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Legislation  
and legislative proposals

1 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R0112&from=EN 

2 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R1904&from=EN 

European Union

Extension of the transitional period  
of Regulation (EU) 2017/746

The COVID-19 pandemic has made it not possi-
ble to ensure proper implementation and full ap-
plication of Regulation (EU) 2017/746 on in vitro 
diagnostic medical devices as of 26 May 2022, 
as it provides for. An extension of the transition-
al (pre-commencement) period has therefore 
been approved. 

This has been done by Regulation (EU) 2022/112 
of the European Parliament and of the Council of 
25 January amending Regulation (EU) 2017/746 
as regards transitional provisions for certain in 
vitro diagnostic medical devices and the de-
ferred application of conditions for in-house de-
vices (OJEU No 19 of 28 January 20221).

Common logo for distance retailing  
of veterinary medicinal products

Regulation (EU) 2019/6 of the European Parlia-
ment and of the Council of 11 December 2018 
on veterinary medicinal products provides that 
persons authorised to supply veterinary medici-
nal products may offer distance selling of such 
medicinal products if they comply with certain 
conditions set out in Article 104. These include 
the use of a common logo with a link to the rele-
vant Member State’s competent authority list of 

retailers permitted to offer veterinary medicinal 
products for sale at a distance so that users can 
check the legality of the website on which the 
medicinal products are offered to them. 

To this end, Commission Implementing Regula-
tion (EU) 2021/1904 of 29 October adopting the 
design of a common logo for the retail of veteri-
nary medicinal products at a distance (OJEU No 
387 of 3 November 20212) has been adopted. 
The design of the common logo shall be adapt-
ed to the following model:

Electronic instructions for the use  
of medical devices

According to Regulation (EU) 2017/745 on med-
ical devices, instructions for use may be provid-
ed to the user in a non-printed format (e.g. in 
electronic format). In line with this provision, 
Commission Implementing Regulation (EU) 
2021/2226 of 14 December laying down rules for 

https://www.boe.es/buscar/doc.php?id=DOUE-L-2022-80091
https://www.boe.es/buscar/doc.php?id=DOUE-L-2021-81460
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the application of Regulation (EU) 2017/745 of 
the European Parliament and of the Council as 
regards electronic instructions for use of medical 
devices (OJEU No 448 of 15 December 20213) 
has been adopted.

European Parliament resolution  
on a pharmaceutical strategy  
for Europe

The European Parliament - in its resolution of 
24 November 2201 [2021/2013(INI)4] - has sup-
ported the Pharmaceutical Strategy for Europe, 
which was adopted by the European Commis-
sion on 25 November 2020 and which sets out 
four basic pillars: ensuring patient access to 
affordable medicines; promoting the competi-
tiveness, innovation and sustainability of the EU 
pharmaceutical industry; improving the supply 
chain of medicines; and promoting high stand-
ards of quality, efficacy and safety.

In the resolution, the European Parliament draws 
attention, inter alia, to the role of patents in the 
pharmaceutical field. In this respect, the Europe-
an Parliament “[n]otes that patent protection 
is a key incentive for companies to invest in in-
novation and produce new medicines; notes, at 
the same time, that the exclusionary effect of 
patents may lead to limited market supply and 
reduced access to medicines and pharmaceuti-
cal products; stresses that a balance should be 
struck between encouraging innovation through 
the exclusionary effect of patents and ensur-
ing access to medicines and protecting public 
health; recalls that a company that markets a 
medicine can enjoy data exclusivity for a period 
of eight years as of the first marketing author-

3 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R2226&from=EN

4 https://www.europarl.europa.eu/doceo/document/TA-9-2021-0470_EN.html 

5 https://www.europarl.europa.eu/doceo/document/TA-9-2021-0453_EN.html

isation pursuant to Article 14(11) of Regulation 
(EC) No 726/2004; calls on the Commission to 
propose a revision of that regulation to provide 
for the possibility of temporarily authorising the 
granting of compulsory licences in the event of a 
health crisis in order to allow for the production 
of generic versions of life-saving medicines”.

In addition, Parliament calls on the Commission 
“to provide guidance to Member States in order 
to encourage voluntary licensing over immedi-
ate compulsory licensing”.

Patents and COVID-19:  
European Parliament in favour  
of incentivising voluntary licensing 

The European Parliament has adopted a resolu-
tion expressing its position on various issues of 
interest in the field of intellectual property. This 
is the European Parliament resolution of 11 No-
vember 2021 on an intellectual property action 
plan to support the EU’s recovery and resilience 
(Document 2021/2007(INI)5). 

The European Parliament’s considerations on 
COVID-19 vaccines, among others, are worth 
highlighting. Thus, in addition to supporting a 
more equitable distribution of vaccines against 
this disease, the Parliament is in favour of en-
couraging and facilitating the granting of vol-
untary licences by holders of intellectual proper-
ty rights (IPR) on vaccines. Parliament supports 
“the Commission and the Member States in their 
efforts to push non-EU countries to lift current 
export bans and to step up the donation of vac-
cines; calls on the Commission and the Member 
States to further increase their efforts to support 

https://www.europarl.europa.eu/doceo/document/TA-9-2021-0470_EN.html
https://www.europarl.europa.eu/doceo/document/TA-9-2021-0453_EN.html
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technology transfer and voluntary licensing of 
IPRs in order to enhance global access to af-
fordable COVID-19-related medical products, 
to address global production constraints and 
supply shortages, and to thereby treat endemic 
or pandemic infectious diseases in the world po- 
pulation”.

It therefore urges the Commission, “in coopera-
tion with the WTO [World Trade Organisation], 
to follow through on its promise to engage in 
active and constructive text-based negotiations 
at the WTO in order to work on incentivising 
and supporting the scaling up of vaccine pro-
duction capacities in developing countries and 
incentivising voluntary and rapid pooling of IPR 
in times of crisis as well as voluntary licensing 
agreements, and to launch a dialogue on current 
obstacles to voluntary licensing and how to over-
come them”.

Cooperation of the Member States  
in the safety assessment  
of clinical trials 

A regulation implementing Regulation (EU) No 
536/2014 on clinical trials on medicinal prod-
ucts for human use has been adopted and pub-
lished. This is Commission Implementing Reg-
ulation (EU) 2022/20 of 7 January (OJEU No. 5 
of 10 January 20226) laying down rules for the 
application of Regulation (EU) No 536/2014 of 
the European Parliament and of the Council as 
regards setting up the rules and procedures for 
the cooperation of the Member States in safety 
assessment of clinical trials.

The new regulation applies to all active substanc-
es used in investigational medicinal products in  

6  https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022R0020&from=EN

7 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022D0015&from=EN

clinical trials authorised in at least two Member 
States. However, mono-national active substanc-
es, active substances in investigational medici-
nal products used as a reference - including as a 
placebo - and active substances used in auxiliary 
medicinal products are excluded.

Harmonised standards  
for in vitro diagnostic  
medical devices

According to Regulation (EU) 2017/746 on in vit-
ro diagnostic medical devices (Art. 8), devices 
which are in conformity with the relevant har-
monised standards, the references of which have 
been published in the Official Journal of the Eu-
ropean Union, are understood to comply with 
the requirements of that Regulation.

These harmonised standards are listed in the An-
nex to Commission Implementing Decision (EU) 
2021/1195, which has been amended by Com-
mission Implementing Decision (EU) 2022/15 of 
6 January (OJEU No. 4 of 7 January 20227) as 
regards harmonised standards for sterilisation 
of health care products, aseptic processing of 
health care products, quality management sys-
tems, symbols to be used with information to be 
supplied by the manufacturer and requirements 
for establishing metrological traceability of val-
ues assigned to calibrators, trueness control ma-
terials and human samples.

Harmonised standards for medical 
devices 

According to Regulation (EU) 2017/745 on med-
ical devices (Art. 8), devices which are in con-
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formity with the relevant harmonised standards, 
the references of which have been published in 
the Official Journal of the European Union, are 
understood to comply with the requirements of 
that Regulation.

These harmonised standards are listed in the An-
nex to Commission Implementing Decision (EU) 
2021/1182, which has been amended by Com-
mission Implementing Decision (EU) 2022/6 of 4 
January (OJEU No. 1 of 5 January 20228) as re-
gards harmonised standards for biological eval-
uation of medical devices, sterilisation of health 
care products, aseptic processing of health care 
products, quality management systems, sym-
bols to be used with information to be supplied 
by the manufacturer, processing of health care 
products and home light therapy equipment.

Implementing Rules  
for the European Database  
on Medical Devices

Commission Implementing Regulation (EU) 
2021/2078 of 26 November (OJEU No. 426 of 29 
November 20219) lays down rules for the appli-
cation of Regulation (EU) 2017/745 of the Euro-
pean Parliament and of the Council as regards 
the European Database on Medical Devices (Eu-
damed).

The new regulation provides for accessibility to 
Eudamed via a restricted website, to which the 
Commission, competent authorities, authorities 
responsible for notified bodies, notified bodies, 
manufacturers, authorised representatives, im-

8 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32022D0006&from=EN

9 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R2078&qid=1644556574370&from=en 

10 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R2282&from=EN 

porters, system or procedure pack producers and 
sponsors of clinical investigations will have ac-
cess. In addition, Eudamed should provide the 
public with adequate information about devic-
es placed on the market, the corresponding cer-
tificates issued by notified bodies, the relevant 
economic operators and clinical investigations. 
Finally, machine-to-machine data exchange 
is also envisaged to allow communication be-
tween Eudamed and national databases.

Health Technology Assessment

Regulation (EU) 2021/2282 of the European Par-
liament and of the Council of 15 December on 
health technology assessment and amending Di-
rective 2011/24/EU (OJEU No. 458 of 22 Decem-
ber 202110) establishes - as stated in its first arti-
cle - the following: (a) a support framework and 
procedures for cooperation of Member States on 
health technologies at Union level; (b) a mech-
anism which lays down that any information, 
data, analyses and other evidence required for 
the joint clinical assessment of health technolo-
gies is to be submitted by the health technology 
developer only once at Union level; and (c) com-
mon rules and methodologies for the joint clini-
cal assessment of health technologies.

Report on medicine shortages

The European Commission has published a study 
on medicine shortages and how to combat them. 
The report, dated November 2021, is entitled “Fu-
ture-proofing pharmaceutical legislation-Study 

https://www.boe.es/buscar/doc.php?id=DOUE-L-2021-81633
https://www.boe.es/buscar/doc.php?id=DOUE-L-2021-81807
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on medicine shortages” and is available on the 
EU’s website11. 

Plant Variety Denominations:  
New guidelines from the  
Community Plant Variety Office

11 https://op.europa.eu/en/publication-detail/-/publication/1f8185d5-5325-11ec-91ac-01aa75ed71a1/language-en/
format-PDF/source-245338952 

12 https://cpvo.europa.eu/en/about-us/law-and-practice/legislation-in-force

The Community Plant Variety Office has ap-
proved new guidelines on plant variety denom-
inations on 10 December 2021. The document 
can be accessed on the office’s website12, with or 
without explanatory notes.

Judgments, rulings  
and decisions

European Union

Parallel imports of medicines  
and free movement of goods

The Court of Justice - in its judgment of 25 No-
vember 2021, Delfarma, C-488/20 - has declared 
that the principle of free movement of goods en-
shrined in Articles 34 and 36 of the Treaty on the 
Functioning of the European Union must be in-
terpreted as precluding national legislation un-
der which a parallel import licence for a medici-
nal product expires automatically after one year 
from the expiry of the marketing authorisation 
of reference, without carrying out an examina-
tion whether there is any risk to the health and 
life of humans. 

The judgment follows a case in which parallel 
imports of medicinal products from the Czech 
Republic are authorised in Poland, but, as the 
marketing authorisation for the medicinal prod-
uct in the latter country has expired, Poland de-
clares the authorisation for parallel imports of 
the medicinal product to have lapsed.

Health warnings on tobacco  
packaging: this also applies  
to the images on packets  
displayed in vending  
machines

Directive 2014/40/EU on the approximation of 
the laws, regulations and administrative pro-
visions of the Member States concerning the 
manufacture, presentation and sale of tobacco 
and related products provides for the mandato-
ry inclusion of a number of health warnings on 
the unit packet and on any outside packaging of 
tobacco products and adds that images on unit 
packets and any outside packaging intended for 
consumers in the European Union shall comply 
with these provisions.

Well, the Court of Justice - in its judgment of 9 
December 2021, Pro Rauchfrei eV, C-370/20, 
ECLI:EU:C:2021:988 - has held that this ap-
plies equally to images which are not faithful  
depictions of unit packets of cigarettes but which 
consumers associate with such unit packets on 
account of their design in terms of outline, pro-

https://op.europa.eu/en/publication-detail/-/publication/1f8185d5-5325-11ec-91ac-01aa75ed71a1/language-en/format-PDF/source-245338952
https://op.europa.eu/en/publication-detail/-/publication/1f8185d5-5325-11ec-91ac-01aa75ed71a1/language-en/format-PDF/source-245338952
https://cpvo.europa.eu/en/about-us/law-and-practice/legislation-in-force
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If you have any questions regarding the contents of this document, please contact any one of the following GA_P lawyers:

Irene Fernández Puyol

Tel.: (+34) 91 582 91 00
ifernandez@ga-p.com

Jesús Muñoz-Delgado

Tel.: (+34) 91 582 91 00 
jmunoz@ga-p.com

portions, colour and brand logo. Therefore, an 
image of a cigarette packet which does not carry 
the health warnings does not comply with the di-
rective, even if the consumer has the opportunity 
to see those warnings on the packet of cigarettes 
corresponding to such an image before purchas-
ing it.

This judgment follows a case in which cigarette 
packets are offered in a vending machine with 
the graphical representation of the packet, but 
without the health warnings, so that once the 
packet selection button is pressed, the packet is 
sent directly to a conveyor belt at the supermar-
ket checkout so that the customer can pay  for it.
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