
MPJ – Medizinprodukte Journal30. Jahrgang | Heft 1 | 2023

27

Aufsätze

Impact and Implementation of Medical Devices Regulation in Spain

Status of the regulatory works  
undertaken in Spain for the  
complete implementation of  
the new legal frame following  
the 2017 EU regulations
Jorge Robles González. Málaga, Spain*

On May 26, 2021, and May 26, 2022, began the direct application of, re-
spectively, Regulations (EU) 2017/745 and 2017/746 on medical devic-
es and in vitro diagnostic medical devices. The full implementation of 
this regulatory framework in Spain requires the approval of new internal 
rules that repeal those in force until now and regulate the aspects that the 
EU regulations entrust to national regulations. To this end, the Ministry 
of Health is currently working on the drafting of two sets of regulations, 
which would be completed with a third set of regulations, of legal rank, on 
the advertising of medical devices.

General considerations: the 
need, purpose and function of 
new regulatory standards on 
medical devices in Spain

On 26 May 2021, Regulation (EU) 
2017/745 of the European Parliament 
and of the Council of 5 April 2017  
on medical devices amending Direc-
tive 2001/83/EC, Regulation (EC) 
178/2002 and Regulation (EC) 
1223/2009 and repealing Council 
Directives 90/385/EEC and 93/42/
EEC finally entered into application 
after a deferral of the date initially 
set.1

One year later, on 26 May 2022, the 
direct application of 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 started.

These EU regulations represent, from 
the point of view of the regulatory 
instrument used, a singular change 
with respect to the previous situa-
tion. Up until this point, EU regula-
tion in this matter had been carried 
out essentially by means of directives, 
which required transposition into the 
domestic law of each Member State 
by means of the approval of national 
rules for their application and effec-
tiveness: specifically, the EU direc-
tives on medical devices, on active 
implantable medical devices and on 
medical devices for in vitro diagnosis 
were transposed into Spanish law by 
specific royal decrees2, with Royal 
Decree 1591/2009 being in force at 
the date of entry into force of the 
Community regulations, of 16 Octo-
ber 2009, which regulates medical 
devices, Royal Decree 1616/2009, of 
26 October 2009, which regulates 
active implantable medical devices, 

and Royal Decree 1662/2000, of  
29 September 2000, on in vitro  
diagnostic medical devices3.
As the Community regulations are 
directly applicable, the Spanish royal 
decrees have been displaced (but not 
repealed) in those aspects that do not 
conform to them, as a result of the 
primacy of Community law. This 
requires an interpretative task that 
compromises the desirable legal cer-
tainty, which, in fact, has led the 
Court of Justice to declare that the 
Member State concerned is obliged 
to purge its legal system of any rules 
that conflict with Community law.4

It should also be taken into account 
that Regulations (EU) 2017/745 and 
2017/746, despite being directly ap-
plicable rules, refer or make certain 
aspects or issues subject to the regu-
lation to be established at national 
levels.
These circumstances have led the 
Ministry of Health to initiate works 
on the processing and drafting of 
Royal Decrees regulating medical 
devices and in vitro diagnostic medi-
cal devices.

Status of the processing of the 
new rules

Draft Royal Decree on medical 
devices
The aforementioned works were ini-
tiated by the Ministry of Health by 
opening a public consultation on  
27 February 2020 for input and feed-
back prior to the drafting of the text 
of the project, which ended on 7 June 
2020.
In the prior public consultation (as 
well as in the regulatory impact as-
sessment prepared after the drafting 
of the text), it is noted that this regu-
lation is necessary in order to: (i) 
establish the requirements and pro-
cedures for the regulation of prod-

Nur zum persönlichen Gebrauch
© Wissenschaftliche Verlagsgesellschaft Stuttgart

© WVG

Kein Nachdruck, keine Veröffentlichung im Internet oder einem Intranet ohne Zustimmung des Verlags!



MPJ – Medizinprodukte Journal 30. Jahrgang | Heft 1 | 2023

28

Aufsätze

ucts manufactured and used in a 
healthcare facility (in house); (ii) 
establish the requirements and pro-
cedures for the regulation of the re-
processing of single-use medical 
devices; (iii) establish the require-
ments and procedures for the regula-
tion of the implantation card; (iv) 
establish the creation of a National 
Register for the marketing of medical 
devices; (v) regulate the language 
regime; (vi) establish the require-
ments for the conduct of clinical 
investigations in Spain; (vii) establish 
that, with regard to Regulation (EU) 
2017/745, the competent authority is 
the Spanish Agency for Medicines 
and Medical Devices (hereinafter, 
AEMPS), regardless of the compe-
tences of other health authorities.
Accordingly, the Spanish Agency of 
Medicines and Medical Products 
(AEMPS) undertook the preparation 
of the text of the draft royal decree, 
which, as indicated in its Report, 
pursues a threefold objective:
• Revoke Royal Decree 1591/2009 of 

16 October 2009 regulating medi-
cal devices and Royal Decree 
1616/2009 of 26 October 2009 
regulating active implantable me-
dical devices in view of the direct 
application of Regulation (EU) 
2017/745. 
This is a laudable objective in 
terms of legal certainty and securi-
ty, as it removes possible doubts 
about the applicable regulatory 
provisions. 
However, it should be noted that 
this objective is not fully achieved, 
as the repeal is not absolute: Artic-
les 21, 38, 39 and 40 of Royal De-
cree 1591/2009 and Articles 18, 34, 
35 and 36 of Royal Decree 
1616/2009 remain in force, i. e. the 
provisions of both regulations rela-
ting to advertising, promotion, 
incentives and sponsorship of sci-

entific meetings, and the procedu-
res of the Notified Body.5 
The justification for the continuati-
on of these rules lies in the fact 
that work is currently underway 
on new legal provisions that will 
specifically regulate the advertising 
of medical devices, as well as the 
procedures of the Notified Body.

• To develop the necessary regulato-
ry measures for those aspects whe-
re the EU regulation has determi-
ned that it will be the Member 
States that will establish the regula-
tion at national level.

• Adapt, adopt or maintain measures 
required by national legislation.

Once the drafted royal decree had 
been drawn up by the AEMPS, it was 
submitted, during the months of June 
and July 2021, to public information 
and a hearing of the associations and 
organizations representing the inter-
ests affected, and reports were also 
obtained from various government 
bodies.
At present, the Ministry has already 
taken a decision on the comments 
received, so it is expected that in 
December 2022 or in the first months 
of 2023 the new Royal Decree will be 
approved by the Council of Minis-
ters.

Drafted Royal Decree on in vitro 
diagnostic medical devices
Between 23 July 2021 and 8 August 
2021, the Ministry of Health carried 
out the prior public consultation 
process, stating that such a regulation 
is necessary in order to: (i) establish 
the requirements for genetic infor-
mation, counselling and informed 
consent; (ii) establish the require-
ments and procedures for the regula-
tion of products manufactured and 
used in a healthcare centers (in 
house); (iii) establish the require-

ments for the notification of in vitro 
diagnostic products to the marketing 
registry; (iv) regulate the language 
regime; (v) establish the require-
ments for the performance evalua-
tions in Spain; (vi) establish that, 
with regard to Regulation (EU) 
2017/746, the competent authority is 
the AEMPS, regardless of the compe-
tences of other health authorities.
It adds that the objectives of this 
regulation are: a) to repeal Royal 
Decree 1662/2000 in view of the di-
rect application of Regulation (EU) 
2017/746; b) to develop rules for 
those aspects that the EU regulation 
refers to national regulations; c) to 
adapt, adopt or maintain the meas-
ures required by national legislation.
The text of this draft royal decree is 
currently being prepared by the 
AEMPS. It was expected that the text 
already drafted would be submitted 
for public information and hearing of 
representative organizations in Au-
gust or September 2022, which has 
not taken place, so this process 
should be imminent.

Reference to the draft bill on 
advertising of medical devices.
In addition to the above, it should be 
noted that work has also begun on 
the processing of the amendment of 
a regulation with the status of law, 
Royal Legislative Decree 1/2015, of 
24 July, which approves the revised 
text of the Law on Guarantees and 
Rational Use of Medicines and Medi-
cal Devices.
To this end, the Ministry of Health 
opened, from 6 July 2022 until  
31 July 2022, a public consultation 
prior to the drafting of the text of the 
preliminary draft law. The scope of 
the bill would cover both medicinal 
products and medical devices. With 
regard to medical devices, the objec-
tives pursued are: (i) to incorporate 
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the amendments and definitions of 
Regulation (EU) 2017/745 and Regu-
lation (EU) 2017/746; (ii) to clarify 
the wording of medical devices sub-
ject to prescription; (iii) to incorpo-
rate a separate chapter on guarantees 
for medical devices, cosmetics and 
personal care products; (iv) to amend 
the articles relating to the advertising 
of medical devices.
It should be noted that, in this case, 
once the text of the preliminary draft 
law has been drawn up by the Minis-
try, it would have to be approved as a 
draft law by the Council of Ministers. 
And, from that moment on, its par-
liamentary processing would begin 
until its eventual approval as a law by 
the Cortes Generales.

Considerations on the text of  
the draft royal decree on  
medical devices.

Scope
At present, the only regulatory pro-
ject for which we have a drafted text 
is the draft royal decree on medical 
devices.
It should be noted that this draft 
royal decree is not, as the one on in 
vitro diagnostic medical devices will 
not be, a translation at national level 
of the Community regulation (as 
Royal Decree 1591/2009 and Royal 
Decree 1616/2009 were with respect 
to the directives they transposed). 
The Community regulation and the 
draft royal decree regulate different 
matters and issues (related – closely 
related – but different), and it is no 
longer possible to rely solely on the 
national regulation.

Structure and content
As regards its structure, it consists of 
a preamble, 41 articles (divided into 
nine chapters), three additional pro-
visions, nine transitional provisions, 

one repealing provision and three 
final provisions.
In terms of content, and without 
being exhaustive, the following issues 
should be highlighted

Health guarantee and language  
regime
Chapter I contains the so-called gen-
eral provisions (purpose, defini-
tions – for the purposes of which it 
refers in totum to the Community 
regulation –, scope, competent au-
thority – which is the AEMPS –, 
health guarantees for products and 
administrative cooperation).
With regard to the health guarantee 
of products, the regulation (Article 5) 
is substantially limited to adapting 
the equivalent provision of the Royal 
Decrees still in force. And it intro-
duces the reference to the language 
regime, by establishing that at the 
time they are put into service in 
Spain, products must include the 
data and information contained in 
section 23 of Annex I of Regulation 
(EU) 2017/745, i. e. the data and in-
formation that must appear on the 
label and instructions for use, “at 
least in Spanish”.
This is not a minor requirement that 
merits reflection. The translation of 
the label, in the case of a product for 
professional use and for which there 
is no doubt as to its unequivocal 
identification, does not seem justified 
if it is in an official EU language of 
general knowledge (English), and 
could be accompanied by graphics 
that clearly identify the product; 
however, this possibility has been 
rejected by the Ministry in its re-
sponse to the observations raised.
The complexity of this translation 
requirement is very high: not only 
because Regulation (EU) 2017/745 
has increased the information that 
must appear on the product label, but 

also because, in addition, the obliga-
tion to translate the description or 
identification of the product into 
Spanish, when this type of require-
ment is not established in other 
Member States, may mean that im-
porters or distributors have to carry 
out this modification of the labelling 
in their facilities with the require-
ments of Article 16.4 of the Commu-
nity regulation, which calls into 
question the proportionality of this 
measure in the (absolute and uncon-
ditional) terms in which it appears in 
the draft royal decree.
Of particular relevance are computer 
software for professional use, with 
regard to which it should be taken 
into account that the informative 
circular no. 12/986 has established 
that “they may offer the messages on 
the screens in English as long as they 
are accompanied by information in 
Spanish that guarantees their use in 
complete safety”.
In any case, it should be noted that 
Annex I of the draft Royal Decree 
(AEMPS Report on the contributions 
received in the public consultation 
process prior to the draft) recalls that 
electronic instructions are regulated 
in Commission Regulation (EU) 
207/2012 of 9 March 2012, indicating 
that the new Royal Decree does  
not establish additional require-
ments.

Pre-license for the operation and 
manufacture of products by health 
care facilities for the exclusive use 
of the facility itself
Chapter II (Articles 7 to 10), under 
the heading “Facilities”, regulates the 
prior license for the operation of 
facilities, the manufacture of prod-
ucts by healthcare facilities for the 
exclusive use of the facility itself and 
the manufacture of custom-made 
products.
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The draft royal decree maintains the 
requirement for a prior license for 
the operation of facilities, extending 
its scope of application. Whereas 
until now this license was required 
for the manufacture, importation, 
grouping or sterilization of medical 
devices, the draft royal decree ex-
tends it to the manufacture of devices 
and instruments used in permanent 
or semi-permanent make-up or skin 
tattooing using invasive techniques, 
to the manufacture of products for 
non-medical purposes and to repro-
cessing.
The draft royal decree adds that the 
import license will be required not 
only of the importer established in 
Spain who introduces a product from 
a third country into the EU market, 
but also of anyone who, without be-
ing an importer in accordance with 
Regulation (EU) 2017/745, physically 
imports the product (in the replies to 
the comments, the Ministry refers to 
future guides to resolve possible dys-
functions). It also requires a prior 
operating license from the manufac-
turer (complete manufacture) for 
third parties.
In addition, the requirement for a 
technical manager as a requirement 
for obtaining a license is maintained, 
while the admissible qualification 
requirements for this position are 
extended to include other types of 
qualification and experience. It 
should be borne in mind that the 
functions corresponding to the  
technical manager are different  
from the functions corresponding  
to the person responsible for  
regulatory compliance, as defined  
in Article 15 of Regulation (EU) 
2017/745; however, a person who 
meets the requirements established 
both in the new royal decree and in 
the EU regulation could hold both 
positions.

An important novelty is the regula-
tion of the manufacture of products 
by healthcare institutions for the 
exclusive use of the institution itself.
This is a possibility provided for  
in Article 5.5 of Regulation (EU) 
2017/745, which is subject to a series 
of requirements (mandatory require-
ments which, in order not to reiterate 
a directly applicable EU regulation, 
are not included in the draft Royal 
Decree).7

The draft Royal Decree, by virtue of 
the powers of development that the 
Community regulation confers on 
the Member States, restricts this pos-
sibility to health centers that have the 
status of hospital8 (a decision ques-
tioned in the Report of the National 
Commission for Markets and Com-
petition), excluding from this manu-
facturing class IIb, class III and im-
plantable products, and prohibiting 
subcontracting.9

In the first text of the draft royal de-
cree, hospitals were required to ob-
tain a prior operating license to carry 
out this activity, although this re-
quirement has been eliminated and 
replaced by prior notification to the 
AEMPS.

Reprocessing of single-use products
Regulation (EU) 2017/745 establishes 
(Article 17) that reprocessing of sin-
gle-use devices may be carried out 
only when permitted by national 
legislation, and that the requirements 
it lays down must be observed in all 
cases; and distinguishes between 
reprocessing carried out by a natural 
or legal person (who becomes the 
manufacturer of the reprocessed 
products, with the obligations im-
posed on the manufacturer by the 
EU regulation) and a health institu-
tion (for which national legislation 
may choose not to subject the manu-
facturer to all the requirements appli-

cable to the manufacturer, subject to 
the limits indicated).
On this basis, in exercise of the pow-
ers to adopt more restrictive provi-
sions that the regulation attributes to 
national legislation, the draft royal 
decree10 excludes various types of 
single-use products from the possi-
bility of reprocessing, prohibits the 
use in Spain of products reprocessed 
(totally or partially) in a third coun-
try and allows reprocessing by three 
agents:
• Manufacturer (i. e. the natural or 

legal person who reprocesses the 
single-use product), who must 
obtain a prior operating license, 
may not subcontract any stage of 
reprocessing and may only distrib-
ute directly to hospitals, returning 
the product after use to the same 
manufacturer of the reprocessed 
product.

• Hospitals, which will have to ob-
tain a prior operating license and 
may either carry out the reprocess-
ing directly or subcontract it to an 
external reprocessor.

• An external reprocessor, which 
will not require a prior operating 
license (it will operate under the 
license of the subcontracting hos-
pital) and will not be able to sub-
contract.

In the case of hospitals, a subsequent 
implementing regulation will have to 
establish the requirements, condi-
tions and criteria for reprocessing, 
which is why the entry into force of 
the project’s provisions on reprocess-
ing activities in hospitals will be de-
ferred until such implementing regu-
lation is approved.
This structure determines that the 
knowledge and analysis of the regula-
tion of reprocessing will require the 
examination of four bodies of legisla-
tion: Regulation (EU) 2017/745, the 
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Implementing Regulation (EU) 
2020/120711, the Royal Decree and 
the subsequent implementing regula-
tions.
The traceability of the product and 
the division of responsibilities be-
tween the manufacturer of the origi-
nal product and the manufacturer of 
the reprocessed product (or, as the 
case may be, the hospital that carries 
out the reprocessing – directly or by 
subcontracting – constitute impor-
tant challenges to be solved.

Notified bodies: responsible  
authority and language regime
The draft deal decree12 attributes to 
the Ministry of Health the status of 
the authority responsible for notified 
bodies (and thus for their designa-
tion and, where appropriate, their 
withdrawal).
The rule states that all documents 
required for the application and as-
sessment of the designation must be 
written at least in Spanish.
It also establishes that the documen-
tation generated by the notified body 
corresponding to the conformity 
assessment procedures, the conform-
ity assessment certificates, as well  
as the documentation required by  
the authority in the follow-up ac-
tions, must be written at least in 
Spanish.

Marketing and entry into service: 
marketing register
The draft Royal Decree, by dealing in 
Chapter V (Articles 18 to 27) with 
marketing and putting into service, is 
limited to merely updating and 
adapting the rules contained in two 
chapters of the same title in Royal 
Decree 1591/2009 and Royal Decree 
1616/2009 to the regime of Regula-
tion (EU) 2017/745.
However, it should be noted that the 
marketing register that it regulates 

differs substantially from the market-
ing register of the aforementioned 
royal decrees and it could even be 
questioned whether it goes beyond 
the distributor register that Article 
30.2 of Regulation (EU) 2017/745 
entrusts to national legislation, 
whose mandate it would have to  
fulfil.
As noted in the Report, the draft 
Royal Decree establishes the creation 
of a new marketing register for all 
types of products, regardless of their 
risk class (the existing register is cur-
rently for class IIa, IIb, and III prod-
ucts, and will be extended in the new 
register to class I products and 
non-medical products); and it is also 
noted in the Report that the commu-
nication and registration (and, con-
sequently, the obligation to pay a fee) 
will be per product (i. e. per refer-
ence), not per set or category of 
products.
With this configuration, the question 
has been raised as to whether it is in 
fact a register of products, rather 
than distributors, and whether in 
such a case it would constitute a  
redundant duplication of EU-
DAMED.13 In this respect, the Minis-
try has pointed out, when replying to 
the comments on the text submitted 
during the hearing and public infor-
mation procedure, that the main 
objective of the marketing register is 
to make available to the general pub-
lic information on all products mar-

keted in Spain (regardless of their 
risk class), including their labelling 
and instructions for use, as well as 
the companies that market them  
(i. e. all economic agents that market 
products in Spain, without excep-
tion), complementing the informa-
tion in EUDAMED (and feeding on 
EUDAMED with respect to the in-
formation already contained in this 
database).

Intra-Community and external 
trade: free sales certificates
As a novelty, the draft royal decree 
empowers the AEMPS to issue, in 
addition to the certificates of free sale 
provided for in Regulation (EU) 
2017/745 (i. e. in favor of a manufac-
turer or authorized representative), 
to other economic agents that have 
their registered office in Spain.

Clinical evaluation and clinical  
research
Regulation (EU) 2017/745 regulates 
this matter extensively. In accordance 
with the provisions of the EU regula-
tion, the draft royal decree distin-
guishes between, on the one hand, 
clinical investigations conducted to 
demonstrate the conformity of devic-
es and clinical investigations with 
CE-marked devices outside their 
intended purpose and, on the other 
hand, clinical investigations with 
CE-marked devices within the scope 
of their intended purpose and clini-
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cal investigations under Article 82 of 
Regulation (EU) 2017/74514 (herein-
after other clinical investigations).
As regards the former, it makes them 
subject to authorization by the 
AEMPS, which incorporates the pro-
cedural provisions and deadlines 
established in the Community regu-
lation, requiring a favorable opinion 
from the Ethics Committee for Re-
search involving Medicinal Products 
(CEIm), which must be a single 
opinion in the case of multi-center 
research, and establishes the lan-
guage regime: application, investiga-
tor’s manual, clinical research plan, 
informed consent, instructions and 
labelling and protocol must be sub-
mitted at least in Spanish.
In the case of the latter, the regime is 
of communication to the AEMPS, 
requiring a favorable opinion from 
the CEIm (single opinion in the case 
of multi-center research) and the 
communication, investigator’s manu-
al, clinical research plan, informed 
consent, instructions and labelling 
must be submitted at least in Spanish.
In this regard, it should be noted 
that, until now, for clinical investiga-
tions conducted with CE marked 
devices within the indications in-
cluded in the conformity assessment 
procedure, where there was no alter-
ation of the usual clinical practice 
and no cluster randomization, the 
approval of the CEIm is sufficient, as 
permitted by Article 74(1) of Regula-
tion (EU) 2014/745 for Class I or 
non-invasive Class IIa and IIb inves-
tigational devices. However, the Min-
istry has opted to require communi-
cation for these products as well.

Monitoring system: implant card
The draft royal decree devotes Chap-
ter VIII to this matter.
As regards the vigilance system (Ar-
ticle 35), as explained in the AEMPS 

report, both the obligation to notify 
(which must be done electronically 
to the AEMPS) serious incidents is 
maintained for all healthcare profes-
sionals (including, according to the 
express criteria of the AEMPS, phar-
macists), as well as the obligation  
for healthcare centers to designate  
a monitoring officer for the proce-
dures arising from the implementa-
tion of the monitoring system and 
for the supervision of compliance 
with the obligations established with 
regard to the completion and deliv-
ery to the patient of the implant card 
and the documentation required in 
Article 18.1 of Regulation (EU) 
2017/745.
The designation of the person re-
sponsible should continue to be com-
municated to the health authorities 
of the Autonomous Community and 
to the AEMPS, adding the possibility 
that the Agency establishes an elec-
tronic register for such communica-
tions, in which case the communica-
tion will be made only through this 
register.
It establishes the obligation of the 
manufacturer to inform the AEMPS 
of any corrective action before it is 
carried out15, and specifies that the 
safety note intended for communica-
tion to users or customers must  
be sent to the AEMPS before its  
dissemination and be provided in 
Spanish (the language to be used in 
any other information from an eco-
nomic operator communicating any 
corrective action to users or custom-
ers).
Regarding implant cards (Article 36), 
being directly applicable the provi-
sions of Article 18 of Regulation 
(EU) 2017/745, the draft royal de-
cree: (i) specifies that the information 
that the manufacturer must provide 
together with the product and the 
information on the implant card 

must be at least in Spanish, (ii) oblig-
es the healthcare center to send a 
copy of the implant card to patients 
(adding that, in the event that a Na-
tional Implant Register has been set 
up, healthcare centers will be obliged 
to communicate the required data to 
the aforementioned registers) and 
(iii), as regards the minimum infor-
mation that must be included on the 
implant card (established in article 
18.1.d of the Community regulation), 
includes the identification of the 
center and the patient, which must 
be completed by the center.
The AEMPS warns, in the Report on 
the contributions received in the 
public prior consultation process, 
that there is no physical implant card 
format established by law, but that 
the Commission document “MDCG 
2019-8 v2 Guidance document  
Implant Card relating to the applica-
tion of Article 18 Regulation (EU) 
2017/745 of the European Parliament 
and of the Council of 5 April 2017 on 
medical devices” provides informa-
tion for its design.

Market surveillance and health  
protection measures
As this matter is extensively regulat-
ed in Regulation (EU) 2017/745  
(articles 93 to 100), the draft royal 
decree devotes its last chapter to it, 
assigning the AEMPS the coordina-
tion of market control activities, 
regulating inspection in similar 
terms to those in force until now and 
entrusting, in the cases authorized 
by the Community regulation, the 
adoption of health protection meas-
ures (precautionary measures pro-
vided for in national legislation or 
other appropriate measures) to the 
AEMPS and other competent health 
authorities, of which the Commis-
sion and other Member States must 
be informed.
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It also maintains the power of the 
AEMPS to adopt special transitional 
health control measures.

Conclusion

Although Regulations (EU) 2017/745 
and 2017/746 are directly applicable 
from 26 May 2021 and 26 May 2022, 
respectively, their full implementa-
tion in Spain requires the approval of 
internal rules that regulate aspects 
that are either complementary or that 
the EU regulations refer directly to 
the national rules.
In this regard, two draft regulations 
are currently being processed in 
Spain: on the one hand, the draft 
Royal Decree on medical devices, 
which has already been drawn up 
and whose processing has been com-
pleted, so that its approval is expect-
ed to take place in December 2022 or 
in the first months of 2023; and, on 
the other hand, the draft Royal De-
cree on medical devices for in vitro 
diagnostics, which the AEMPS is still 
working on, so that its text is not 
known and its processing is still to be 
completed during 2023.
Also with regard to the advertising of 
medical devices, a legal regulation 
has been initiated, although it is still 
at a very early stage.
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