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We review proposed amendments to the AI 

Act which seek to manage the risks associated 

with the use of autonomous systems and 

sophisticated computing techniques that are 

already manifesting in various medical devices 

incorporating or in use alongside software 

applications. 

 •  Novel systems of funding for digital health 

platforms are also explored, offering insight into 

theories of reimbursement for Digital Health 

through inventive use of personal data and 

we offer an overview of the EU’s new Health 

Data Space Regulation. Our article on the 

Consumer Rights Bill 2022 also looks at the use of 

personal data but from a consumer perspective 

and gauges the impact of this new national 

legislation on Digital Health companies.  

As we enter the second half of 2022, we cover these 

issues and much more with the aim of providing 

a useful reference for stakeholders navigating an 

increasingly sophisticated Digital Health landscape. 

We hope you enjoy the third edition of our  

Digital Health Mid-Year Review. 

It is now well recognised that as well as improving 

efficiency and enhancing the integration of 

healthcare systems, Digital Health technology is 

only just beginning to demonstrate its true potential 

in terms of offering personalized health care, better 

diagnosis and greater quality of treatment to 

citizens across the world. The EU has been a good 

example of this exciting growth, with the European 

Digital Health market expected to approach a 

value of approximately €46 billion by the end of 

2022. Meanwhile, the EU regulatory landscape 

continues to evolve in order to keep up with the 

rapid pace of innovation in this space. 

 •  Since the publication of our Annual Digital 

Health Review in January 2022, the In Vitro 

Diagnostic Medical Device Regulation (IVDR) 

has come into effect, complementing the 

framework now in force under the Medical 

Device Regulation (MDR). We take account of 

this key development, consider the transitional 

measures provided by the European 

Commission and assess the actual impact of the 

implementing legislation on stakeholders. 

 •  The proposed Artificial Intelligence Act (AI Act) 

continues its journey through the European 

legislative process and could potentially 

become law in 2023.  
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The Compromise Text contained a number of 

proposed amendments to the draft text of an AI 

Regulation contained within the Proposal. These 

were followed by various further proposals from the 

French Presidency of the EU Council.

Under a joint committee procedure, a number of 

opinions from various EP committees, such as the 

Committee on Legal Affairs (JURI), the Committee 

on Industry, Research and Energy (ITRE) and the 

Committee on Transport and Tourism (TRAN), were 

published throughout March and April of this year 

with various further suggested amendments to the 

Proposal (the Committee Opinions). Most recently, 

a draft report from the Committee on Internal 

Market and Consumer Protection (IMCO) and the 

Committee on Civil Liberties, Justice and Home 

Affairs (LIBE) was issued in April, with an 18 May 

deadline for further amendments.

The proposal
The Proposal, also analysed in our previous article, 

available here, aims to provide a comprehensive 

regulatory framework for AI, with the stated goal 

of making “Europe fit for the digital age and turning 

the next ten years into the Digital Decade”. The EC has 

set out to do this by developing a software-based 

definition of AI that is intended to be as future-

proofed as possible. 

The value of the global Artificial Intelligence (AI) 

market in 2021 has been estimated at $327.5 billion, 

a figure that is expected to increase significantly 

over the coming years. However, the powerful 

and disruptive technologies making up this broad 

category arguably demand bold shifts in thinking 

by policy makers. EU regulators are therefore 

seeking to keep pace with a constantly evolving 

group of advanced computing techniques 

with pioneering new legislation. We set out the 

background to EU proposals for an AI regulatory 

framework and examine the most recent 

developments.

Regulating AI in the EU
The journey to a bespoke EU regulatory framework 

for AI began in earnest with the publication by the 

European Commission (EC) of a White Paper on AI 

in February 2020. This White Paper made various 

recommendations which fed into three resolutions 

on AI addressing ethics, civil liability and intellectual 

property. These recommendations were published 

by the European Parliament (EP) in October 2021.

This in turn led to the publication by the EC of 

a draft proposal for a Regulation Laying Down 

Harmonised Rules on Artificial Intelligence and 

Amending Certain Union Legislative Acts (the 

Proposal) in April 2021. The Slovenian presidency of 

the EU Council presented a draft compromise text 

in November 2021 (the Compromise Text). 

Regulating AI in the EU - 
What’s New?
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Its scope is also very broadly cast, with the 

proposed new rules applying to:

 • ‘Providers’ of AI systems irrespective of whether 

they are established within the EU or in a third 

country

 • ‘Users’ of AI systems located in the EU, and

 • Providers and users located in third countries 

“where the output produced by the system is used 

in the EU”

The Proposal follows a proportionate risk-based 

approach with the introduction of three risk 

categories:

 • Prohibited AI systems, which are forbidden

 • High-risk AI systems, which are permitted 

subject to the various requirements set out in the 

Proposal, and

 • Low-risk AI systems, where self-regulation is 

encouraged, and transparency obligations are 

imposed where certain conditions are met

The EC further proposes that primary supervision 

and surveillance responsibilities will fall to national 

competent authorities. However, a planned 

European Artificial Intelligence Board would 

facilitate the implementation of AI rules at EU-level. 

The Board would implement the rules by issuing 

opinions, recommendations, advice and guidance 

on implementation such as technical specifications 

and the application of existing standards to the 

requirements set out in the Proposal.

Compromise text and 
committee opinions
The Compromise Text and the Committee Opinions 

suggest various significant amendments to the 

Proposal, some of which are highlighted below.

Definitions
Amendments have been proposed to a number  

of existing definitions in the draft text, as well as the 

inclusion of new definitions for currently undefined 

terms such as ‘personal data’. 

More fundamentally, the EU Council and the EP have 

each proposed amendments to the definition of ‘AI 

Systems’, which highlights one of the key challenges 

inherent in regulating this dynamic technology:

 • Some of the EP committees, such as the JURI 

Committee and the ITRE Committee, seek to 

replace the word “software” with “machine-based 

system”. The TRAN Committee, on the other hand, 

propose “a system that receives machine- and/or 

human-based data”. The Committee Opinions 

also propose the inclusion of a reference to how 

outputs generated by an AI System can influence 

the environments that the AI system interacts 

with. Certain other of the Committee Opinions, 

such as the Draft Opinion by the ITRE Committee 

dated 3 March 2022, further seek to clarify that 

those environments can be real or virtual. Many 

of the EP committees also seek recognition that AI 

systems can be designed to operate with varying 

levels of autonomy

 • The Compromise Text explicitly proposes that 

any relevant system should be capable of 

inferring how to achieve a given set of human-

defined objectives by learning, reasoning or 

modelling implemented with the techniques and 

approaches listed in Annex I

Classification
The EU Council has sought to rewrite the Proposal’s 

Article 6 classification rules to “clarify the logic behind 

the classification for high-risk AI systems” and its 

interaction with some of the Annexes to the Proposal. 

It has also sought to update the list of areas relevant 

to the classification of high-risk AI systems in Annex 

III, including the addition of AI systems intended to 

be used for the control of digital infrastructure and 

AI systems intended to be used to control emissions 

and pollution. The EU Council also proposes to 

extend the prohibition on the use of AI for social 

scoring that applies to the AI systems placed on the 

market or put into service “by public authorities or on 

their behalf” to private actors as well.
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Fines and penalties
Both the EU Council and the EP have highlighted 

that the penalties provided for in the Proposal need 

to be proportionate so as not to hamper economic 

competitiveness and innovation amongst smaller 

players in the industry. One amendment suggested 

by the ITRE Committee proposes that Article 10 data 

governance infringements should be subject to a 

lower tier fine compared to the penalties applicable 

for non-compliance with prohibited AI practices 

under Article 5. However, only the JURI Committee 

have proposed specific changes to the levels of 

fines making up those tiers. In their joint report, the 

IMCO and LIBE Committees have also suggested 

that the EC may additionally adopt a decision 

imposing on the operator concerned fines up to 2% 

of the total turnover in the preceding financial year, 

where the operator intentionally or negligently:

 • Fails to provide information to the EC by the 

deadline set in an EC decision

 • Fails to rectify by the deadline set in an EC 

decision, incorrect, incomplete or misleading 

information given by a member of staff, or fails 

or refuses to provide complete information, or

 • Refuses to submit to a remote or on-site 

inspection

Conclusion
The Proposal will likely be subject to further and 

potentially significant amendment as the EC, the EU 

Council and the EP work to reach a consensus on a 

final text. As a result, it is important for stakeholders 

to keep an eye on its progress as it makes its way 

through the EU legislative process. Given the current 

levels of activity, the risk of the Proposal’s progress 

towards adoption stagnating or stalling currently 

seems low, and we are likely to see significant 

further developments before the end of 2022. 

If that is the case, and the current 24-month 

transition period provided for in the Proposal 

remains unchanged, then an EU Artificial 

Intelligence Act could be fully applicable some 

time during 2025, or even before the end of 2024. 

Stakeholders are therefore recommended to:

 • Identify and review the AI systems that they 

currently use to assess how they may be 

regulated under the EU AI regulatory regime

 • Consider how existing regulatory functions 

and compliance systems can be modified to 

accommodate new AI requirements

 • Where necessary, begin to plan and develop 

possible new AI compliance strategies and 

systems using the general framework laid out in 

the Proposal

 • Closely monitor developments on the Proposal 

at EU as well as Member State levels in order 

to maintain visibility on timelines impacting on 

business strategy and resource allocation

6
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Given that research and development is considered 

one of the most cost intensive aspects of medical 

device manufacturing, and that securing a steady 

flow of financing is a significant challenge when 

bringing medical devices to the market, this new 

guidance acknowledges third party funders as an 

important part of the solution. 

To qualify as collaborative research within the 

meaning of the updated Code, the third-party 

collaborator “must actively contribute significant 

skills, experience and/or resource complementary to 

the collaboration”. The areas of collaboration must 

also be defined in a written agreement. This feature 

differentiates it from the pre-existing research 

categories which allowed funding via research 

grants. In essence, MedTech has opened the door 

for its members to access non-industry funding and 

provides guidance on how to do so effectively and 

ethically. 

Calculation of in-kind 
educational grants
The Code permits member companies to 

contribute to Third Party Organised Educational 

Conferences on an ‘in-kind’ basis provided 

that such contributions comply with the Code’s 

requirements. It has now been updated to include a 

new Annex on the calculation of in-kind grants. 

The MedTech Europe Code of Ethical Business 

Practice (the Code) seeks to regulate the 

relationship between the medical device industry, 

healthcare professionals and healthcare 

organisations in a manner that encourages 

increased trust and patient safety. We examine  

the updates to the Code coming into force on  

1 January 2023. 

The MedTech Code is an evolving package of 

guidelines which aims to highlight up to date 

best practices to its members. In this most recent 

update, it has been expanded to include guidance 

on collaborative research, a section dealing with 

the calculation of in-kind educational grants 

and a new chapter on the use of third-party 

intermediaries. While the Code is only strictly 

applicable to MedTech Europe members, its terms 

offer helpful guidance relevant to the entire medical 

devices industry.

Collaborative Research 
New guidance on collaborative research widens the 

research options open to members, having been 

previously limited to member-initiated research, 

post market product evaluation and third-party 

research grants. Under this new heading, scientific 

research is allowed to be conducted by members in 

collaboration with non-industry partners provided 

that research has a “legitimate purpose”. 

MedTech Europe Releases 
New Ethical Guidance
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Importantly, the Code now clarifies that these 

grants must have the purpose of “advancement 

of genuine medical education”. Members are 

also advised that “In-Kind Support” should not 

include direct handling of conference registration, 

delegate accommodation or travel, and should 

be limited to assistance such as “modest secretarial 

and/or logistical support to assist with meeting 

arrangements”. These updates to the Code are 

intended to give additional guidance to members 

on how to calculate the value of these types  

of contribution.

Third party intermediaries 
This new chapter in the Code recognises the ethical 

responsibilities of Member Companies in their 

use of third-party service providers particularly in 

the realm of sales, marketing or promotions. The 

new chapter gives helpful instruction on what 

to consider and how to ensure their third-party 

intermediaries operate in an ethical way. Member 

firms may be held responsible in the event that a 

third-party intermediary operates in an unethical 

way while promoting or marketing their product. 

At the outset, companies are advised to conduct a 

thorough risk assessment of the proposed market 

prior to engaging a third-party intermediary. 

This will involve a legal and ethical review of the 

environment as it relates to medical devices. In 

briefing the third-party firm, a member company 

should formalise the scope of the activities 

envisaged by the contract, defining the precise 

scope of the third party’s engagement with health 

care practitioners or organisations. 

To further mitigate risk, prior to engagement, a 

“robust due diligence” should be performed by 

the member company upon potential third-party 

intermediary companies. The Code indicates this 

will include understanding the specific activities 

which may be deployed on the member company’s 

behalf. Once engaged, the member company 

has obligations to perform risk-based routine 

monitoring, auditing or other assessments for 

compliance with local laws and industry and 

professional codes. 

The member company should also request 

confirmation of compliance with these frameworks 

from the third-party intermediary. Where a third-

party intermediary fails to comply with local laws 

or industry and professional codes, the member 

company is “encouraged to implement necessary 

and appropriate corrective measures”. 

Conclusion 
Given that the first edition of the Code was 

released in 2015, these updates are significant 

and reflect the importance of ethical guidance 

in the field of medical devices. The updates on 

collaborative funding, in-kind grants and third-

party intermediaries provide useful reference points 

to member companies on best practice, benefit 

patients by providing greater clarity to stakeholders 

around the control of advertising and marketing 

practices while also supporting innovation by 

providing for greater flexibility for funding. 

A link to the updated Code is accessible here. 
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19 February 2020 

European 
Commission publishes 
White Paper aiming 
to foster a European 
ecosystem of 
excellence and trust 
in AI and a report on 
the safety and liability 
aspects of AI

14 June 2020 

European Parliament 
Committee on 
Industry, Research 
and Energy publishes 
its Opinion on the 
Proposal

20 October 2020  

Publication of draft 
proposal for rules 
for AI

14 June 2020 

End of public 
consultation on White 
Paper and Report on 
Liability

16 June 2022 

European Parliament 
Committee on Culture 
and Education 
publishes its Opinion 
on the Proposal

22 April 2022 

European Parliament 
Committee on the 
Environment, Public 
Health and Food 
Safety publishes 
its Opinion on the 
Proposal

23 July 2020

Beginning of inception 
Impact Assessment

3 May 2022  

Final 
recommendations 
of the European 
Parliament’s Special 
Committee on AI in a 
Digital Age formally 
adopted by the 
European Parliament 

NEXT STEPS: 

IMCO and LIBE committees aim to adopt a joint  
report by Autumn 2022 potentially followed by “Trilogue” 

negotiations between the Parliament and the Council 
mediated by the European Commission.

13 June 2022  

European Parliament 
Committee on Internal 
Market and Consumer 
Protection Committee 
on Civil Liberties, 
Justice and Home 
Affairs publishes  
Draft Report

5 April 2022 

European Parliament 
Special Committee 
on AI in a Digital Age 
publishes its Final 
Report

29 November 2021

The Slovenian 
Presidency of the 
Council of the 
European Union 
publishes compromise 
text on the Proposal

21 April 2021

European 
Commission publishes 
its proposal on a draft 
regulation governing 
the use of AI (the 
Proposal)

AI Laws  
& Timelines
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They also establish a national body tasked with 

upholding ethical standards in the conduct of 

performance studies required under the IVDR, 

called the National Office for National Research 

Ethics Committees for Performance Studies of In 

Vitro Diagnostic Medical Devices (National Office).

With the IVDR coming into force and an expanded 

range of offences that can now be prosecuted, 

the role of the Health Products Regulatory 

Authority (HPRA) has expanded significantly. It 

has been conferred with additional functions 

for the regulation of in vitro diagnostic medical 

devices (IVDs). The HPRA is now designated as the 

market surveillance authority in Ireland for IVDs 

for the purposes of the Accreditation and Market 

Surveillance Regulation (EC/765/2008) and the 

Market Surveillance Regulation (EU/2019/1020). It 

has also committed to work with the European 

Commission and the Department of Health “to 

ensure that the IVDR is implemented effectively and 

that the legal, resource and system requirements are 

all put in place at national level”.

Offences for breaches of 
the IVDR
The Irish IVDR Regulations 2022 establish a range 

of offences for economic operators, defined 

by the IVDR as a manufacturer, an authorised 

representative, an importer or a distributor, who fail 

to comply with the IVDR. These offences include:

EU Regulation 2017/746 on diagnostic medical 

devices (IVDR) came into force across the EU in late 

May 2022. Previous articles produced by our team 

provide a comprehensive overview of the changes 

introduced by the IVDR and the applicable IVDR 

transitional provisions.

As an EU Regulation, the IVDR has direct effect in 

all EU Member States. However, some aspects still 

require implementation at a national level, such 

as enforcement provisions and establishment of 

national regulatory bodies. Accordingly, on the 

same day that the IVDR came into force across the 

EU, the Irish Government enacted two regulations 

to further implement the IVDR:

 • S.I. 256 of 2022 – In Vitro Diagnostic Regulations 

(Irish IVDR Regulations 2022). These regulations 

revoke the previous Irish regulations 

implementing the IVDR’s predecessor, Directive 

98/79/EEC on in-vitro diagnostic medical devices 

(IVDD).

 • S.I. 257 of 2022 – EU (National Research Ethics 

Committees for Performance Studies of In Vitro 

Diagnostic Medical Devices Regulations 2022 

(Irish IVDR National Office Regulations).

These Regulations create offences for non-

compliance with the IVDR and formalise rules 

around the conduct of ‘Performance Studies’. 

New Legislative Measures  
to Enforce IVDR in Ireland
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 • Manufacturers are most heavily impacted with 

39 offences specified. Although not all of the 

offences are new, the increased specificity of 

the offences reflects the complexity of the IVDR. 

Unsurprisingly, quality and safety considerations 

are predominant features across the offences. 

To ensure ongoing safety, a key objective of the 

IVDR, it is now an offence for manufacturers 

to fail to fulfil their post-market surveillance 

obligations. Failing to conduct performance 

studies - a means of evaluating performance 

– as prescribed by the IVDR, is also now an 

offence.

 • Authorised Representatives, distributors and 

importers may also be held criminally liable for 

failing to uphold their obligations under the 

IVDR.

 • A range of offences are also stipulated to apply 

generally to persons engaged in prescribed 

unlawful conduct. This conduct includes making 

available or putting into service a device that 

fails to comply with a general safety and 

performance requirement under Annex I of 

the IVDR. It also includes the use of misleading 

content in the labelling, instructions for use, 

making available, putting into service or 

advertising of a device. Other general offences 

set out in the Regulations include prohibiting 

distance selling of non-compliant devices 

by information society services to persons 

established in a member state.1 Non-compliant 

economic operators engaged in distance selling 

of IVDs face penalties and may be ordered to 

cease operations altogether.

 • Notified Bodies must uphold their documentary 

and notification obligations to the HPRA or risk 

prosecution.

 • The “sponsor”2 of a performance study is also 

subject to a range of offences arising from a 

failure to comply with their obligations under the 

IVDR. These offences include those related to the 

design, authorisation, conduct, recording and 

reporting of the study.

Enforcement powers
The HPRA is given new powers of enforcement 

under the Irish IVDR Regulations 2022. For example, 

an authorised officer of the HPRA can enter 

premises, potentially accompanied by a member 

of the Irish police force, An Garda Síochána, if they 

have reasonable grounds to believe a business 

or activity connected with “any relevant thing or 

relevant service” is non-compliant with the IVDR. 

Evidence may be seized and retained for testing 

and for use as evidence in any proceedings. The 

HPRA may also issue Compliance Notices or 

Prohibition Orders directing or prohibiting certain 

corrective actions to mandate compliance with  

the IVDR. Enforcement proceedings may follow  

if such notices are not complied with in a 

satisfactory manner.

Unlike the previous Irish regulations implementing 

the IVDD,3 the new Irish IVDR Regulations do not set 

out the specific penalties that apply for offences 

under those Regulations. Instead, the penalties for 

failure to comply with the Irish IVDR Regulations are 

now found under section 32 of the Irish Medicines 

Board Act 1995 (as amended). The application of 

these penalties depends on whether the offence 

is prosecuted on a summary or indictable basis. A 

person found guilty of an offence will be liable on 

summary conviction to a fine not exceeding €2,000, 

or a term of imprisonment not exceeding one year, 

or both. A person found guilty of an offence will 

be liable on conviction on indictment in the case 

of a first offence to a fine not exceeding €120,000 

or a term of imprisonment not exceeding 10 years 

or both. In the instance of a subsequent offence, a 

person found guilty may face a fine not exceeding 

€300,000 or a term of imprisonment not exceeding 

10 years, or both.
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 Devices) Regulations, 2001
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Performance studies
Both Regulations also further implement provisions 

in the IVDR relating to performance studies.

The IVDR requires that device manufacturers 

periodically test the performance of their devices. 

Because IVDs are used to test human samples, the 

IVDR seeks to strictly limit the negative impact of 

performance testing to protect the “rights, safety, 

dignity and well-being” of human subjects. The 

IVDR requires all performance studies be subject to 

scientific and ethical review.

The Irish IVDR National Office Regulations have the 

sole objective of setting up the newly designated 

National Office and separately, National Research 

Ethics Committees (referred to under the 

Regulations as ‘National RECs’). The National RECs 

will have responsibilities for conducting ethical 

reviews of performance studies under the IVDR. 

It should be borne in mind, however, that prior 

to seeking ethical approval, those undertaking 

performance studies must first obtain authorisation 

from the HPRA.

More than one National REC can be established 

under the legislation to perform ethical reviews 

and provide opinions on performance studies 

under the IVDR. A National REC will review the risks 

and benefits of a study, consider financial undue 

influence, the arrangements for recruitment of and 

the privacy protections afforded to study subjects. 

Performance studies must have an appropriate 

policy of insurance in place. The committee 

deciding on an application may provide a 

favourable opinion, a favourable opinion subject to 

conditions, or reject the proposal outright.

The Irish IVDR National Office Regulations 

also prescribe a range of offences relating to 

performance studies including, conducting an 

IVD study contrary to a refusal, modifying a 

study without re-applying for ethical approval, 

conducting a study without insurance, knowingly 

making a false statement to a National REC, or 

claiming a study has been approved when  

it has not.

The penalties for these offences are set out in the 

Irish IVDR National Office Regulations themselves. 

A person who commits an offence is liable on 

summary conviction to a Class B fine (up to 

€4,000), up to six months in prison, or both and 

upon conviction on indictment, to a fine of up to 

€300,000, up to three years in prison, or both.

Conclusion
Both of the new Irish Regulations give further 

effect under Irish law to key features of the IVDR. 

Enforcement powers are far-reaching, especially 

those granted to the HPRA, whose oversight 

function has been broadened significantly.

Accordingly, IVD manufacturers, authorised 

representatives, importers, distributors and 

those involved in distance selling of IVDs, should 

familiarise themselves with the new Regulations to 

ensure compliance and avoid risk of prosecution. 
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to illustrate the frameworks applicable to various 

types of product categories, for example:

 • Medical devices assisted by a medicinal 

product: bone cements, dental filling materials 

or absorbable sutures (regulated by the MDR)

 • Accessories to medical devices: contact lens 

care products, skin barrier powders and gases 

used in surgery (regulated by the MDR)

 • Medicinal products: radiopharmaceuticals, 

fluoride dental preparations and medical 

disinfectants (regulated by the MPD)

 
Herbal products 
MDCG 2022-5 also aids stakeholders in 

understanding whether their product is a 

medical device or a herbal medicinal product. 

Herbal products, such as certain cough syrups, 

after-sun ointments and anaesthetic gels,  are 

regulated under the MPD providing they satisfy 

the definitions of a ‘herbal medicinal product’ or 

a ‘traditional herbal medicinal product’ provided 

for in the MPD. Where such a product achieves its 

principal intended action by means other than 

pharmacological, immunological or metabolic 

means, it can be regulated as a medical device 

under the MDR. A product containing a herbal 

substance or preparation with a demonstrated 

pharmacological action can also be regulated  

as a medical device where that pharmacological 

action is ancillary and the principal intended  

action of the product is achieved by physical  

or mechanical means.

To assist interpretation and application of the 

Medical Device Regulation (EU) 2017/745 (MDR), 

the Medical Device Coordination Group (MDCG) 

has issued specific guidance on so called 

“borderline” cases (MDCG 2022-5) where more 

than one regulatory framework may apply to a 

given healthcare product, eg drug and device 

combinations such as insulin pumps, inhalers or 

prefilled syringes. 

MDCG 2022-5 seeks to provide further clarity to 

stakeholders regarding four particular product 

categories:

 •  Borderline medical devices/medicinal products 

 •  Herbal products 

 •  Substance based medical devices

 •  Medical device and medicinal product 

combinations

 
Borderline medical devices/medicinal 
products 
In this new guidance document, the MDCG seeks 

to provide greater clarity to stakeholders on the 

borderline between medical devices which are 

regulated under the MDR and medicinal products 

which are regulated under Directive 2001/83/EC 

on the Community code relating to medicinal 

products for human use (MPD). Insights into the 

interpretation of the definitions of ‘medicinal 

product’ under the MPD and ‘pharmacological, 

immunological or metabolic means’ under the MDR 

are provided, along with lists of examples used 

Clearer Classification: 
MDCG Borderline Guidance 
Published
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Substance based medical devices
Similarly, products which are composed of 

substances that do not achieve their principal 

intended action by pharmacological, metabolic or 

immunological means can be a medical device. A 

number of classification rules under the MDR (Rules 3 

and 21) also make specific provision for this category 

of devices, examples of which include eye drops 

for hydration, fat absorbers which are systemically 

absorbed and certain oral cough treatments, 

solutions for the transport of organs and IVF media.  

Medical device and medicinal product 
combinations
MDCG 2022-5 also provides that in order to decide 

the regulatory status of a drug device combination, 

first it should be determined whether the product 

is an integral device and second, whether it is the 

device or the medicinal product part of the product 

which achieves the principal intended action. If this 

is achieved by the medicinal product, the entire 

combination product is regulated by the MPD and 

if it is achieved by the medical device, the entire 

product is regulated by the MDR. Examples are 

given to aid in this assessment:

 • Integral products consisting of medicinal 

products and medical devices which achieve 

principal intended action by the medicinal 

product, are regulated under the MPD. The 

relevant general safety and performance 

requirements of Annex I of the MDR will also 

apply insofar as the device features are 

concerned. Examples include: syringes prefilled 

with a medicinal product, aerosols containing a 

medicinal product and patches for transdermal 

drug delivery

 • Non-integral products are devices which are 

intended to administer a medicinal product 

but are not combined to form a single product. 

These non-integral products are regulated 

separately under the MDR, in respect of the 

device, and the MPD, in respect of the medicinal 

product. Examples include drug delivery pumps, 

implantable infusion pumps and syringes 

 • Medical devices which incorporate, as an 

integral part, “an ancillary medicinal product”, 

which in its own right would be a medicinal 

product within the MPD and has an action 

which is ancillary to the medical device, are 

regulated under the MDR. Examples include 

bone cements containing antibiotics, soft tissue 

fillers containing anaesthetics and intrauterine 

contraceptives containing copper or silver

 • Medical devices which incorporate herbal 

substances, which are medicinal products 

within the MPD, where the action of the herbal 

substance is shown to be ancillary to the medical 

device are regulated under the MDR. Examples 

of herbal substances that can have an ancillary 

action are Clove oil (antiseptic sedative qualities), 

Chamomile (anti-inflammatory, antiseptic 

qualities) and Icelandic Moss (anti-bacterial, anti-

inflammatory qualities) 

Conclusion
This recent guidance on the criteria which apply 

to medical devices used in combination with 

other healthcare products is intended to help 

manufacturers better understand what regulatory 

frameworks need to be complied with and why. 

Even with this additional guidance, the growing 

sophistication and complexity of healthcare 

products, including those using digital health 

technologies, can present a range of nuanced 

issues around classification and neat solutions may 

remain elusive in complex cases. 

Navigating these overlapping frameworks can 

be challenging, especially in the realm of digital 

health where software can be deployed alongside 

or within various different types of healthcare 

products. Manufacturers of these types of digital 

health products should therefore have regard to 

MDCG 2022-5 alongside more software-specific 

guidance such as MDCG 2019-11 (Guidance on 

Qualification and Classification of Software in the MDR 

and IVDR). MDCG 2022-5 is another tool available to 

stakeholders when assessing their products from a 

regulatory perspective and manufacturers should 

carefully consider the definitions and examples 

provided when making regulatory assessments 

and developing strategies for their products. The 

guidance will also be of use to manufacturers of 

new and potentially complex digital health products 

currently in the research and development phase.

The guidance can be found here. 
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There are now a total of seventeen harmonised 

European standards for the MDR:

 • EN 285:2015+A1:2021, Sterilization - Steam 

sterilizers - Large sterilizers.

 • EN ISO 13485:2016, EN ISO 13485:2016/A11:2021, EN 

ISO 13485:2016/AC:2018 Medical devices - Quality 

management systems - Requirements for 

regulatory purposes (ISO13485:2016)

 • EN ISO 14971:2019, EN ISO 14971:2019/

A11:2021 Medical devices - Application of 

risk management to medical devices (ISO 

14971:2019)

 • EN ISO 10993-23:2021 Biological evaluation of 

medical devices - Part 23: Tests for irritation (ISO 

10993-23:2021)

 • EN ISO 11135:2014 Sterilisation of health care 

products - Ethylene oxide - Requirements for the 

development, validation and routine control of 

a sterilisation process for medical devices (ISO 

11135:2014) EN ISO 11135:2014/A1:2019

 • EN ISO 11137-1:2015 Sterilisation of health care 

products - Radiation - Part 1: Requirements for 

development, validation and routine control of 

a sterilisation process for medical devices (ISO 

11137-1:2006, including Amd 1:2013) EN ISO 11137-

1:2015/A2:2019

Harmonised standards are voluntary standards 

which can be used by manufacturers to 

demonstrate the conformity of their products with 

the various technical requirements of the EU laws 

which apply to them. 

We review the current list of standards that 

have now been harmonised under the Medical 

Device Regulation 2017/745 (MDR) and the In Vitro 

Diagnostic Device Regulation 2017/746 (IVDR). 

Update: EU Publishes Additional 
Harmonised Standards for 
Medical Devices and IVDs
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 • EN ISO 11737-2:2020 Sterilisation of health care 

products - Microbiological methods - Part 2: 

Tests of sterility performed in the definition, 

validation and maintenance of a sterilisation 

process (ISO 11737-2:2019)

 • EN ISO 25424:2019 Sterilisation of health care 

products - Low temperature steam and 

formaldehyde - Requirements for development, 

validation and routine control of a sterilisation 

process for medical devices (ISO 25424:2018)

 • EN ISO 10993-9:2021 Biological evaluation 

of medical devices - Part 9: Framework for 

identification and quantification of potential 

degradation products (ISO 10993-9:2019)

 • EN ISO 10993-12:2021 Biological evaluation of 

medical devices - Part 12: Sample preparation 

and reference materials (ISO 10993-12:2021)

 • EN ISO 11737-1:2018 Sterilization of health 

care products - Microbiological methods 

- Part 1: Determination of a population of 

microorganisms on products (ISO 11737-1:2018)

 • EN ISO 13408-6:2021 Aseptic processing of health 

care products - Part 6: Isolator systems (ISO 

13408-6:2021)

 • EN ISO 13485:2016 Medical devices - Quality 

management systems - Requirements for 

regulatory purposes (ISO 13485:2016)

 • EN ISO 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)

 • EN ISO 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)

 • EN ISO 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), and

 • EN IEC 60601-2-83:2020 Medical electrical 

equipment - Part 2-83: Particular requirements 

for the basic safety and essential performance 

of home light therapy equipment

There are now a total of eleven harmonised 

standards for the IVDR:

 • EN ISO 14971:2019, EN ISO 14971:2019/

A11:2021 Medical devices - Application of 

risk management to medical devices (ISO 

14971:2019)

 • EN ISO 11737-1:2018, EN ISO 11737-1: EN ISO 

11135:2014 Sterilisation of health care products 

- Ethylene oxide - Requirements for the 

development, validation, and routine control of 

a sterilisation process for medical devices (ISO 

11135:2014) EN ISO 11135:2014/A1:2019

 • EN ISO 11137-1:2015 Sterilisation of health care 

products - Radiation - Part 1: Requirements for 

development, validation and routine control of 

a sterilisation process for medical devices (ISO 

11137-1:2006, including Amd 1:2013) EN ISO 11137-

1:2015/A2:2019

 • 2018/A1:2021 Sterilization of health care products 

- Microbiological methods - Part 1: Determination 

of a population of microorganisms on products 

(ISO 11737-1:2018)

 • EN ISO 11737-2:2020 Sterilisation of health care 

products - Microbiological methods - Part 2: 

Tests of sterility performed in the definition, 

validation and maintenance of a sterilisation 

process (ISO 11737-2:2019)

 • EN ISO 25424:2019 Sterilisation of health care 

products - Low temperature steam and 

formaldehyde - Requirements for development, 

validation, and routine control of a sterilisation 

process for medical devices (ISO 25424:2018)

 • EN ISO 11737-1:2018 Sterilization of health 

care products – Microbiological methods 

– Part 1: Determination of a population of 

microorganisms on products (ISO 11737-1:2018)

 • EN ISO 13408-6:2021 Aseptic processing of health 

care products - Part 6: Isolator systems (ISO 

13408-6:2021)
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 • EN ISO 13485:2016 Medical devices – Quality 

management systems – Requirements for 

regulatory purposes (ISO 13485:2016)

 • EN ISO 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), and

 • EN ISO 17511:2021 In vitro diagnostic medical 

devices – Requirements for establishing 

metrological traceability of values assigned 

to calibrators, trueness control materials and 

human samples (ISO 17511:2020)

Further implementing decisions regarding 

other standards will be made by the European 

Commission as more harmonised European 

standards are developed in line with the 

Commission mandate M/575, the request for  

the development of harmonised standards in 

support of the MDR and the IVDR.

For further information on Guidance on 

Standardisation for Medical Devices issued  

by the Medical Device Coordination Group  

(MDCG 2021-5), see our article here.
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There are also a number of guidance documents 

that address both the MDR and the IVDR such as: 

 • EUDAMED registration 

 • Importers/distributors 

 • Packaging and relabeling activities 

 • Persons responsible for regulatory compliance 

Notified bodies
There has been a surge in demand for conformity 

assessment services due to the revised 

classification rules set out in the IVDR. The criteria 

for organisations seeking accreditation as notified 

bodies has also become more stringent. This 

increase in demand coupled with stricter criteria 

has led to a decrease in supply of conformity 

assessment services. The European Commission, in 

its proposal extending the transitional periods notes 

that whereas under the IVDD only a relatively small 

number of high-risk devices (about 8% of all in vitro 

diagnostics on the market) were subject to notified 

body control, under the IVDR, approximately 80% 

of in vitro diagnostic medical devices will require the 

involvement of notified bodies, the vast majority of 

them for the first time.

The IVDR became fully applicable in the EU on 26 

May 2022 and overhauls the existing regulatory 

regime provided for by the In-Vitro Diagnostic 

Medical Device Directive 98/79/EC (IVDD), which 

was repealed by the IVDR on 26 May 2022.

Meanwhile, the European Commission’s Medical 

Device Coordination Group (MDCG) has published 

various guidance documents specifically addressed 

to the requirements under the IVDR. The discussion 

around notified body numbers and capacity has 

gained momentum and updated transitional 

provisions have also been receiving increasing 

attention.

Guidance
The MDCG has now published a large number of 

guidance documents addressing issues specific to 

the IVDR such as: 

 • Classification rules 

 • Transitional provisions

 • The use of clinical evidence 

 • Notified body applications for conformity 

assessment

The IVDR – What Now? 
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By the time it was repealed, 22 notified bodies had 

been designated to provide conformity assessment 

services under the IVDD. Currently, there are only 7 

notified bodies designated to provide such services 

under the IVDR. The MDCG has been aware of 

this issue for some time and again noted the issue 

of limitation in issue and capacity in its recently 

updated Joint Implementation and Preparedness 

Plan for Regulation (EU) 2017/746 on in vitro 

diagnostic medical devices.

The Competent Authorities for Medical Devices 

(CAMD) released a statement on 10 June 2022, 

where it recognised the risk of disruption to the 

supply of essential medical devices, and that 

access patients have to medical devices may be 

affected. The CAMD states that it is also aware of 

the deterrent effect this may have on innovation. 

It is working with the MDCG to “urgently seek and 

consider all potential solutions”.

However, the CAMD makes it clear that:

“derogations from conformity assessment issued by 

national competent authorities are not suitable as 

a general solution” and states that derogations 

are a matter of exception rather than a rule, 

“on the grounds of public health protection only 

rather than on the basis of commercial or market 

factors”. Derogations, the statement proceeds 

to underscore, cannot replace or substitute the 

assessment completed by notified bodies.

Transitional provisions
The European Commission, driven by the “grave 

shortage of notified body capacity” and COVID-19 

restrictions “significantly hamper[ing] the proper 

conduct of conformity assessment”, issued a 

proposal (COM/2021/627) on 14 October 2021 to 

amend the transitional implementation periods 

under the IVDR, which was then confirmed and 

approved by the European Council and the 

European Parliament.

The new transitional periods introduced under the 

amendment to Article 110(3) of the IVDR apply to 

IVDs that:

 • Do not currently require notified body 

involvement in the conformity assessment 

procedure under the IVDD, but will require this 

under the IVDR, and

 • Have a declaration of conformity issued under 

the IVDD prior to 26 May 2022

The extended transitional period will depend on the 

class of the device:

 • Existing higher risk class D and class C devices 

under the IVDD may be placed on the market 

or put into service until 26 May 2025 and 26 May 

2026 respectively, and

 • Existing devices classified as class B under the 

IVDD, and class A devices in a sterile condition, 

may be placed on the market or put into service 

until 26 May 2027

It is important to note that although these 

transitional provisions allow certain IVDs to remain 

on the market during the extended transitional 

periods outlined above, they must continue to 

comply with the IVDD from the date of application 

of the IVDR. They must not have any significant 

changes made in their design and intended 

purpose. These devices must also comply with the 

requirements of the IVDR relating to post-market 

surveillance, market surveillance, vigilance, and 

registration of economic operators.

An amendment to Article 110(4) of the IVDR 

reiterates that IVDs lawfully placed on the market 

under the IVDD prior to 26 May 2022 may continue 

to be made available on the market or put into 

service until 26 May 2025. 
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However, IVDs lawfully placed on the market from 

26 May 2022 under Article 110(3) of the IVDR may 

continue to be made available on the market or put 

into service until the following revised dates:

 • 26 May 2026 for IVDs with a certificate that was 

issued in accordance with the IVDD, and which 

is valid by virtue of Article 110(2) IVDR, and class 

D devices referred to in Article 110(3)

 • 26 May 2027 for class C devices referred to in 

Article 110(3), and

 • 26 May 2028 for class B devices and class A 

devices placed on the market in sterile condition 

as referred to in Article 110(3)

Conclusion
While guidance is always welcome, limitation  

in the number and capacity of notified bodies 

continues to present a critical challenge to the 

industry. With the IVDR now in full effect, the fact 

remains that IVD manufacturers still have limited 

access to notified bodies. 

This is an issue that is particularly important for 

devices that have been up-classed under the IVDR 

and whose manufacturers are seeking to engage 

with a notified body for the first time. Meanwhile, 

neat solutions or proposals from bodies such as 

CAMD and the MDCG remain in short supply. 

In continuing to work to tight timelines in 

challenging circumstances, IVD manufacturers  

can begin by:

 • Carefully assessing the classification of their 

current IVD product lines under the IVDR and 

identifying their corresponding regulatory 

requirements

 • Continuing to actively engage with notified 

bodies with a view to securing any necessary 

conformity assessment services

 • Monitoring and reviewing new guidance 

documents and considering their impact on 

ongoing product development and regulatory 

planning under the IVDR

Further details on the IVDR and its features can also 

be found in our previous article on the EU Extension 

of IVDR Transitional Periods.
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Digital Health 2021-2022
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Given the obvious sensitivity of health-related data, 

its commercialisation through NFTs is not without 

issues. Proponents of NFTs for medical data claim 

it allows patients to regain control of their health 

data and personal information. 

As an NFT is a smart contract, it could allow the 

owner of the NFT to set rules or parameters as to 

who could use the data, such as only for certain 

types of research. The actual cost of minting an NFT 

may put off many patients. 

AImedis launched an NFT marketplace last year, 

claiming to be the first of its kind, offering a unique 

way to buy and sell medical and scientific data. 

Other opportunities include the ability for digital 

health companies to sell NFTs offering physical 

or virtual health related goods or services. For 

example, Moody Mink Society is an NFT collection 

to allow the NFT holder to access their space in the 

Metaverse to access mental health workshops. 

The US pharmacy chain CVS recently applied for 

several NFT and metaverse related trade marks. 

Reports suggest that it aims to sell prescription 

drugs and other over the counter products in a 

virtual drugstore. CVS would authenticate the 

products through NFTs. There is a potential that 

the use of NFTs by manufacturers to streamline the 

authentication process could reduce numbers of 

counterfeit drugs.

Over the last couple of years, non-fungible tokens 

(NFTs) have become a common buzzword. Many 

types of digital assets are traded as NFTs, such as 

artworks, merchandise and real property. 

NFTs are increasingly being discussed in the 

healthcare industry. While welcomed in some parts, 

concerns are also being raised, including with 

respect to IP and commercialisation. 

What is an NFT and how 
could it be used in digital 
health?
NFTs are digital-only pieces of data that are minted, 

can be bought or sold and are stored on the 

blockchain, which is akin to an online ledger. 

NFTs have been touted as a way for patients to 

commercialise and track their own health data. 

They offer the potential to allow digital health 

companies to encourage participants in 

studies and allow them to earn money from the 

commercialisation of their data stored via an NFT. 

NFTs could allow the patient to offer their data to 

others, via the NFT on a digital marketplace. There 

has even been discussion as to whether NFTs could 

go further to cover biospecimens removed  

from patients. 

NFTs and Digital Health –  
The Next Frontier in IP 
Commercialisation?
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IP issues and opportunities 
Who owns copyright in the NFT? 
One of the issues with using NFTs for health data 

relates to ownership of the health record. 

Patients have some control regarding the use of 

their health data under privacy legislation, such as 

the GDPR. However, from an IP perspective, while 

the health information may relate to an individual, 

the copyright in the record itself would be owned by 

the creator of the record or their employer.  

Even if the person who mints the NFT owns 

copyright, there can be issues with health data 

in an NFT. Earlier this year, it was reported that a 

French surgeon attempted to sell an X-ray of a 

patient, with a gunshot wound, as an NFT, which 

led to disciplinary action and potential legal action. 

When commercialising content as an NFT, the 

owner should ensure that they own the copyright, 

or at least have a broad enough licence to permit 

such commercialisation. 

NFT trade marks
From a branding perspective, companies in the 

digital health space should consider expanding 

their trade mark coverage to cover NFTs. 

While most digital health businesses should already 

have class 9 covered in their trade marks, their 

existing protection may not be broad enough to 

cover NFTs, particularly in countries where the trade 

mark classification needs to be very specific. This 

extended trade mark coverage will also assist in 

protecting against unscrupulous third parties.

Conclusion 
While there are likely to be multiple opportunities for 

the use of NFTs in the digital health industry, it will be 

interesting to see which types of NFTs will succeed. 

Digital health companies should carefully consider 

their IP protection, particularly their trade marks 

and licences, so that they are fully prepared for NFT 

commercialisation. 
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How will the EHDS operate 
and what are the key 
objectives?
Key objectives of the EHDS are to provide individuals 

with immediate access to their digital health data, 

free of charge, in a format standardised throughout 

the EU. This health data can be shared with health 

professionals in any Member State, placing EU 

citizens in full control of their data — including 

adding information, rectifying errors, restricting 

access, etc. This in turn will make it possible for 

researchers, innovators and policy makers to use 

this electronic health data in a trusted and secure 

way that preserves privacy.

Interoperability of the health record system 

among Member States and data security are 

mandatory requirements underpinning EHDS. 

Manufacturers of health record systems will 

need to certify compliance with these standards, 

ensuring that data is issued and accepted in a 

common European format. This includes patient 

summaries, ePrescriptions, images/image reports, 

laboratory results, and discharge reports. Member 

States must appoint digital health authorities to 

oversee compliance with the EHDS and to manage 

the cross-border digital infrastructure labelled 

MyHealth@EU.

The European Commission recently announced 

its proposal for the draft Regulation for European 

Health Data Space (EHDS) (the Regulation). The 

goal of the Regulation is the creation of EHDS 

as a standardised health data space across the 

EU, allowing individuals to control and utilise 

their health data at home or in Member States. 

Importantly, the Regulation will provide a legal 

framework for innovators in the digital health space 

with access to this data to develop treatments, 

vaccines, medical devices, and other important 

health measures. In short, it will revolutionise the 

way in which health data is accessed, stored and 

used in the EU.  

As such, the EHDS has large scale legal implications 

for individuals and digital health operators across 

the EU, particularly relating to privacy and data 

protection. To grapple with the changing health 

data landscape, the Regulation provides for various 

restrictions and rules which digital health operators 

will need to familiarise themselves with once the 

Regulation comes into force. 

This summary provides an operational overview of 

the EHDS, before breaking down the compliance 

and regulatory framework, then concluding with a 

consideration of the larger impacts for innovators in 

the digital health space. 

Key Takeaways from the EU’s 
New Health Data Strategy
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Along with health professionals and individuals, 

access to the data will be available to researchers, 

public institutions, and innovators, albeit under 

strict conditions. The objective of such access is to 

develop novel treatments, vaccines, and medical 

devices, thereby strengthening the health system 

in aggregate. Innovators can gain access to the 

health data via a new decentralised infrastructure 

called HealthData@EU. In total, the EU plans 

to provide €810 million in funding to build the 

necessary infrastructure. 

EHDS compliance and 
regulatory framework
 
Key requirements
The Regulation provides that access to the data 

in the health record system will require a permit 

administered by a relevant body in each Member 

State. Researchers, institutions, and companies 

will be granted a permit only if the data is kept 

anonymised and used for specific purposes, in a 

closed and secure environment. The data cannot 

be used for decisions “detrimental to citizens”, eg 

creating products deemed harmful, selling data to 

third parties, using data for marketing purposes, 

or increasing insurance premiums. Although it 

remains to be seen how it will operate in practice, 

the permitting process creates a new regulatory 

environment for the health data industry to 

navigate.

Supervision
The Regulation provides for the establishment of 

digital health authorities responsible for enforcing 

the Regulation, who will have significant powers 

including the ability to impose fines of up to 4% 

of global turnover. The Regulation also provides 

for the establishment of the European Digital 

and Health Data Board to ensure cooperation 

between the equivalent data protection bodies the 

European Data Protection Board and European 

Data Protection Supervisor, particularly the use of 

primary and secondary health data.

Relationship with other legal 
frameworks
The Regulation is intended to complement a 

number of different legal frameworks being 

established in the EU, such as the Data Governance 

Act and the Data Act, which intend to better 

regulate the use of data.  The Regulation will also 

operate alongside the General Data Protection 

Regulation (GDPR) and function as a legal basis 

to access and use health data under GDPR which 

currently is preventing the use of such data for 

public interests purposes, such as research and 

innovation. However, considerable uncertainty 

remains as to how compliance with each of these 

legal frameworks will operate in practice, especially 

GDPR. This uncertainty was also identified by 

the European Data Protection Board (EDPB) in its 

recent opinion on the Regulation1. While welcoming 

the concept of strengthening individuals’ rights 

over their health data, the EDPB raised concerns 

regarding the risks that will arise from the primary 

and secondary use of significant volumes of  

health data and underlined the need for  

effective supervision. 

Next steps
The Regulation will now proceed through the EU 

legislative process, including through discussions 

with the European Parliament and EU Council. 

The Regulation notes its expectation that Member 

States will be in a position to implement the 

MyHealth@EU platform by 2025 and so quick 

progression through the legislative process should 

be expected. 

Conclusion
The Regulation will bring about fundamental 

change to the way in which health data is 

accessed, stored and used in the EU. It presents 

an exciting opportunity for both established and 

start up innovators in the digital health industry. 

However, much is still to be decided regarding the 

regulatory framework and those in the industry 

should monitor developments as the Regulation 

passes through the legislative process.
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Implications for the digital 
health sector
Digital content and digital services
The sections of the Bill which apply to digital 

content and digital services will be of particular 

interest to the digital health sector. Those parts of 

the Bill do not actually apply to contracts for the 

supply of “healthcare” but businesses which supply 

health related digital content or services, such as 

digital health apps, will have to comply with the 

requirements as set out in Part 3 of the Bill. 

Some notable points on Part 3:

 •  The consumers rights will apply where the 

consumer does not pay a monetary price for 

the content or services but instead gives their 

personal data which the trader commercialises. 

This essentially equates valuable personal data 

to monetary payment. 

 •  The digital content or digital services must be 

made available to a consumer without any 

undue delay after the conclusion of the contract 

with the consumer, unless agreed otherwise. 

Dealing with timing of delivery in relevant T&Cs 

will therefore be important.  

 •  The trader must ensure that it has the right to 

supply the digital content or digital service, 

at the time at which it is to be supplied. If any 

dispute regarding the right to supply arises, the 

burden of proof is on the trader to establish that 

it has the right to supply the digital content or 

digital service.

The Consumer Rights  
Bill 2022
The much anticipated Consumer Rights Bill 2022 

(the Bill) was published by the Irish Government on 

22 April 2022. It is the Irish implementing legislation 

for the Digital Content Directive, the revised Sale of 

Goods Directive and the Omnibus Directive. 

The Bill, when it comes into effect, will make 

widespread changes to consumer protection 

laws in Ireland and align them more closely with 

rules across the EU. It will create clearer rules for 

businesses and introduce new obligations on them 

when selling to consumers. It will also strengthen 

the remedies available to consumers and increase 

the penalties for businesses that breach consumer 

law.  

For an overview of the Bill generally, see our previous 

article which is available here. This Article focuses 

on some points in the Bill which will be of particular 

interest to businesses operating in the digital health 

sector as regards the protection of consumer rights. 

Consumer Rights &  
Digital Health
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 •  Strict conformity requirements will apply. These 

cover subjective elements, such as quantity, 

quality, functionality, interoperability, fitness for 

purpose, as well as objective elements, such 

as compliance with applicable laws, technical 

standards, codes of conduct, relevant security 

standards, etc. In circumstances where the 

digital content or digital service is to be supplied 

for a continuous period of time, the trader must 

comply with the requirements of conformity for 

the duration of the contract.

A trader will be liable in circumstances where the 

digital content or digital services are not provided 

in conformity with the contract. Where such a 

dispute arises, the burden of proof will again rest 

on the trader to establish that its digital service was 

supplied in accordance with the requirements of 

conformity. Where non-conformity is established, 

the Bill provides the consumer with a number of 

remedies, as appropriate in the circumstances, 

which include:

 • The right to terminate the contract for digital 

services

 • The right to have the digital service brought into 

conformity with the contract, and

 • The right to proportionate discount in price or 

termination of contract

Sale of goods
Businesses which are involved in the sale of goods 

to consumers, for example the sale of health 

wearables, should be aware of the requirements 

of, and their obligations under, Part 2 of the Bill as 

a provider of “goods with health elements”. The Bill 

sets out requirements of subjective and objective 

requirements for conformity of a sales contract, 

certain terms which will be implied into a sales 

contract, and again provides a number of remedies 

to a consumer in the event of non-conformity with 

the sales contract.  For example, depending on 

the circumstances a consumer has a new short 

term right to terminate a sales contract, the right 

to repair or replacement of goods and the right to 

a proportionate reduction in the sales price and a 

final right of termination.  

These remedies are without prejudice to the right 

of the consumer to seek other remedies such as 

damages, provided that the consumer does not 

seek to recover for the same loss twice. Additionally, 

sellers of goods with health elements may be 

liable for the producers guarantee in certain 

circumstances. 

What’s next?
The Bill is currently being considered by the Dáil 

(Irish Parliament). Once enacted, as is required by 

the Omnibus Directive, GDPR style fines will apply 

to EU-wide infringements of several parts of the Bill. 

These fines will be up to 4% of the trader’s annual 

turnover in Ireland and relevant Member States, or 

or up to €2 million, whichever is greater. 

It is important that businesses which are involved in 

the sale of goods and supply of services, including 

the sale of digital goods and/or services in the 

digital health sector, should be aware of, and plan 

for, their obligations under the Bill. The first step for 

any consumer facing business should be a review of 

its consumer facing T&Cs and customer journeys in 

the context of the new requirements
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It also found that it was difficult for consumers to 

get compensation because of difficulties proving 

complex products, particularly digital products, 

were defective and caused the injury or damage. It 

is likely that the proposed changes to the Directive 

will include revisions to certain key definitions. Those 

changes are likely to have particular significance for 

digital health products.

For example, although the current definition of 

“product” is broad, and captures digital health 

products, the definition is no longer as clear-

cut in the digital age, where the lines between 

products and services can be blurred. Issues 

have also emerged regarding the identification 

of the “producer” of a product, as one producer’s 

products can now be easily combined with 

products and services from other providers. The 

current definition of “defect” can also lead to 

uncertainty in the context of unique problems of 

the digital age, such as defects in autonomous 

behaviours and processes, and privacy and data 

infringements. The 2018 Evaluation also noted 

that the current definition of “damage” is limited 

to physical and material damage, but does not 

include other types of damage, such as economic 

or environmental damage.

In addition to issues with definitions, the 2018 

Evaluation highlighted concerns about the balance 

between the interests of consumers and producers, 

particularly relating to the burden of proof. The 

more complex a product is, where it may be difficult 

to access the required technical information, and 

Proposals for changes to the current regime 

governing liability for defective digital health 

products, and products generally, are expected 

to be introduced in the EU in the coming months. 

The proposals are likely to include amendments to 

current EU liability rules, and may require further 

changes to existing national laws. The proposals 

are aimed an updating liability rules to take 

account of developments in the digital economy 

and emerging technologies.

Liability for defective digital health products, and 

products generally, is determined by a combination 

of EU and Irish law. The current EU legal framework 

is laid down in Council Directive 85/374/EEC 

(the Directive), which was adopted in 1985 and 

was transposed into Irish law by the Liability for 

Defective Products Act 1991 (the 1991 Act). The 

Directive and the 1991 Act provide for strict liability 

where a defect in a producer’s product has caused 

injury or damage to a consumer, provided the 

consumer can prove the existence of the defect, 

the damage and a causal link between them. In 

addition to this strict liability regime, under Irish law, 

liability for injury or damage caused by products 

can also arise under fault-based principles, such as 

common law principles of negligence.

A review of the Directive has been on-going for 

several years. A 2018 evaluation of the Directive by 

the European Commission (the 2018 Evaluation) 

found that it was difficult to apply to digital 

products because of outdated concepts and 

definitions in the Directive. 

Liability for Defective 
Digital Health Products
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this can be particularly so with digital products, 

the more difficult it is likely to be for a consumer 

to prove that there was a defect in the product 

or to prove the causal link between a defect and 

damage.

The Commission recently published a summary 

report on the public consultation it ran from 

October 2021 to January 2022 on adapting the 

current EU liability rules for the digital age. The 

aim of the public consultation was to assess the 

relevance of issues identified by the 2018 Evaluation. 

Stakeholder interviews, workshops and targeted 

consultations have been conducted in parallel with 

the public consultation.

The public consultation has highlighted differences 

in views on adapting current liability rules. Certain 

stakeholders, particularly those representing 

consumer interests, believe the current regime 

is inadequate in the digital age, and does not 

adequately address issues with digital and 

emerging technologies. Other stakeholders, 

particularly those representing industry interests, 

consider that existing rules and concepts are 

broadly adequate and achieve a fair balance, and 

do not favour a wide-ranging amendment of the 

Directive.

A total of 291 responses, and various position 

papers, were received in response to questions on 

adapting the Directive. Over 93% of the responses 

came from EU Member States, with the largest 

proportion, over a third, coming from Germany. 

Only one response was received from Ireland. Just 

under 7% of responses came from non-EU countries, 

including the UK and US. The views expressed 

as part of the public consultation demonstrate 

differences in views between stakeholders on 

various issues, including liability for intangible 

products such as software and digital services, the 

position regarding non-EU online marketplaces, 

new risks and kinds of damage, and the policy 

options for adapting the Directive.

Respondents mainly agreed that consumers should 

get compensation when intangible products, such 

as software and digital services, are defective and 

cause physical or property damage, particularly in 

the case of software that controls how a product 

works, software upgrades or updates, software 

supplied separately to use on a product, and digital 

services that control how a product works. However, 

there was disagreement about how issues relating 

to data or information should be accommodated 

within the liability rules.

Over two-thirds of respondents agreed or 

strongly agreed that the Directive needs to ensure 

consumer protection for defective products that 

are bought through online marketplaces where 

there is no EU-based producer or importer. There 

was disagreement about whether the proposed 

draft Digital Services Act and draft General 

Product Safety Regulation were sufficient to ensure 

consumer protection in the context of online 

marketplaces.

A majority of respondents agreed or strongly 

agreed that producers should be liable for failing 

to provide security updates, that producers should 

be liable for damage to data, and that producers 

should be liable for data protection infringements.

Academic and research institutions, consumer 

organisations and NGOs supported legislative 

change, while business associations, and 

companies and businesses largely opposed it. 

Overall, 56% of respondents, excluding individual 

members of the public, were in favour of legislative 

change, with 62% of those in favour of treating 

digital content and software as a product in  

its own right.

Comment
The Commission is expected to bring forward 

proposals for a revised framework for liability  

for defective products in the third quarter of 2022.  

It remains to be seen what changes will be 

proposed to current liability rules and how those  

will specifically impact digital health products.
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Recent MHC Events,  
Articles & Publications
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Events & Webinars 

 •  Consumer Products Conference

 •  In-House Counsel Masterclass - 
Recent Developments in IP and AI

 • Commercial Contracts:  
What’s Market 2022? 

 • Medtech Summit 2022

 • LSX World Congress USA  
 

Publications

 • The Interaction of Automated 
Decision-making and AI

 • Regulating AI in the EU

 • AI and IP Infringement –  
A Double-Edged Sword

 • How Should Customers Approach 
Contracting for AI?

 • Digital Platforms Prepare for New 
Reporting Obligations

 • Publication of the Consumer  
Rights Bill 2022 

 • Legal Impacts and Trends in the 
Technology Sector in 2022

 • Accessing the EU Digital Health 
Market

 • Lexology – Getting the Deal Through: 
Digital Health Regulation 2022

 • MHC Excels in Who’s Who  
Legal Life Sciences

 • Complying with GDPR When Using AI

 • The Pharma Legal Handbook: 
Ireland

 • Connected Devices, Data  
& the GDPR

 • Product Liability in the Digital Age  
& Circular Economy

 • AI Review 2021
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Key contacts

Our Products Team

Legal 500, 2022

“They are easy to access and work tirelessly  
to provide practical solutions to complex  
legal and ethical issues.”

Our Life Science & Healthcare Team

Legal 500, 2021

“Excellent service and advice provided  
by a professional team. Always a pleasure  
to deal with.”

Our Privacy & Data Security Team

Legal 500, 2022

“Second to none in the sector. I would rate  
MHC higher than many London Magic Circle 
and Silver Circle firms.”

Our Technology Team

Chambers & Partners, 2021

“They consistently demonstrate a  
willingness and ability to work to very  
tight timeframes.”
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What others say about us

About us
Mason Hayes & Curran LLP is a business law firm 

with 105 partners and offices in Dublin, London,  

New York and San Francisco.

We have significant expertise in product, privacy 

and commercial law, which are sectors at the 

forefront of Digital Health law. We help our clients 

devise practical and commercially driven solutions 

solutions for products regulated under complex 

and ever changing EU health and technology 

regulatory frameworks. 

Our approach has been honed through years 

of experience advising a wide range of clients in 

diverse sectors.

We offer an in-depth understanding of the Digital 

Health regulatory landscape, with a strong 

industry focus. We ensure to give our clients clear 

explanations of complex issues, robustly defend 

their interests and devise practical value-adding 

solutions for them whenever possible.

Michaela Herron 

Partner,  

Head of Product Regulatory & Liability

+353 1 614 2878 

mherron@mhc.ie 

Martin Kelleher

Partner,  

Head of Life Sciences

+353 1 614 5206

mkelleher@mhc.ie

James Gallagher

Partner,

Product Regulatory & Liability

+353 86 068 9361 

jamesgallagher@mhc.ie

Brian Johnston

Partner,  

Privacy & Data Security

+353 1 614 7746

bjohnston@mhc.ie
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