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NET WG consultation on Horizon Scanning System – Deadline 10/11/2022 
Following the workshop on horizon scanning and the latest NET WG meeting of 17 May 2022, the group agreed to the further development of this document outlining regulators expectation for the future NET WG horizon scanning system. 
Following the written input provided on the earlier version of this document (v4) and the discussions which took place on 17 May 2022, an updated version has been formulated. 
Ahead of the upcoming NET WG meeting on 18 November 2022, you are kindly requested to provide your contributions to this work stream. Specifically, please provide input on the methodology section, including ways to search for signals, trends and factors in relevant sources using an intelligent search strategy, as well as the search strategy. Additionally, please provide your views on the criteria to be established (currently the former TT matrix has been proposed as the basis) and on Annex II, which explains in more detail the draft criteria. 
Kindly respond with your input utilising the commenting table embedded below to nada.alkhayat@Ec.europa.eu with sante-new-technologies@ec.europa.eu and sante-med-dev@ec.europa.eu in cc by 10 November 2022. 
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1. Description

The MDCG horizon scanning system aims to systematically and continuously identify opportunities, risks or other features related to new and emerging technologies which may challenge the EU regulatory system on medical devices and in vitro diagnostic medical devices. This is of pertinence as these features have an impact on:   
· patient safety or public health
· the existing legal framework (qualification/classification/clinical/compliance)
· what regulators or notified bodies will have to assess 

The system should cover technologies in various stages of development. Signals, trends and factors related to those technologies will undergo a high-level impact analysis. Based on this, decisions will be made on the need to initiate a “deep dive”, i.e. a more detailed analysis with the aim to provide insights on any concrete challenges to the system (see figure 1 in Annex). In addition, the analysis should facilitate the anticipation of future policy needs, including initiatives to support innovators/innovation and to develop expertise among regulators. Depending on the identified topic for the deep dive, it will be decided whether this should be performed by an internal TF in the NET WG, in cooperation with or transferred to another MDCG WG, or outsourced to an external contractor.

2. Methodology

· Please provide your contributions on methodology section, including ways to search for signals, trends and factors in relevant sources using an intelligent search strategy. 


a) Sources: 

· Scientific literature,
· Grey literature[footnoteRef:1],  [1:  https://en.wikipedia.org/wiki/Grey_literature] 

· (Social) media, 
· Innovation office queries from/advice to/meetings with industry/academia, 
· Clinical trial/clinical investigation info, 
· Vigilance reports, 
· Stakeholder meetings/conferences, 
· Other Horizon Scanning services, 
· Expert panel opinions[footnoteRef:2] [2:  https://health.ec.europa.eu/medical-devices-expert-panels_en] 

· Call topics in Horizon Europe, e.g. under Innovative Health Initiative
· Contributions from national competent authorities 
To be considered: Sources of public information at EUDAMED:



b) Search strategy

· Please provide your contributions on search strategy

Note 1: As part of this strategy, generic as well as specific key words need to be defined and used. As part of an initial pilot for the horizon scanning system, key words based on previous horizon scanning exercises could be used, e.g. chosen from a list of categories of technologies (see Annex II)
Note 2: Considerations on the time horizon/timeline should be included. This will be related with the level of evidence available for a specific technology (see temporary annex)

3. Criteria for more detailed analysis: 
· Need to define and agree on criteria (TT matrix as the basis – please see Annex II including the embedded excel sheet).  For your specific attention the screenshots on degree of novelty, market maturity etc. also in Annex II. Kindly provide your views and comments on them. 
· Please also provide your input to additional criteria which should be set. 

Current criteria: 
· Degree of novelty
· Market maturity 
· Potential new opportunities
· Potential new risks

4. Additional suggestions: 
A link or platform on Europa website can be used for operators to transmit some questions or request on innovative products.





Annex I
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Annex II:

TT matrix: 




Categorisation of technologies: 

Examples of technologies the NET WG pick up on through previous horizon scanning functions: This section will feed into the search strategy/scope. 

	Category

	Products made using new manufacturing processes, such as 3D printing (custom made and not-custom made devices)

	Software/MDSW/ e-Health/AI/Big data applications

	Drug Device Combinations

	Innovative implants

	New imaging technologies 

	New radiotherapy technologies

	Nanotechnology applications

	Next Generation Sequencing applications 

	Annex XVI products 

	Sensor technology for MDSW




Categories should be reviewed on a defined basis (to be defined). 









Market Maturity: 
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Document from Commission services

DG Health and Food Safety - Unit B6
July 2020

Fact sheet on MDR requirements for Transparency and Public Information

The purpose of this fact sheet is to list information which will be available to the public in
accordance with transparency obligations in MDR considering that some requirements will be
applicable only once the European database on medical devices (Eudamed) is fully functional.

Transparency is a key objective of the Medical Devices Regulation (MDR) aiming at providing a
large access to relevant information to the public and strengthening public and patient
confidence in the safety of medical devices placed on the EU market.

The transparency requirements under the MDR can be divided in different categories:

¢ information on medical devices made accessible to the public in Eudamed.
e Information which is pro-actively made publicly available outside Eudamed by the
Commission, the national competent authorities, the industry or the notified bodies.

Most of the requirements on Transparency and public access to information are linked to the
Eudamed, which is planned to become fully functional by May 2022.

The public access to the information registered in the different modules of Eudamed is
extensive. It will provide citizens with the possibility to search for information related to devices,
their manufacturers and certificates of conformity, the notify bodies which have delivered them
and some information related to the clinical investigations and the incident reports associated
with the devices.

For each module of Eudamed, two interfaces are being developed: one accessible only by the
actors (Member States, operators and notified bodies) and one for the public. It means that
each time a new module is released (e.g. actors, devices or certificates), the two interfaces are
simultaneously made available.

The MDR transparency requirements listed below are presented separately depending whether
they will be available in or outside the Eudamed database. The list below focusses on key
information to be made available and is not exhaustive:

1. List of key information which will be accessible to the public in Eudamed
The information accessible to the public in Eudamed relates to the:

e Registration of all manufacturers, their authorised representatives and importers
which are placing medical devices on the EU market,





Registration of devices, the core elements of the UDI database of part B of Annex
VI, including the basic UDI and UDI-DI of devices,

Registration of certificates of conformity, their scope and validity period,
List of notified bodies designated under the MDR, their identification humbers and
their conformity assessment activities through a link to NANDO database and the list of

their subsidiaries,

Scientific opinions of the expert panels and the written justification of the notified
body where it has not followed the scientific opinion of the expert panel,

Clinical investigation reports and their summary,

The summary of safety and clinical performance reports for implantable devices and
class Il devices,

Manufacturer incident reports (partial access) and the field safety notices for
Vigilance activities,

Summary of the results of market surveillance activities on their national territory by
each EU Member State.

List of key information which shall be publicly available outside Eudamed

This information is related to the general transparency requirement in the MDR and will
be made publicly available outside Eudamed:

National measures taken by competent authorities for the placing on the market of
single use devices which are reprocessed,

Types and levels of fees levied by Member States for funding activities carried out by
the competent authorities,

National measures governing the assessment, designation and notification of notified
bodies,

List of standard fees from notified bodies,

Summary of each Member State report on its monitoring and on-site assessment
activities regarding notified bodies,

Commission annual summary report of the peer review activities of authorities
responsible for notified bodies,

Declaration of interests of top-level management of notified bodies,





o Declaration of interests of each member of the MDCG, of its sub-groups except for
stakeholder organisations, and of the advisors within the expert panels and expert
laboratories,

e Advice provided by the expert panels,

¢ Names and affiliation of the members of the MDCG.

The above lists indicates the information which will be made available to the public respectively
in Eudamed and outside Eudamed, respectively from the entry into application of the MDR
(May 2021) and the release of Eudamed (planned for May 2022).

However, it does not necessarily mean that the information made available in the future will be
strictly limited to the one listed. Transparency in the context of the MDR can be considered as a
step by step process that may include other areas in the future.

More information, could progressively be made available in Eudamed based on experience
gained on the impact of transparency in particular on the various reporting activities and the way
this information is beneficial to the public.
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TT MATRIX

		New & Emerging Technologies WG: TT MATRIX  template

		SIG name						TECHNOLOGY AREAS																TECHNOLOGY ASSESSMENT (Selection/Prioritization/)

								1
MATERIAL		2
INTERFACE BETWEEN DEVICE & TISSUE		3
INDICATION		4
STIMULATION / ACTUATION BY ENERGY		5
TELEMETRY		6
IINFORMATION AND COMMUNICATION SYSTEM		7
COMBINATION PRODUCT		8
OTHER		DEGREE OF NOVELTY		MARKET MATURITY		POTENTIAL NEW RISK		PRIORITY FOR REGULATORY GAP ANALYSIS		POTENTIAL REGULATORY GAP

		THERAPEUTIC AREAS

























Lists

		List 1 (column B3) -THERAPEUTIC AREAS

		A - CARDIO-VASCULAR

		B - NERVOUS SYSTEM

		C - ORTHOPEDICS

		D - OPHTALMOLOGY

		E - URINARY / GYNECOLOGY / DIGESTIVE TRACT

		F - SOFT TISSUE

		G - DENTAL / MAXILLAR-FACIAL





Degrees of novelty

				Definition of a tool dedicated to select which medical device it’s better to investigate first regarding the question of new/emerging risks.



				This tool consists first in the determining of the degree of novelty of the medical device.



				Table Degree of novelty of a medical device

				Degree of novelty where the dominant is :		Clinical		With no new clinical impact		With a moderate clinical impact		With a strong clinical impact

				Technological						(Device that improves the clinical practice, and/or the patient state, and/or bringing a diagnostic alternative)		( Device which presents a major interest for health area)

				With lacking or minor novelty				1		2		4

				(= Device not having undergone a change or negligible compared to a similar device already on the world market)				(Lacking or minor novelty)		( Modarate novelty)		(Innovative device)

				Incremental				2		3		4

				(= Device including a technological breakthrough in comparison to another device)				( Modarate novelty)		( Substantial novelty)		(Innovative device)

				Breaking technology				4		4		5

				(=Device that disrupts technologies in the health area, and could replace it definitively)				(Innovative device)		(Innovative device)		( Major innovation)

				Paradigm shift				6		6		6

				(=  Device that disrupts technologies in the health area, could replace it definitively but refers to a scientific revolution)				(Paradigm shift)		(Paradigm shift)		(Paradigm shift)



				Postulate :

				The more a medical device refers to something new regarding a technological and/or clinical point of view the more the probability to have not yet identified new/emerging risks (if exist) is high => the more we have uncertainties regarding the device.



				Note : it can also be considered that the more a medical device is already known regarding a technological and/or clinical point of view, the more existing data are available and then can lead to postulate that it is unlikely to have uncertainties (even if still possible => historical example : emerging prion risk related identified on already existing and quite well known implants manufactured with tissue from bovine origin).



				On the basis of this postulate, a 3 levels qualitative scale of uncertainty can be defined :



				Low level of uncertainty : Medical devices with a degree of novelty between 1 and 3  or medical devices with a degree of novelty of 4 because of a strong clinical impact with technological incrementation or technology with lacking/minor novelty => unlikely to have existing not yet identified new/emerging risks



				Medium level of uncertainty : Medical devices with a degree of novelty of 4 because of a technological incrementation or abreaking technology or with a degree of novelty of 5 => it’s possible that there are existing not yet identified new/emerging risks



				Higher level of uncertainty : Medical devices with a degree of novelty of 6 => likely to have existing not yet identified new/emerging risks



				The highest the level is, the most investigations regarding the question of new/emerging risks should be done first.



				If the degree of novelty can’t be determined for a medical device, the investigation or not of this medical device in order to try to answer to the question of new/emerging risks about it should be based on a case by case decision.





Market Maturity





Priority for Reg. Gap An.



• PRIORITY FOR REGULATORY GAP ANALYSES
Under priority for regulatory gap analyses indicate level 1 for  high priority, level 2 for medium priority, and level 3 for low  priority. This level will be based on your overall assessment  which will include the DEGREE OF NOVELTY, the MARKET  MATURITY, and the POTENTIAL NEW RISK assessment;
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