summary of industry arguments collected for the Technical Regulation Information
System _(TRIS) notification of the Spanish Draft Royal Decree regulating medical

MedTech Europe submits the following arguments through the open TRIS notification:

The MDR and IVDR are regulations in the meaning of Article 288 TFEU, which means that they have
direct effect and Member States are not allowed to implement them with measures under national law
except as provided for in the regulation itself. Apart from implementing measures Member States are
not allowed to take national measures that would deprive clauses in a regulation of their useful effect.

1. ltis clear from Recital 44 of the MDR / Recital 41 of the IVDR the objectives of EUDAMED can
only be achieved at an EU level.! The MDR and IVDR allow in MDR Article 30(2) / IVDR Article
27(2) the maintenance of national provisions regarding registration of distributors.? 3 The EU
legislator’s intention was to allow national distributor registration requirements parallel to
EUDAMED to know which distributors of medical devices are active in its jurisdiction provided
that distributors do not register in EUDAMED. This is a meaningful supplemental provision
because distributors are not registered in EUDAMED, whereas all devices are registered in
EUDAMED by its manufacturer as a precondition to placing them on the market.* Ergo,
EUDAMED excludes national registration of devices.

2. The MDR and IVDR create a system in EUDAMED for the registration of economic operators apart
from distributors and for the registration of devices. Regardless of the existence of harmonization
legislation, Member States are not allowed to limit the free movement of goods (medical devices
and/or IVDs) by means of measures having equivalent effect to quantitative restrictions or a custom
duty.> According to the case-law of the EU Court, the prohibition of measures having equivalent
effect to restrictions which is set out in Article 30 TFEU covers all rules enacted by the Member
States which are capable of hindering, directly or indirectly, actually or potentially, intra-Community
trade® or which do not meet the EU Court criteria for justification of the measure. Medical devices
that have been placed on the market lawfully pursuant to the MDR/IVDR and in scope of the
MDR/IVDR are entitled to free movement within the internal market, subject only to the restrictions
imposed by the MDR/IVDR.” As a principal argument to the foregoing argument, the EU did
exhaustively exercise its competence in the area of device reporting and associated formalities,
intention which is set out in Recital 44 MDR / 41 IVDR.

If Member States maintain national regulations that creates double formalities such as requiring
device data (UDI-DI) and the upload of the label and Instruction for Use (IFU) of the distributed
medical devices. This can be seen as a measure having equivalent effect. A registration scheme
that applies solely to the Member State concerned and requires economic operators in scope of
MDR/IVDR requirements not only to register in that Member State but also to fulfill other formalities

1 recital 44 of the MDR “The objectives of the database are to enhance overall transparency, including through better access to
information for the public and healthcare professionals, to avoid multiple reporting requirements, to enhance coordination
between Member States and to streamline and facilitate the flow of information between economic operators, notified bodies
or sponsors and Member States as well as between Member States among themselves and with the Commission. Within the
internal market, this can be ensured effectively only at Union level and the Commission should therefore further develop and
manage the European databank on medical devices set up by Commission Decision 2010/227/EU.”

2 Article 30(2) MDR / 27(2) IVDR “Member States may maintain or introduce national provisions on registration of distributors of
devices which have been made available on their territory.”

3 Remark: MDR Annex VI Part A2 on the information relating to the device already requires indicating in EUDAMED the
following: “2.4. in the case of class Ila, class I1b or class Il devices: Member States where the device is or is to be made
available”. This means that the information on the distribution of the device is already captured by the central database that
provides sufficient information for all Member States and to the public about the distribution of devices in various EU countries.
4 Article 29 (1) MDR / 26 (1) IVDR

5 Commission Notice Guide on Articles 34-36 of the Treaty on the Functioning of the European Union (TFEU), OJ 2021 C100/38,
section 3.4.2

6 C-217/99 Commission v Belgium, point 16; C-65/05 Commission v Greece, point 27; and C-54/05 Commission v Finland, point
30

7 See recital 2 MDR/IVDR and Article 24 MDR/ 21 IVDR
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hinders market access in the meaning of the EU Court’s case law. A double registration
requirement would not be proportional, because obviously the same goals can be reached with a
less restrictive measure since the data is already available to Member States in EUDAMED and on
manufacturers’ websites.
a. MDR establishes a harmonised central electronic system (EUDAMED) to hold device
information in Europe and lists medical device data elements in Annex VI Part A2 and Part
B to be registered there and to provide public access® to such information.

i. EUDAMED includes a data element in the UDI&Device registration module
(publicly available information) to provide a link to the IFU:
https://ec.europa.eu/docsroom/documents/28669 therefore requesting this
information at national level would be duplicative

22 - URL for additional A web address (URL) where additional String
information, such as official information on the device can be
electronic instructions found on the Internet.

for use (optional)

ii. According to MDR Annex | 23.1 (IVDR 20.1), it is a general requirement
regarding the information supplied by the manufacturer that

“Each device shall be accompanied by the information needed to identify the device
and its manufacturer, and by any safety and performance information relevant to the
user or any other person, as appropriate. Such information may appear on the device
itself, on the packaging or in the instructions for use, and shall, if the manufacturer
has a website, be made available and kept up to date on the website [...]”

Therefore IVDR/MDR have already legal measures to require device information in
EUDAMED and require the device info for identification, safety & performance on the
manufacturer’s website — which will most often be provided by an upload of the most recent
version of the IFU. The Spanish requirement is therefore disproportionate and duplicative as
the same information in label and IFU are already clearly available elsewhere as required by
IVDR/MDR.

b. The Commission Implementing Regulation (EU) 2021/2226 on e-IFU° requires the IFU to
be posted on the manufacturer’s website and that all previous versions of the instructions
for use issued in electronic form are also available there.

According to MDR/IVDR Article 14.6 “Distributors shall, upon request by a competent authority,
provide it with all the information and documentation that is at their disposal and is necessary to
demonstrate the conformity of a device.” This means that the local Competent Authorities may
request information and documentation (i.e. label and IFU) from the distributors in case they have
a reason to believe that a device made available on the market is not in conformity with the
Regulation. MDR already provides the right of the Competent Authority to request information and
documentation in justified cases. This documentation may also be required from economic
operators in the scope of the surveillance activity plans that the competent authorities shall
perform under the MDR Article 93.3a / IVDR Atrticle 88.3a. However, MDR/IVDR do not provide
for systematic collection of this information without a grounded reason.

Requiring the upload of the Spanish label and IFU from each local distributor (same information
from multiple economic operators which means thousands of labelling/IFU uploads per distributor
and their regular reviews and updates attached to fees) without a validation by the local authority

8 https://ec.europa.eu/tools/eudamed/#/screen/home

° Commission Implementing Regulation (EU) 2021/2226 of 14 December 2021 laying down rules for the application of Regulation (EU)
2017/745 of the European Parliament and of the Council as regards electronic instructions for use of medical devices

Recital 5: “To ensure unconditional access to the instructions for use in electronic form and to facilitate the communication of updates, those
instructions should be available on the website of the manufacturer in an official language(s) of the Union determined by the Member State in

which the device is made available to the user or patient.”


https://ec.europa.eu/docsroom/documents/28669
https://ec.europa.eu/tools/eudamed/#/screen/home
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is contra-productive and leads to unreliable and misaligned information in the Spanish distributor
database made available for users. Making distributors responsible for providing and updating
information in a local national database for which the manufacturer is responsible for updating is
contra-productive and inevitably will lead to misaligned and confusing information. Having the same
information uploaded multiple times (probably with variations and multiple revisions) has the
opposite effect intended by the Spanish draft RD which aims to provide reliable information to
users.

As stated above, the MDR/IVDR requires certain device information to be on the manufacturers’
website (intended purpose and the information of the safe use of the device) which is aimed for the
users providing reliable and first-hand information, from the manufacturer. The same information
can be retrieved from the central EUDAMED database.

5. Article 5.1 of the Spanish draft RD requires devices to meet both the draft RD and the MDR to be
able to be commercialized in the Spanish market® which is seen as an extra administrative burden
with a measure of equivalent effect to quantitative restrictions, resulting in a barrier to trade in the
Spanish territory and hence hindering the free movement of goods in the EU.11

6. The notification(s) before the start date of the distribution, including the need to pay a fee and
also the upload of labelling and IFU, is a cumulative, non-proportionate set of requirements that
could be seen as a barrier to trade to the free circulation of goods in Spain therefore in the EU.

In summary, the Spanish draft RD puts an excessive administrative burden for companies that make
medical devices available in the Spanish market asking for duplicative data that are already provided
elsewhere along the requirements of European-level laws, the MDR and IVDR. Such requirement can put
patients and users at risk, creating confusion with regard to applicable labeling and IFU versions. The RD
establishes a new registration (and fee) requirement before CE marked devices can be made available in
the Spanish market, on top of MDR/IVDR compliance that involves already a registration in a central
European database (EUDAMED). Both requirements are seen as an extra administrative burden with a
measure of equivalent effect to quantitative restrictions, resulting in a barrier to trade in the Spanish
territory and hence hindering the free movement of goods in the EU.

10 Chapter V Article 18 of the RD states “This registration must be made prior to the marketing activity through the authorised means of doing
so in the electronic headquarters of the Spanish Agency for Medicines and Medical Devices.”

11Not meeting the requirements of Art. 18 of the draft RD, would be triggering the application of Art. 39 of the same draft RD. In its paragraph
4 states that “Where a specific device, category or group of devices is in breach of the provisions of this Royal Decree, the Spanish Agency for
Medicines and Medical Devices and the other competent health authorities shall take appropriate measures.”

- Such measures are not specified in the draft RD. Hence to understand which ones they would be, we need to refer to another Royal Decree
called “Real Decreto Legislativo 1/2015, de 24 de julio, por el que se aprueba el texto refundido de la Ley de garantias y uso racional de los
medicamentos y productos sanitarios” (“RDleg”).

- Note: MDR Art. 94 would be applicable in case not meeting the requirements of the MDR.

- F'ocusing on the national consequences of a national breach, Art. 112.2.b).72 of the RDleg would be applied, which considers a severe

breach “Missing the duty to communicate commercialization of products that require such communication, and also not communicating the
changes made (on the product) or the resuming of the commercialization”. Art. 114 RDleg provides a penalty for such breach ranging
between 30.001€ and 90.000€, and also the seizure of profits made and the publication of the breach in the official gazette.

- In addition, if special circumstances would concur, such as having the device compromise the health of patients, or having the device
commercialized without evaluation of conformity or without having the mandatory applicable declarations in place, the penalty applied could
be higher (very severe), as per Art. 112.2.c). Related penalties as per Art. 114 RDleg range from 90.001€ to 1.000.000€.

- Lastly, there is also the possibility for the administration to interpret that commercialization should be resumed while the device would not
be properly registered. In addition, the devices could be seized by the public authority.



