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DELEGATED ACTS ART. 115 REGULATION (EU) 2017/745

1 | Art.1§5

Amendment of the list of Annex XVI Reg. 2017/745 (non-medical products)

2 Are. 3

Edit definition of nanomaterial and related (particle, agglomerate, aggregate)

3 | Art.10§4

Amendment of Annexes IT (technical documentation) and IIT (post marketing surveillance) of
interest to manufacturers

4 | Art18§3

Edit list: suture materials, staples. dental filling materials, orthodontic appliances, dental
crowns, screws, wedges, plates and prostheses, wires.

5 | Art.19§4

Modification of the content of the declaration of conformity (Annex IV Reg. 2017/745.)

Information modification annex VI (point B Data in the UDI database) and annex VI (point C

2 Art. 27§ 10 choice of 2D / Matrix or RFID vector)

7 Art. 44 § 11 Monitoring and reassessment of notified bodies

8 Art. 52§35 Adding or removing the list of class ITb implantable devices (conformity assessment)

9 Art. 56 § 6 Modification of certificates of conformity (Annex XIT) issued by the NBs.

10 Art.61§8 Modification of the list of class IIb implantable devices for the purposes of patient health and

safetv. (evaluation and clinical investigation)

11 Art. 70§ 8

Amendments to the documentation to submit the clinical investigation application in the light of
technical progress and international developments

12 | Art.106 § 15

Change of tasks expert groups and specialized laboratories

Elaborated by E. Rocchi

The result is an updated overview of a complex ongoing regulatory process.
While eight Implementing Acts pursuant to Artt. 35, 27.2, 106.17, 10.6, 33.8,
5.6, 10.6, of MDR have been introduced by the Commission at different times,

none of the twelve Delegated Acts referred to in Article 115 of Regulation has yet
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Acts,

Implementing Decisions n. 2021/1182
and 2022/6 stand out for their clarity,
with the specific ISO regulation on
medical devices official acknowledged
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IMPLEMENTING DECISION

This study investigated the Implementing and Delegates Acts pertinent to EU
Medical Devices Regulation 745/2017 (MDR).

The aim of this work is to provide medical devices operators with an overview of
the European measures enacted or still awaiting implementation.

the best possible summary, in in the table below:
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The not simple research conducted within the Eur-Lex database allowed its
extrapolation, the consequent careful analysis and subsequent insertion, in

IMPLEMENTING ACTS REGULATION (EU) 2017/745

N 2017/2185

IMPLEMENTING
REGULATITOMN

23/11/2017

Related list of codes and related types of dewvices
mntended to specify the purpose of the designation (the
reason for the choice) of notified bodies i the medical
devices sector pursuant to Regulation (E1T) 2017/745 of
the European and of the Council and of devices 1n vitro
diagnostics 1n accordance with Regulation (EU)
2017/746 of the European Parliament and of the
Council

25/11/2017

Annex containing the codes of the different types of medical devices (and i1n vitro diagnostic) that can be used to select the notified
bodies by the Authonties responsible for the notified bodies (art.35 Reg. 2017/745).

Designating the issumng bodies 1n charge of managing a

- A . IMPLEMENTING v i unique device identifier (UDI) attibution system in the TG
LTt e DECISION 6/06/2013 medical device sector 27/06/2019
4 Issumg Agency: GS1 ATSBL (per I'Italia) Health Industry Business Communications Council (HIBCC), ICCBB,
Informationsstelle fiir Arzneispezialititen — IFA GmbH rilasciano 1 codici UDI (Unique Device Identifier)
fart 27 7 Reo 201 7/745%

Establishing detailed rules for the application of
IMPLEMENTING Regulation (E1T) 2017/745 of the European Parliament
I = ) . ; L !
N® 2019/1396 DECISION 10/09/2019 and of the Council as regards the designation of expert 2/10/2019

Indicaziom per autocandidatura n gruppi di esperti. in base al settore medico di competenza. (art. 106 Reg. 2017/745)

groups in the field of medical devices

N© 2020/1207

IMPLEMENTING
REGULATIOMN

19/08/2020

Establishing detailed rules for the application of
Regulation (EU) 2017/745 of the European Parliament
and of the Council as regards the common
specifications for the reprocessing of single-use devices

26/05/2021

"Refurbishment’: a process performed on a used device to enable i1ts safe reuse. (Reg. 2017/745 art. 2, 39)
The reconditioner of the medical dewvice 1s considered as the manufacturer (art.17 Reg. 2017/745). who is responsible for the

reconditioning pursuant to art. 3 directive 85/374 / EEC

™N< 2021/1182

IMPLEMENTING
DECISION

16/07/2021

Concerning the harmomized standards for medical
devices drawn up n support of Regulation (EU)
2017/745 of the European Parliament and of the
Council

20/07/2021

5 Harmomzed Standards (EIN-ISO) hereby made mandatory (Article 10 §6 Reg. 2017/745)

N© 2021/2078

IMPLEMENTING
REGULATION

26/11/2021

Establishing rules for the application of Regulation
(EUT) 2017/745 of the European Parliament and of the
Council with regard to the European database of
medical devices (Eudamed)

19/12/2021

Eudamed: definitions. methods of access, registration and access. confidential website, operation, / malfunction, IT secunty,
fraudulent activity (Article 33 § 8 Reg. 2017/745)

N 2021/2226

IMPLEMENTING
REGULATION

14/12/2021

Establishing methods of application of Regulation (ELT)
2017/745 of the European Parliament and of the
Council with regard to electromic instructions for the
use of medical devices

4/01/2022

Instmuctions for the use of devices 1n electronic form (we

bsite or software for professional users) (Article 5 §6 Reg. 2017/745)

AN

AN

IMPLEMENTING
DECISION

4/01/2022

Amends Implementing Decision (EU) 2021/1182 as
regards harmonized standards for the biological
assessment of medical devices. sterilization of medical
devices and health care products, aseptic treatment of
health care products. the quality management systems,
the symbols to be used in the mnformation to be
provided by the manufacturer, the packaging of health
care products and phototherapy devices for home use

5/01/2022

9 Harmomized rales here made mandatory for integration to Eeg. 2021/1182 (Article 10 §6 Reg. 2017/745)

Elaborated by E. Rocchi

How the European Commission adopts IMPLEMENTING ACTS
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‘6. EN ISO 10993-9:2021

Biological evaluation of medical devices - Part 9: Framework for identification and quantification of P

potential degradation products (ISO 10993-9:2019) s

P

EN ISO 10993-12:2021 ya

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials (ISO e

10993-12:2021) %

7

8. ENISO 11737-1:2018 R

Sterilization of health care products - Microbiological methods - Part 1: Determination of a population of s 7

microorganisms on products (ISO11737-1:2018) a

-
ENISO 11737-1:2018/A1:2021 e PUBLI
- C

9. EN ISO 13408-6:2021 ya

Aseptic processing of health care products - Part 6: Isolator systems (ISO 13408-6:2021) e

s

10. EN ISO 13485:2016 vl CONSUL]AJ ION

Medical devices - Quality management systems - Requirements for regulatory purposes (ISO 13485:2016) A

ENISO 13485:2016/A11:2021

11 ENISO 14160:2021

Sterilization of health care products - Liquid chemical sterilizing agents for single-use medical devices
utilizing animal tissues and their derivatives - Requirements for characterization, development, validation
and routine control of a sterilization process for medical devices (ISO 14160:2020)

which

Commission adopts implementing acts.

the European

IMPLEMENTING DECISION

procedures that allow EU countries,
through specific committees, to control

price

12. ENISO 15223-1:2021

Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1:
General requirements (ISO 15223-1:2021)

13. ENISO 17664-1:2021

Processing of health care products - Information to be provided by the medical device manufacturer for
the processing of medical devices - Part 1: Critical and semi-critical medical devices (ISO 17664-1:2021)

STAKEHOLDERS
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14. EN IEC 60601-2-83:2020
Medical electrical equipment - Part 2-8 3: Particular requirements for the basic safety and essential
performance of home light therapy equipment

b~ CEN
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Medical devices - Quality management systems - Requiremen
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CONCLUSIONS

~

Although Implementing and Delegated acts have been established to simplify and speed up the decision-making process of
the European Legislator, the 2017/745 Regulation is still in an evolutionary phase since it remains lacking in compliance in
many of its parts as only Implementing acts have been carried out.
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Introduced by the Lisbon Treaty, Implementing and Delegated Acts are a new source of European law.
Disciplined respectively by Articles 290 and 291 of the TFEU, they aim to improve the effectiveness of the
European decision-making process by simplifying the implementation / execution procedure. This study in-
vestigated the Implementing and Delegates Acts pertinent to EU Regulation 745/2017 on medical devices.
Although complicated by the fact that these Acts are issued at different times and with different modalities
following the entry into force of the Regulation to which they refer, our research was facilitated by the Eur-
Lex database. Data extrapolation was followed by careful analysis of each Act and the creation of Tables
with succinct but comprehensive summaries in chronological order. The result is an updated overview of a
complex ongoing regulatory process. While eight Implementing Acts pursuant to Art 35, 27.2, 106.17, 10.6,
33.8, 5.6, 10.6 of the MDR have been introduced by the Commission at different times, none of the twelve
Delegated Acts referred to in Article 115 of the Regulation has yet been forthcoming. Unlike Implementing
Acts, Implementing Decisions n. 2021/1182 and 2022/6 stand out for their clarity, with the specific ISO reg-
ulation on medical devices official acknowledged as a binding requirement.
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