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Dir. 90/385 – D.Lgs 507/92 (Active implantable devices)

Dir. 93/42 – D.Lgs 46/97 (Medical devices)
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We’ll go in detail of the main news of this Regulation

Regulation (EU) 2017/745 – Medical Devices



Regulation (EU) 2017/746 –

In vitro diagnostic medical devices

We’ll not detail the Regulation (EU) 2017/746 on in vitro diagnostic

medical devices



Much bigger and more detailed legislative text

The structure of Regulation (EU) 2017/745

Section
Regulation (EU) 

2017/745

Directive 93/42 

Medical Devices

Directive 90/385 

Implantable

Active Medical 

Devices

Whereas 101 22 12

Definitions 71 13 7

Articles 123 22 17

Annexes 17 12 9



Regulation 2017/745 published in EU 

Official Journal 5th May 2017

Corrigendum of 3rd May 2019 (formal

errors, various corrections)

Corrigendum of 27th December 2019 

(IMPORTANT: inclusion of Class I MD in 

the transition rules of Art. 120)

Regulation 2020/561 published in EU 

Official Journal 24th April 2020 

(application date moved to May 2021)

The evolution of Regulation (EU) 2017/745



WHERE YOU CAN FIND INFORMATION 

ADN UPDATES



https://ec.europa.eu/health/medical-devices-sector/overview_en

Information, documentation, updates

https://ec.europa.eu/health/medical-devices-sector/overview_en


https://ec.europa.eu/health/medical-devices-sector/new-

regulations_en

Information, documentation, updates

https://ec.europa.eu/health/medical-devices-sector/new-regulations_en


Information, documentation, updates



MDCG page

https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-

documents-and-other-guidance_it

Main site Medical Devices EU

https://ec.europa.eu/health/medical-devices-sector/overview_en

Competent Authorities for Medical Devices CAMD

https://www.camd-europe.eu

European Association of Notified bodies for Medical devices (Team-NB)

https://www.team-nb.org

IMDRF - GHTF

http://www.imdrf.org/ghtf/ghtf-archives.asp

NANDO

https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.main

Information, documentation, updates

https://ec.europa.eu/health/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_it
https://ec.europa.eu/health/medical-devices-sector/overview_en
https://www.camd-europe.eu/
https://www.team-nb.org/
http://www.imdrf.org/ghtf/ghtf-archives.asp
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.main


https://www.medtecheurope.org

Information, documentation, updates

https://www.medtecheurope.org/


Factsheets

https://ec.europa.eu/health/medical-devices-

sector/publications_en

https://ec.europa.eu/health/medical-devices-sector/publications_en
https://ec.europa.eu/health/health/md_newregulations/publications_en
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Factsheets



What has changed? Main points …



THE NEW DEFINITION OF MEDICAL 

DEVICE AND THE NEW SCOPE OF THE 

REGULATION



«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:

▪ 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.

The definition of Medical Device



Examples of

Medical Devices

… and many

more!



Article 1 – Subject matter and scope

1. This Regulation lays down rules concerning the placing on the market, making available on 

the market or putting into service of medical devices for human use and accessories for 

such devices in the Union. This Regulation also applies to clinical investigations concerning 

such medical devices and accessories conducted in the Union.

2. This Regulation shall also apply, as from the date of application of common specifications 

adopted pursuant to Article 9, to the groups of products without an intended medical 

purpose that are listed in Annex XVI, taking into account the state of the art, and in 

particular existing harmonised standards for analogous devices with a medical purpose, 

based on similar technology. The common specifications for each of the groups of products 

listed in Annex XVI shall address, at least, application of risk management as set out in 

Annex I for the group of products in question and, where necessary, clinical evaluation 

regarding safety.

Subject matter and scope



ANNEX XVI - LIST OF GROUPS OF PRODUCTS WITHOUT AN INTENDED 

MEDICAL PURPOSE REFERRED TO IN ARTICLE 1(2)

1. Contact lenses or other items intended to be introduced into or onto the eye.

2. Products intended to be totally or partially introduced into the human body through 

surgically invasive means for the purpose of modifying the anatomy or fixation of body 

parts with the exception of tattooing products and piercings.

3. Substances, combinations of substances, or items intended to be used for facial or other 

dermal or mucous membrane filling by subcutaneous, submucous or intradermal injection 

or other introduction, excluding those for tattooing.

4. Equipment intended to be used to reduce, remove or destroy adipose tissue, such as 

equipment for liposuction, lipolysis or lipoplasty.

5. High intensity electromagnetic radiation (e.g. infra-red, visible light and ultra-violet) emitting 

equipment intended for use on the human body, including coherent and non-coherent 

sources, monochromatic and broad spectrum, such as lasers and intense pulsed light 

equipment, for skin resurfacing, tattoo or hair removal or other skin treatment.

6. Equipment intended for brain stimulation that apply electrical currents or magnetic or 

electromagnetic fields that penetrate the cranium to modify neuronal activity in the brain.

Inclusion of product without an intended medical purpose



Article 1 – Subject matter and scope

8. Any device which, when placed on the market or put into service, incorporates, as an 

integral part, a substance which, if used separately, would be considered to be a 

medicinal product as defined in point 2 of Article 1 of Directive 2001/83/EC, including a 

medicinal product derived from human blood or human plasma as defined in point 10 of 

Article 1 of that Directive, and that has an action ancillary to that of the device, shall be 

assessed and authorised in accordance with this Regulation.

However, if the action of that substance is principal and not ancillary to that of the 

device, the integral product shall be governed by Directive 2001/83/EC or Regulation (EC) No 

726/2004 of the European Parliament and of the Council (1), as applicable. In that case, the 

relevant general safety and performance requirements set out in Annex I to this Regulation 

shall apply as far as the safety and performance of the device part are concerned.

Catheter coated with anticoagulant: 

Medical Device 2017/745
Medicated plaster: drug

Subject matter and scope



Article 1 – Subject matter and scope

9. Any device which is intended to administer a medicinal product as defined in point 2 of 

Article 1 of Directive 2001/83/EC shall be governed by this Regulation, without prejudice to 

the provisions of that Directive and of Regulation (EC) No 726/2004 with regard to the 

medicinal product.

However, if the device intended to administer a medicinal product and the medicinal product 

are placed on the market in such a way that they form a single integral product which is 

intended exclusively for use in the given combination and which is not reusable, that 

single integral product shall be governed by Directive 2001/83/EC or Regulation (EC) No 

726/2004, as applicable. In that case, the relevant general safety and performance 

requirements set out in Annex I to this Regulation shall apply as far as the safety and 

performance of the device part of the single integral product are concerned.

Syringe for injections: Medical 

Device 2017/745
Syringe for heparin

administration: drug

Syringe pump: Medical 

Device 2017/745

Subject matter and scope



THE TRANSITION PERIOD:

The move to May 26, 2021 of the date of 

application of the MDR and 

consequences on the transition period, 

the validity of the declarations of 

conformity and EC certificates



The «problem» of Notified Bodies

56 Notified

Bodies under 

MDD 93/42



33 Notified

Bodies under 

MDR 2017/745

7 Notified

Bodies under 

IVDR 2017/746

Updated 28th September 2022

The «problem» of Notified Bodies



Relevant definitions

Definitions …. to keep in mind!!! 

«placing on the market» means the first making available of a device, other 

than an investigational device, on the Union market;

«making available on the market» means any supply of a device, other than 

an investigational device, for distribution, consumption or use on the Union 

market in the course of a commercial activity, whether in return for payment or 

free of charge;

«putting into service» means the stage at which a device, other than an 

investigational device, has been made available to the final user as being ready 

for use on the Union market for the first time for its intended purpose;



An important note from The ‘Blue Guide’ 

on the implementation of EU products rules 2022



MDR transition timelines

Art. 120 Transitional provisions



1. From 26 May 2021, any publication of a notification in respect of a notified body in accordance with 

Directives 90/385/EEC and 93/42/EEC shall become void..

2. Certificates issued by notified bodies in accordance with Directives 90/385/EEC and 93/42/EEC prior to 25 

May 2017 shall remain valid until the end of the period indicated on the certificate, except for certificates 

issued in accordance with Annex 4 to Directive 90/385/EEC or Annex IV to Directive 93/42/EEC which shall 

become void at the latest on 27 May 2022.

Certificates issued by notified bodies in accordance with Directives 90/385/EEC and 93/42/EEC from 25 May 

2017 shall remain valid until the end of the period indicated on the certificate, which shall not exceed five 

years from its issuance. They shall however become void at the latest on 27 May 2024.

3. By way of derogation from Article 5 of this Regulation, a device which is a class I device pursuant to 

Directive 93/42/EEC, for which the declaration of conformity was drawn up prior to 26 May 2021 and for 

which the conformity assessment procedure pursuant to this Regulation requires the involvement of a 

notified body, or which has a certificate that was issued in accordance with Directive 90/385/EEC or Directive 

93/42/EEC and that is valid by virtue of paragraph 2 of this Article, may be placed on the market or put into 

service until 26 May 2024, provided that from 26 May 2021 it continues to comply with either of those 

Directives, and provided there are no significant changes in the design and intended purpose. 

However, the requirements of this Regulation relating to post-market surveillance, market 

surveillance, vigilance, registration of economic operators and of devices shall apply in place of the 

corresponding requirements in those Directives.

Without prejudice to Chapter IV and paragraph 1 of this Article, the notified body that issued the certificate 

referred to in the first subparagraph shall continue to be responsible for the appropriate surveillance in 

respect of all of the applicable requirements relating to the devices it has certified.

MDR transition timelines

Art. 120 Transitional provisions



4. Devices lawfully placed on the market pursuant to Directives 90/385/EEC and 93/42/EEC prior to 26 May 

2021, and devices placed on the market from 26 May 2021 pursuant to paragraph 3 of this Article, may 

continue to be made available on the market or put into service until 26 May 2025.

5. By way of derogation from Directives 90/385/EEC and 93/42/EEC, devices which comply with this 

Regulation may be placed on the market prior to 26 May 2021.

6. By way of derogation from Directives 90/385/EEC and 93/42/EEC, conformity assessment bodies which 

comply with this Regulation may be designated and notified prior to 26 May 2021. Notified bodies which are 

designated and notified in accordance with this Regulation may carry out the conformity assessment 

procedures laid down in this Regulation and issue certificates in accordance with this Regulation prior to 26 

May 2021.

NB: The «grace period» defined in Art. 120 is valid only for

Devices with a valid MDD certificate released from a Notified

Body (Class Is, Im, IIa, IIb, III) and for Class I MDD devices

that change Class under the new rules of MDR.

MDR transition timelines

Art. 120 Transitional provisions



… no discrimination!



THE NEW OBLIGATIONS OF THE 

MANUFACTURER OF MEDICAL DEVICES



Manufacturer means a natural or legal person who manufactures or fully 

refurbishes a device or has a device designed, manufactured or fully 

refurbished, and markets that device under its name or trademark;

Definition of manufacturer



(32) ‘authorised representative’ means any natural or legal person 

established within the Union who has received and accepted a written 

mandate from a manufacturer, located outside the Union, to act on the 

manufacturer's behalf in relation to specified tasks with regard to the latter's 

obligations under this Regulation;

(33) ‘importer’ means any natural or legal person established within the 

Union that places a device from a third country on the Union market;

(34) ‘distributor’ means any natural or legal person in the supply chain, 

other than the manufacturer or the importer, that makes a device available 

on the market, up until the point of putting into service;

(35) ‘economic operator’ means a manufacturer, an authorised

representative, an importer, a distributor or the person referred to in Article 

22(1) and 22(3);

Other economic operators

Art. 14

Art. 13

Art. 11-12



Obligations of manufacturers

MDR 2017/745 – Art. 10 General obligations of manufacturers

1. When placing their devices on the market or putting them into service, manufacturers 

shall ensure that they have been designed and manufactured in accordance with 

the requirements of this Regulation.

2. Manufacturers shall establish, document, implement and maintain a system for risk 

management as described in Section 3 of Annex I.

3. Manufacturers shall conduct a clinical evaluation in accordance with the requirements 

set out in Article 61 and Annex XIV, including a PMCF.

4. Manufacturers of devices other than custom-made devices shall draw up and keep up to 

date technical documentation for those devices. The technical documentation shall be 

such as to allow the conformity of the device with the requirements of this Regulation to 

be assessed. The technical documentation shall include the elements set out in Annexes 

II and III. The Commission is empowered to adopt delegated acts in accordance with 

Article 115 amending, in the light of technical progress, the Annexes II and III.

5. Manufacturers of custom-made devices shall draw up, keep up to date and keep 

available for competent authorities documentation in accordance with Section 2 of Annex 

XIII.



6. Where compliance with the applicable requirements has been demonstrated following the 

applicable conformity assessment procedure, manufacturers of devices, other than 

custom-made or investigational devices, shall draw up an EU declaration of conformity 

in accordance with Article 19, and affix the CE marking of conformity in accordance 

with Article 20.

7. Manufacturers shall comply with the obligations relating to the UDI system referred to 

in Article 27 and with the registration obligations referred to in Articles 29 and 31.

8. Manufacturers shall keep the technical documentation, the EU declaration of conformity 

and, if applicable, a copy of any relevant certificate, including any amendments and 

supplements, issued in accordance with Article 56, available for the competent authorities 

for a period of at least 10 years after the last device covered by the EU declaration 

of conformity has been placed on the market. In the case of implantable devices, the 

period shall be at least 15 years after the last device has been placed on the market..

Upon request by a competent authority, the manufacturer shall, as indicated therein, provide 

that technical documentation in its entirety or a summary thereof.

A manufacturer with a registered place of business outside the Union shall, in order to allow 

its authorised representative to fulfil the tasks mentioned in Article 11(3), ensure that the 

authorised representative has the necessary documentation permanently available.

Obligations of manufacturers



9. Manufacturers shall ensure that procedures are in place to keep series production in 

conformity with the requirements of this Regulation. Changes in device design or 

characteristics and changes in the harmonised standards or CS by reference to which the 

conformity of a device is declared shall be adequately taken into account in a timely 

manner. Manufacturers of devices, other than investigational devices, shall 

establish, document, implement, maintain, keep up to date and continually improve 

a quality management system that shall ensure compliance with this Regulation in 

the most effective manner and in a manner that is proportionate to the risk class 

and the type of device.

The quality management system shall cover all parts and elements of a manufacturer's 

organisation dealing with the quality of processes, procedures and devices. It shall 

govern the structure, responsibilities, procedures, processes and management resources 

required to implement the principles and actions necessary to achieve compliance with the 

provisions of this Regulation.

The quality management system shall address at least the following aspects:

…..

Obligations of manufacturers



Obligations of manufacturers



10. Manufacturers of devices shall implement and keep up to date the post-market 

surveillance system in accordance with Article 83.

11. Manufacturers shall ensure that the device is accompanied by the information set out 

in Section 23 of Annex I in an official Union language(s) determined by the Member 

State in which the device is made available to the user or patient. The particulars on 

the label shall be indelible, easily legible and clearly comprehensible to the intended user 

or patient.

12. Manufacturers who consider or have reason to believe that a device which they have 

placed on the market or put into service is not in conformity with this Regulation shall 

immediately take the necessary corrective action to bring that device into conformity, 

to withdraw it or to recall it, as appropriate. They shall inform the distributors of the 

device in question and, where applicable, the authorised representative and importers 

accordingly. Where the device presents a serious risk, manufacturers shall immediately 

inform the competent authorities of the Member States in which they made the device 

available and, where applicable, the notified body that issued a certificate for the device in 

accordance with Article 56, in particular, of the non-compliance and of any corrective 

action taken.

13. Manufacturers shall have a system for recording and reporting of incidents and field 

safety corrective actions as described in Articles 87 and 88.

Obligations of manufacturers



Obblighi dei fabbricanti

14. Manufacturers shall, upon request by a competent authority, provide it with all the 

information and documentation necessary to demonstrate the conformity of the device, in 

an official Union language determined by the Member State concerned. The competent 

authority of the Member State in which the manufacturer has its registered place of 

business may require that the manufacturer provide samples of the device free of charge 

or, where that is impracticable, grant access to the device. Manufacturers shall 

cooperate with a competent authority, at its request, on any corrective action taken 

to eliminate or, if that is not possible, mitigate the risks posed by devices which they have 

placed on the market or put into service.

…..

15. Where manufacturers have their devices designed or manufactured by another legal or 

natural person the information on the identity of that person shall be part of the 

information to be submitted in accordance with Article 30(1).

16. Natural or legal persons may claim compensation for damage caused by a defective 

device in accordance with applicable Union and national law.

Manufacturers shall, in a manner that is proportionate to the risk class, type of device and the 

size of the enterprise, have measures in place to provide sufficient financial coverage in 

respect of their potential liability under Directive 85/374/EEC, without prejudice to more 

protective measures under national law.



PERSON RESPONSIBLE FOR 

REGULATORY COMPLIANCE



Article 15

1. Manufacturers shall have available within their organisation at least one person responsible 

for regulatory compliance who possesses the requisite expertise in the field of medical devices. 

The requisite expertise shall be demonstrated by either of the following qualifications:

Person responsible for regulatory compliance

Without prejudice to national provisions regarding professional qualifications, manufacturers of 

custom-made devices may demonstrate the requisite expertise referred to in the first 

subparagraph by having at least two years of professional experience within a relevant 

field of manufacturing.

a) a diploma, certificate or other evidence of formal qualification, 

awarded on completion of a university degree or of a course of 

study recognised as equivalent by the Member State 

concerned, in law, medicine, pharmacy, engineering or another 

relevant scientific discipline, and at least one year of 

professional experience in regulatory affairs or in quality 

management systems relating to medical devices;

b) four years of professional experience in regulatory affairs or in 

quality management systems relating to medical devices.



2. Micro and small enterprises within the meaning of Commission Recommendation 

2003/361/EC (1) shall not be required to have the person responsible for regulatory 

compliance within their organisation but shall have such person permanently and continuously 

at their disposal.

(1) <50 employees and revenues <=10M€

Person responsible for regulatory compliance



3. The person responsible for regulatory compliance shall 

at least be responsible for ensuring that:

a) the conformity of the devices is appropriately 

checked, in accordance with the quality 

management system under which the devices are 

manufactured, before a device is released; 

b) the technical documentation and the EU declaration 

of conformity are drawn up and kept up-to-date;

c) the post-market surveillance obligations are 

complied with in accordance with Article 10(10);

d) the reporting obligations referred to in Articles 87 

to 91 are fulfilled;

e) in the case of investigational devices, the statement 

referred to in Section 4.1 of Chapter II of Annex XV 

is issued

4. If a number of persons are jointly responsible for regulatory compliance in accordance with 

paragraphs 1, 2 and 3, their respective areas of responsibility shall be stipulated in writing.

Person responsible for regulatory compliance



5. The person responsible for regulatory compliance shall suffer no disadvantage within the 

manufacturer's organisation in relation to the proper fulfilment of his or her duties, regardless of 

whether or not they are employees of the organisation.

6. Authorised representatives shall have permanently and continuously at their disposal at 

least one person responsible for regulatory compliance who possesses the requisite expertise 

regarding the regulatory requirements for medical devices in the Union. The requisite expertise 

shall be demonstrated by either of the following qualifications:

a) a diploma, certificate or other evidence of formal qualification, awarded on completion of a 

university degree or of a course of study recognised as equivalent by the Member State 

concerned, in law, medicine, pharmacy, engineering or another relevant scientific 

discipline, and at least one year of professional experience in regulatory affairs or in quality 

management systems relating to medical devices; 

b) four years of professional experience in regulatory affairs or in quality management 

systems relating to medical devices.

Person responsible for regulatory compliance



QUALIFICATION: IS MY PRODUCT A 

MEDICAL DEVICE IN THE FIRST PLACE?

FOCUS on SaMD/MDSW



Guidance on Qualification and Classification of Software



Qualification of Software as a Medical Device

Software must have a medical purpose on its own to be qualified as a medical device 

software (MDSW). It should be noted that the intended purpose as described by the 

manufacturer of the software is relevant for the qualification and classification of any device.

In order to be qualified as medical device software, the product must first fulfil the definition of 

software according to this guidance and the definition of a medical device according to Article 

2(1) of Regulation (EU) 2017/745 – MDR.

It is important to clarify that not all software used within healthcare is qualified as a medical 

device. For example, “Simple search”, which refers to the retrieval of records by matching 

record metadata against record search criteria or to the retrieval of information does not qualify 

as medical device software (e.g. library functions).

However, software which is intended to process, analyse, create or modify medical 

information may be qualified as a medical device software if the creation or modification of 

that information is governed by a medical intended purpose.

Software intended for non-medical purposes (excluding MDR Annex XVI devices), such as 

invoicing or staff planning, does not qualify as a medical device software. These software do 

not fall under the Medical Devices Regulations.

It must be highlighted that the risk of harm to patients, users of the software, or any 

other person, related to the use of the software within healthcare, including a possible 

malfunction is not a criterion on whether the software qualifies as a medical device.

Guidance on Qualification and Classification of Software



Guidance on Qualification and Classification of Software



Guidance on Qualification and Classification of Software



NEW CLASSIFICATION RULES IN THE 

MDR

FOCUS on SaMD/MDSW



The Classification in 4 classes remains as already foreseen by the 

Directive, but with some important changes in the classification rules

Classification rules

Class III

Class IIb

Class IIa

Class I, Im, Is, Ir



Classification of medical devices



ANNEX VIII

22 classification rules

▪ 1-4 NON-INVASIVE DEVICES

▪ 5-8 INVASIVE DEVICES

▪ 9-13 ACTIVE DEVICES

▪ 14-22 SPECIAL RULES

Classification rules

Most software will 

fall here …



Classification rules



Rule 9

All active therapeutic devices intended to administer or exchange energy are classified as 

class IIa unless their characteristics are such that they may administer energy to or exchange 

energy with the human body in a potentially hazardous way, taking account of the nature, the 

density and site of application of the energy, in which case they are classified as class IIb.

All active devices intended to control or monitor the performance of active therapeutic class IIb 

devices, or intended directly to influence the performance of such devices are classified as class 

IIb.

All active devices intended to emit ionizing radiation for therapeutic purposes, including devices 

which control or monitor such devices, or which directly influence their performance, are classified 

as class IIb.

All active devices that are intended for controlling, monitoring or directly influencing the 

performance of active implantable devices are classified as class III.

Classification rules – ACTIVE DEVICES

General explanation of the rule

This rule covers many different groups of devices, such as:

electrical equipment used in surgery such as lasers and surgical generators; stimulation devices; devices 

intended to emit ionizing radiation for therapeutic purposes, including devices which control or monitor such 

devices, or which directly influence their performance; devices intended for controlling, monitoring or directly 

influencing the performance of active implantable devices.

Active implantable devices are covered by Rule 8.



Rule 10

Active devices intended for diagnosis and monitoring are classified as class IIa:

▪ if they are intended to supply energy which will be absorbed by the human body, except for 

devices intended to illuminate the patient's body, in the visible spectrum, in which case they are 

classified as class I;

▪ if they are intended to image in vivo distribution of radiopharmaceuticals; or

▪ if they are intended to allow direct diagnosis or monitoring of vital physiological processes, 

unless they are specifically intended for monitoring of vital physiological parameters and the 

nature of variations of those parameters is such that it could result in immediate danger to the 

patient, for instance variations in cardiac performance, respiration, activity of the central 

nervous system, or they are intended for diagnosis in clinical situations where the patient is in 

immediate danger, in which cases they are classified as class IIb..

Active devices intended to emit ionizing radiation and intended for diagnostic or therapeutic 

radiology, including interventional radiology devices and devices which control or monitor such 

devices, or which directly influence their performance, are classified as class IIb.

General explanation of the rule

This rule covers a whole range equipment in various fields for capture of physiological signals, as well as 

specifically therapeutic and diagnostic radiology.

Classification rules – ACTIVE DEVICES



Rule 11

Software intended to provide information which is used to take decisions with diagnosis or 

therapeutic purposes is classified as class IIa, except if such decisions have an impact that may 

cause: 

▪ death or an irreversible deterioration of a person's state of health, in which case it is in class III; 

or

▪ a serious deterioration of a person's state of health or a surgical intervention, in which case it is 

classified as class IIb.

Software intended to monitor physiological processes is classified as class IIa, except if it is 

intended for monitoring of vital physiological parameters, where the nature of variations of those 

parameters is such that it could result in immediate danger to the patient, in which case it is 

classified as class IIb.

All other software is classified as class I.

General explanation of the rule

Rule 11 describes and categorizes the risk of software based on the combination of the significance of the 

information provided by the software to the healthcare decision and the healthcare situation or patient’s 

condition.

This rule also distinguishes between MDSW (medical device software) intended to monitor vital and non-vital 

physiological processes (the sub-rule only applies to software intended for monitoring purposes only).

Software used in conjunction with medical devices(s) which solely record, store or display information would 

generally not be considered devices (see guidance MDCG 2019-11, section 3.3 for further detail). For example, 

software analogous to diaries for recording insulin doses would not be considered devices, unless an analysis is 

performed on the data or the device in some way alters the patients treatment, prescription, doses etc.

Classification rules – ACTIVE DEVICES



Rule 12

All active devices intended to administer and/or remove medicinal products, body liquids 

or other substances to or from the body are classified as class IIa, unless this is done in a 

manner that is potentially hazardous, taking account of the nature of the substances involved, of 

the part of the body concerned and of the mode of application in which case they are classified as 

class IIb.

General explanation of the rule

This rule is intended to primarily cover drug delivery systems and anaesthesia equipment. If the device’s 

intended route of drug delivery is pulmonary, Rule 20 applies.

Classification rules – ACTIVE DEVICES

Rule 13

All other active devices are classified as class I.



Rule 22

Active therapeutic devices with an integrated or incorporated diagnostic function which 

significantly determines the patient management by the device, such as closed loop systems 

or automated external defibrillators, are classified as class III.

General explanation of the rule

This rule is intended for therapeutic devices whose intended functionality is dependent to a significant degree on 

an integrated or incorporated diagnostic function.

Automated or ‘closed-loop’ therapeutic systems are systems in which relevant biological conditions are 

automatically monitored (uses feedback from physiological sensors) and is used to adjust a therapy in order to 

maintain or achieve a particular physiological state. Such devices are normally used in precision medicine and/or 

personalised therapies for obtaining optimal therapeutic efficacy. This rule covers systems such as autonomic 

pharmacological (drug-delivery) and neuromodulation systems.

‘Integrated or incorporated diagnostic function’ means the functionality of a system including a physiological 

sensors e.g. the AED electrodes/pads using a feedback control to process and record changes in the patient’s 

physiological state to continuously adjust a therapy. The diagnostic function can be physically integrated or a 

component of an external sub-system.

Classification rules – SPECIAL RULES



Classification rules – SPECIAL RULES



CLOSING REMARKS



MAIN CRITICALITIES

• MANY RULES ARE TOO COMPLEX AND UNCLEAR (even for the 

subjects that should «make the system work» … Competent Authorities

and Notified Bodies)

• REDUCED NUMBER OF NOTIFIED BODIES (an issue for the renewal

of certifications)

• LONG TIMES FOR THE NEW CERTIFICATIONS AND BIG COSTS 

INCREASE (impact on the availability of products, legacy and new … 

technological innovation?)

• THE NEW RULES ARE PENALIZING THE ECONOMIC OPERATORS 

(especially small and medium enterprises)

• EUDAMED IS NOT YET FULLY WORKING (it would be the 

fundamental database to make the MDR fully operative)

Closing remarks



IS THERE A REAL RISK OF SHORTAGE OF MEDICAL DEVICES IN 

EUROPE?

Closing remarks

• MDR certificates have not been issued yet for >85% of the 

>500,000 devices previously certified under the MDD or 

AIMDD.

• The time-to-certification with MDR-designated Notified 

Bodies is taking 13-18 months on average. This is double 

the time historically needed for certification under the 

Directives.

• 54% of survey respondents said that they do not intend to 

transition some of their portfolio to the MDR. All product 

categories are impacted by potential device 

discontinuations.

• Small and Medium Enterprises (SMEs) face more 

challenges in MDR implementation than larger companies. 

At least 15 % and up to 30% of SMEs still have no access 

to an MDR-designated Notified Body. For SMEs progress 

to MDR certification is slower than average.

• MDR is currently a disincentive against launching medical 

device innovation in the EU: approximately 50% of 

respondents are deprioritising the EU market (or will do so) 

as the geography of choice for first regulatory approval of 

their new devices.



TAKEAWAY MESSAGES

• The European framework on Medical Devices is evolving in 

the direction of stricter rules and increased attention to 

safety and quality

• Implementation criticalities of the new Medical Device 

Regulations are a concern for all stakeholders

• The management of medical devices inside hospitals is of 

paramount importance for patient safety and quality of care

• Proper maintenance is a key tool for high quality 

management of medical devices

Closing remarks



… AND MORE IS YET TO COME …

Closing remarks



Thank you for the attention!

Ing. Stefano Bergamasco

MedTech Projects Srl

stefano.bergamasco@medtechprojects.com


