
Mid-Year  
Digital Health Review 
ISSUE 2 – JULY 2021



2

 •  The European Commission published its draft 

regulations governing the use of AI in April this 

year. We take a closer look at these proposals 

and also consider some key challenges for the 

application of AI in the medical device sector, 

and how regulators and policy makers are 

responding.

 •  In terms of the IVDR, we also consider the key 

changes and challenges on the horizon when 

the IVDR is scheduled to take effect in May 

2022, along with a recent implementation plan 

published by the MDCG.

In this review we aim to discuss these key issues 

arising across the Digital Health landscape and we 

hope you enjoy the second edition of our Mid-Year 

Digital Health Review.

In the six months since the publication of our 2020 

Annual Review, advancement in the technology 

and legal regulation of digital health products has 

continued apace. 

Throughout the first half of 2021, in the EU we have 

seen the coming into full effect of the Medical 

Device Regulation (MDR), increased focus on 

the regulation of artificial intelligence (AI), and a 

growing focus on the In-Vitro Diagnostic Device 

Regulation (IVDR), which comes into force next year.

 •  After a prolonged wait, the MDR took effect 

on 26 May 2021. We take stock of some of the 

immediate consequences along with some 

of the key guidance recently published by the 

European Medical Devices Co-ordination Group 

(MDCG), which is of particular relevance to 

Digital Health companies.
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‘Artificial intelligence system’ (AI system) means 

software that is developed with one or more of the 

techniques and approaches listed in Annex I and 

can, for a given set of human-defined objectives, 

generate outputs such as content, predictions, 

recommendations, or decisions influencing the 

environments they interact with. 

Who is targeted?
Providers, users, importers and distributors will all be 

subject to the new rules. The place of establishment 

will not matter, however. What will matter is either 

the placing on the market or the putting into service 

or use of an AI system in the EU. A US or UK medical 

device owner whose product deploys AI and who 

sells into the EU without an EU establishment will be 

subject to these rules.

Providers are defined as the product owners/

developers and they will bear the bulk of the burden 

under this Regulation. Importers, distributors 

and users will need to pay close attention to the 

Regulation as their obligations will be significant 

and will also require investment in resources and 

administration.

The EU is leading the global charge to regulate AI 

and has now taken a significant step in realising 

that vision with the recent publication of its first AI 

Regulation. Critics claim this is a retrograde step 

that will see the EU fall further behind in the global 

race to dominate the AI sector. The EU is backing 

itself that consumers will affirm its strategy by 

ultimately demanding and only using AI products 

that are trustworthy and held to the standards set 

out in the Regulation.

The European Commission promises that this AI 

Regulation will make sure that Europeans can trust 

what AI has to offer. Proportionate and flexible rules 

will address the specific risks posed by AI systems 

and set the highest standard worldwide. The new 

rules will be applied directly in the same way across 

all Member States based on what is claimed to be a 

future-proof definition of AI. They follow a risk-based 

approach. 

What will be regulated?
The new rules will be applied directly in the same 

way across all Member States based on what the 

European Commission believes to be a future-proof 

definition of AI based on software.

The Proposed  
EU AI Regulation: 
A 10,000 ft View
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Intended use
The EU is keen that we understand that AI 

technology itself is not the focus of these new laws. 

The intended purpose of the AI is the target. This 

means the use for which an AI system is intended by 

the provider. These include the specific context and 

conditions of use, as specified in the information 

supplied by the provider in the instructions for use, 

promotional or sales materials and statements, 

as well as in the technical documentation. This 

design feature of the draft legislation will be both a 

benefit and a burden to AI providers. It will allow AI 

products to access the EU market provided at least 

one compliant intended purpose can be found. 

However, it will also necessarily exclude other uses 

which will no doubt restrict the value of the product 

on the EU market by comparison to an unregulated 

market like the US. 

Prohibited uses
AI systems considered a clear threat to the safety, 

livelihoods and rights of people will be banned. This 

includes AI systems or applications that manipulate 

human behaviour to circumvent users’ free will (e.g. 

toys using voice assistance encouraging dangerous 

behaviour of minors) and systems that allow ‘social 

scoring’ by governments.

The proposed ban on ‘real-time’ remote biometric 

identification or facial recognition systems in 

publicly accessible spaces for the purpose of 

law enforcement is garnering a lot of press, but 

perhaps disproportionately so. The challenges with 

deploying these systems in a generalised manner 

are already well understood under the GDPR. 

Risk-based approach
The next category of AI in the sliding scale of risk is 

those identified as high-risk, including AI technology 

used in:

 •  Critical infrastructures, e.g. transport, that could 

put the life and health of citizens at risk

 •  Educational or vocational training, that 

may determine the access to education and 

professional course of someone’s life, e.g. 

scoring of exams

 •  Safety components of products including AI 

application in robot-assisted surgery

 •  Employment, workers management and access 

to self-employment, e.g. CV-sorting software for 

recruitment procedures

 •  Essential private and public services including 

credit scoring denying citizens the opportunity to 

obtain a loan

 •  Law enforcement that may interfere with 

people’s fundamental rights, e.g. the evaluation 

of the reliability of evidence

 •  Migration, asylum and border control 

management, e.g. verification of authenticity of 

travel documents

 •  Administration of justice and democratic 

processes including the application of the law to 

a concrete set of facts

These high-risk AI systems will be subject to strict 

obligations before they can be put on the market:

 •  Adequate risk assessment and mitigation 

systems

 •  High quality of the datasets feeding the system 

to minimise risks and discriminatory outcomes

 •  Logging of activity to ensure traceability of 

results

 •  Detailed documentation providing all 

information necessary on the system and 

its purpose for authorities to assess their 

compliance

 •  Clear and adequate information to the user

 •  Appropriate human oversight measures to 

minimise risk

 •  High level of robustness, security and accuracy

In particular, all permitted remote biometric 

identification systems are considered high risk 

and as such are subject to strict requirements. 

Their live use in publicly accessible spaces for law 

enforcement purposes is prohibited in principle. 

Narrow exceptions are strictly defined and 

regulated, such as where strictly necessary to 

search for a missing child, to prevent a specific 

and imminent terrorist threat or to detect, locate, 

identify or prosecute a perpetrator or suspect of a 

serious criminal offence. 
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These uses are subject to authorisation by a judicial 

or other independent body and to appropriate 

limits in time, geographic reach and the databases 

searched.

The third category of AI systems on the sliding 

scale of risk are those seen as limited risk, e.g. 

chatbots. These AI systems will be subject to specific 

transparency obligations: when using AI systems 

such as chatbots, users should be aware that they 

are interacting with a machine so they can take an 

informed decision to continue or step back.

The fourth and final category are those uses of AI 

systems classed as minimal risk. The legal proposal 

allows the free use of applications such as AI-

enabled video games or spam filters. The view of 

the EU is that the vast majority of current AI systems 

fall into this category. The draft Regulation does not 

intervene here, as these AI systems represent only 

minimal or no risk for citizens’ rights or safety. 

Compliance and 
governance
In terms of governance, the European Commission 

proposes that national competent market 

surveillance authorities supervise the new rules. The 

creation of a European Artificial Intelligence Board 

will facilitate their implementation, as well as drive 

the development of standards for AI. Additionally, 

voluntary codes of conduct are proposed for non-

high-risk AI, as well as regulatory sandboxes to 

facilitate responsible innovation.

It is worth noting that existing notified bodies and 

data privacy supervisory authorities are expected 

to perform conformity assessments for AI systems 

that are safety components of products, or 

whose intended use is very much in their domain 

e.g. remote biometric testing and data privacy 

supervisory authorities. 

Measures for SMEs
Member States are mandated to provide supports 

for SMEs to provide guidance and respond 

to queries about the implementation of this 

Regulation. 

They will also be treated differently and favourably 

from a costs perspective when applying for 

conformity assessments of high-risk AI systems. 

Penalties
There is potential for infringements to give rise to 

maximum fines of up to €30M or, if the offender is 

a company, up to 6% of its total worldwide annual 

turnover for the preceding financial year, whichever 

is higher, for non-compliance with the prohibition 

of AI practices; or non-compliance of the AI system 

with data and data governance requirements. A 

sliding scale of equivalent fines (i.e. €20M/4% of its 

total worldwide annual turnover and €10M/2% of its 

total worldwide annual turnover) can be levied for 

other lesser infringements. The Commission stresses 

that its standard graduated response of dealing 

with infringements will apply, and that these 

significant fines will be a last resort. 

Grandfathering
The Regulation will apply to high-risk AI systems 

that have been placed on the market or put 

into service before the date of application of the 

Regulation only if, from that date, those systems 

are subject to significant changes in their design or 

intended purpose. 

Next steps
The AI Regulation needs to be ratified by both the 

Council and the Parliament which will take time 

and will be subject to heavy lobbying. There is a 

sense in the Commission that the big-ticket items 

like high-risk AI and its regulation will be accepted 

based on a significant and positive commentary 

and feedback period last summer. Once ratified, it is 

expected to have legal effect in each Member State 

within 2 years. In the meantime, those producing 

high-risk AI systems have a lot of work to do!

For more information on this and other topics 

related to AI, contact a member of our Intellectual 

Property or Technology teams.
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10 April 2018 

Member States sign 

up to cooperate 

on AI

14 June 2020 

End of public 

consultation on 

White paper and 

Report on liability

9 April 2019 

Digital Day 

Presentation and 

discussions on AI 

ethics guidelines

7 December 2018 

Coordinated plan 

with Member States: 

boost AI made 

in Europe. All EU 

countries to develop 

own AI strategies by 

mid-2019

1 June 2018 

AI high level expert 

group (HLEG) 

appointed & AI 

Alliance launched

23 July 2020 

Beginning of 

Inception Impact 

Assessment

26 June 2019

Policy & investment 

recommendations 

by AI HLEG. Pilot 

phase of AI ethics 

guidelines

8 April 2019

Commission 

presents approach 

to build trust in 

human-centric AI

7 June 2018 

Horizon Europe 

programme 

proposed: largest 

EU R&I programme 

ever with €100 billion

20 October 2020 

Publication of draft 

proposals for rules 

for AI

21 April 2021 

European 

Commission 

publishes draft 

regulation 

governing the use 

of AI

2021 

Interinstitutional consideration underway

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

18 December 2018

Consultation 

on draft ethics 

guidelines by AI 

HLEG

AI Laws  
& Timelines
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In addition, regulators are now being called on 

to grapple with questions of how medical device 

software is to be regulated when AI algorithms also 

form a part of its programming. 

This requires an understanding of some of the 

unique challenges that AI can give rise to in the 

context of healthcare:

1. Development: The Medical Device Regulation 

(MDR) requires software devices to be designed 

in a manner that ensures repeatability, reliability 

and performance in line with their intended 

use. However, these types of requirements are 

more easily satisfied when developing and 

programming conventional software algorithms 

as opposed to AI. This is because AI models 

are rarely programmed ‘line by line’. Instead 

many AI applications, particularly in the field of 

machine learning, are trained and tested using 

large data sets. This approach makes them 

difficult to validate and verify using existing 

standards.

2. Transparency: A related challenge that is 

particularly significant for machine learning 

algorithms based on neural networks is the so 

called ‘black box’ issue. A sophisticated multi-

layer neural network will perform billions of 

calculations in order to arrive at a decision  

or result. 

The European Commission published its Proposal 

for a Regulation on Artificial Intelligence (AI) in 

April of this year. The Proposal set out plans for a 

comprehensive regulatory framework that has the 

potential to set a global standard for the regulation 

of AI. Although elements of this proposal address 

high-risk AI applications, which are directly relevant 

to the MedTech sector, it remains the case that no 

international guidance, common specifications 

and/or harmonised standards currently exist for the 

use of AI tools in medical devices. As the availability 

of medical devices that use sophisticated AI 

continues to increase however, regulators are 

developing new policies and guidance that can 

ensure that the power and promise of these new 

technologies can be harnessed and utilised safely 

and reliably.

Key challenges for AI in 
medical devices 
In an increasingly dynamic and innovative market 

for digital health solutions, the development and 

use of medical device software in healthcare has 

already served to challenge and disrupt existing 

regulatory frameworks. 

AI in Medical Devices: 
Key Challenges and 
Global Responses
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 This complexity makes it very difficult to trace 

or diagnose the source of incorrect results in a 

meaningful way. Unfortunately, this gives rise 

to further challenges in terms of validation and 

verification. 

3. Instability: A lack of clarity as to exactly how 

some AI algorithms, especially those in the 

field of machine learning, are processing input 

data in order to produce defined outcomes 

has given rise to a growing awareness around 

‘adversarial’ learning. This lack of clarity 

also gives rise to the potential for deceptive 

input to be introduced to an AI model with 

the intention of destabilising the model and 

causing it to generate incorrect outputs. This 

issue has been illustrated in several studies 

involving visual AI tools. The studies showed 

how distortions to images that are barely visible 

to the human eye can trigger major errors by 

the AI system being targeted by the adversarial 

attack. Although these types of challenges are 

particularly serious in terms of the safety and 

performance of medical devices, ‘adversarial 

training’ techniques and ‘human-in-the-loop’ 

mechanisms that protect algorithms are being 

developed to make AI algorithms more resilient 

to these types of vulnerabilities. 

4. Data privacy: AI systems deployed in 

a healthcare context, which engage in 

‘automated processing’ of personal data, need 

to comply with the GDPR. This is specifically 

identified as an issue by the MDR. This 

compliance creates a number of challenges for 

manufacturers. For example, manufacturers 

need to provide patients with ‘meaningful 

information about the logic involved’ in any 

automated decision taken by an AI algorithm 

relating to their care. This can be challenging 

where these decisions rely on sophisticated and 

dynamic AI models. Manufacturers also need to 

ensure they have a lawful basis for processing, 

and where health data is being processed 

this often means obtaining informed consent. 

As the training of complex neural networks 

involves preparation of very large training/

testing sets of data and sophisticated and 

dynamic processing that may change over time, 

manufacturers will need to ensure they have 

identified and explained all the ways in which 

they want to use the data to the patient at the 

outset in order to rely on that consent.

5. Data and bias: Many deep learning AI models 

are trained on very large data sets that must be 

carefully identified and painstakingly labelled 

before being used. Successfully ensuring the 

quality and integrity of this training data is 

maintained is a highly involved process. The 

time and cost involved in preparing these data 

sets, something that has traditionally been 

done by human processors, has an important 

relationship with the performance of the model. 

Apart from the integrity of this data, statistical 

distribution of data must also be carefully 

managed. Training AI with data that is not 

representative of the actual environment that 

the model is designed to operate in can also 

lead to results that will reflect the biases in the 

data. This in turn creates a potential problem 

that triggers moral and ethical questions as 

well as challenges affecting the safety and 

performance of AI as a medical device. 

Emerging guidance
Guidance specifically on AI has not yet been 

published by the EU Medical Device Coordination 

Group (MDCG). Guidance, however, for AI under 

the MDR/IVDR framework has been assigned to the 

Borderline & Classification (B&C) Working Group, 

but no timeline has been set out for delivery. 

Regulators in various jurisdictions beyond the 

borders of the EU have also been developing 

proposals and guidance designed to tackle these 

emerging challenges over the last number of years, 

for example:

 •  The South Korean Ministry of Food and Drug 

Safety (MFDS) has released multiple guidance 

documents related to software using AI, Big 

Data and Machine Learning. In June 2017, the 

MFDS also published the world’s first AI medical 

device permit and examination system and was 

elected as the first Chair of the International 

Medical Device Regulators Forum (IMDRF) 

Artificial Intelligence Medical Devices (AIMDs) 

working group in June 2020.
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 •  The US Food and Drug Administration 

(FDA) published a discussion paper in 2019 

entitled Proposed Regulatory Framework for 

Modifications to Artificial Intelligence/Machine 

Learning-Based Software as a Medical Device. 

The paper proposed a framework based on 

the internationally harmonised IMDRF risk 

categorisation principles for software medical 

devices, FDA’s benefit-risk framework, the 

organisation-based Total Product Life Cycle 

approach as envisioned in the FDA Digital 

Health Software Precertification Program, as 

well as practices from existing FDA premarket 

programs such as the 510(k), De Novo, and 

Premarket approval pathways. More recently, 

the FDA published its action plan on furthering 

AI in medical devices in January 2021.

 •  Most recently on 28 June 2021, the World 

Health Organization also published Ethics & 

Governance of Artificial Intelligence for Health 

which sets out six consensus ethical principles 

for the appropriate use of AI for health.

These documents serve as a useful starting point 

when moving to piece together an emerging 

international patchwork of regulatory guidance in 

this area. 

Conclusion
Research and development of AI applications 

for the healthcare sector continues to gather 

pace internationally. In tandem, more and more 

medical devices incorporating AI are arriving to 

market. As a result, there is a pressing need for a 

coherent, consistent and ultimately harmonised 

approach to the regulation of these powerful yet 

poorly understood technologies. Work to develop 

the required regulatory guidance is well underway 

and interested stakeholders should actively 

monitor developments in the various regions and 

jurisdictions in which they operate in order to stay 

abreast of this continuously evolving regulatory 

landscape. 

It is hoped that growing awareness around the 

risks and challenges presented by the use of AI in 

healthcare, as well as the policies being developed 

to manage those risks, can also continue to foster 

increased credibility and public trust in these 

technologies, which are set to shape the provision 

of healthcare for years to come. 
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Certificate issuing bodies, be they hospitals, 

test centres or national health authorities, have 

their own digital signature keys for verification of 

Certificates which are stored in secure databases 

in each Member State. The validity and authenticity 

of Certificates can then be verified using a gateway 

set up by the European Commission to check who 

issued and signed the Certificate, with all health 

data remaining with the Member State that issued 

the Certificate.

The Certificate is a strong example of an effective 

digital solution for the safe free movement 

of citizens within the EU during the COVID-19 

pandemic. In addition, the Health Information and 

Quality Authority of Ireland has stated that the 

Certificate could also be used to facilitate mass 

gatherings such as concerts, festivals and sporting 

events. It will be a vital tool going forward as Europe 

re-opens, and could stand as a pivotal project 

in terms of the continued use of digital health 

certificates and records in the future. 

The EU Digital COVID Certificate has now been 

rolled out across Europe following a deadline 

of 1 July 2021 for Member States to adopt the 

technology. The Certificate is digital proof that 

a person has either been vaccinated against 

COVID-19, has received a negative test result or has 

recovered from COVID-19.

While Certificate holders can also request a paper 

version, both the digital and paper versions of the 

Certificate will have a QR code and digital signature 

to verify the authenticity of the Certificate. The 

digital version of the Certificate can be stored  

on a mobile app.

Once issued, Certificate holders should in principle 

be exempted from any restrictions on free 

movement imposed by Member States on public 

health grounds, unless they remain necessary and 

proportionate to safeguard public health. Fully 

vaccinated Certificate holders should also become 

exempt from travel-related testing or quarantine 

requirements imposed by Member States 14 days 

after having received their last dose of a  

COVID-19 vaccine. 

The EU Digital 
COVID Certificate 
Regulation Comes 
into Effect
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The feedback received will then inform a legislative 

proposal on the EHDS which is expected to 

be adopted in the fourth quarter of 2021. The 

consultation is split into three sections, each 

representing issues that will be central to the aims 

of the EHDS. The first section of the consultation 

focuses on access and use of personal health data 

for healthcare delivery, research and innovation 

as well as policy making and regulatory decision 

making. 

The second section invites feedback on how 

best to develop and use digital health services 

and products while at the same time ensuring 

that data privacy and liability are protected. The 

last part of the survey is focused on developing 

rules surrounding the use of AI in healthcare and 

identifying ethical concerns surrounding the use of 

AI in daily clinical practice.

The European Commission has launched a public 

consultation on the draft framework to establish 

a European Health Data Space (EHDS) which will 

remain open until 26 July 2021. The purpose of the 

EHDS is to provide a common framework across 

Member States that facilitates the exchange and 

sharing of health data across the EU while making 

use of digital technologies and AI.

The EHDS will be built on three main pillars: 

 • a strong system of data governance and rules 

for data exchange

 • data quality, and

 • strong infrastructure and interoperability

It will aim to fully exploit the potential of exchanging 

health data by developing a framework in which 

various sources of health data (such as electronic 

health records, genomics data and data from 

patient registries) are able to ‘talk’ to each 

other. This will require technical and semantic 

interoperability between different infrastructures 

and IT systems. The consultation is designed 

to gauge which policy options are preferred by 

stakeholders for the implementation of the EHDS. 

EU Launches  
Public Consultation 
on the European 
Health Data Space
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In the UK, the Medicines and Medical Devices Act 

2021 (the 2021 Act) was passed to provide for the 

updating of existing national frameworks which 

were based on the EU Medical Devices Directive 

(MDD) in the wake of Brexit. For medical devices, 

the 2021 Act provides a delegated power allowing 

the Secretary of State to establish new information 

systems, consolidates enforcement provisions, 

introduce sanctions, and introduces a new 

information gateway to enable updates on unsafe 

medical devices to be shared with the public. 

In the UK, it will be interesting to see whether the 

Secretary of State will make regulations under the 

2021 Act to mirror the MDR, or at least establish 

a somewhat similar framework in the UK. It also 

remains to be seen if the MRA between Switzerland 

and the EU will be updated in order to further 

facilitate the MDR’s implementation in Switzerland 

beyond the current impasse. 

For more information on the complex challenges 

encountered by industry stakeholders following the 

implementation of the MDR, contact a member of 

our Life Sciences Regulatory team. 

The Medical Devices Regulation (MDR) has 

introduced a new legal framework to improve 

clinical safety and enhance fair market access 

for manufacturers. Despite a 12-month delay in 

its application due to COVID-19, this extended 

implementation deadline did not ultimately 

allow for the finalisation of an amended Mutual 

Recognition Agreement (MRA) between the EU 

and Switzerland, which was essential for the Swiss 

implementation of the MDR. The extension also 

failed to cater for the enactment of any medical 

devices legislation in the UK mirroring the transition 

to the MDR in the EU. Both the UK and Switzerland 

have since responded with legislative solutions to 

address this.

Switzerland has amended its Ordinance on Medical 

Devices, allowing for the recognition of existing 

certificates issued by EU conformity assessment 

bodies, and establishing transitional timelines for 

the designation of authorised representatives in 

Switzerland for EU/EEA manufacturers. However, 

while EU conformity certificates are still recognised 

by the Swiss authorities, Swiss certificates are 

not recognised in the EU from 26 May 2021. The 

registration and labelling of products are also 

affected. Further developments on the EU-Swiss 

MRA are due to be communicated in due course.

Swiss and UK  
Medical Devices 
Frameworks  
post-26 May 2021
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 •  Increased transparency and traceability 

requirements illustrated through the rollout of 

the updated EUDAMED database and Unique 

Device Identifiers (UDIs)

 •  Stricter requirements on clinical evaluation and 

post-market surveillance that signify a shift in 

focus towards ensuring compliance throughout 

the entire life cycle of a device 

Transitional provisions
Although the various requirements under the MDR 

are now in force, manufacturers of Class I devices 

that obtained a CE marking under the old Medical 

Device Directive before 26 May 2021 may avail of 

transitional provisions that allow for a four-year 

transition period. Accordingly, manufacturers of 

these devices are permitted to continue to place 

them on the market until May 2024 and are further 

allowed to make these devices available to end-

users until May 2025.

However, manufacturers availing of these 

provisions need to take care to ensure that no 

‘significant changes’ are made to the intended 

purpose and/or design of the relevant device after 

26 May 2021. 

After a prolonged wait, the MDR finally came into 

force on 26 May 2021, replacing existing Directives 

which have been operative for over 25 years. As a 

follow on to our previous articles preparing for this 

important change, we examine where we are now 

and what issues and challenges manufacturers 

and developers need to be aware of now that the 

MDR is in force.

The MDR’s goal
The MDR introduces sweeping changes to the 

regulation of medical devices in the EU including 

but not limited to the following:

 •  Enhanced general safety and performance 

requirements for devices, with requirements in 

relation to labelling being particularly detailed

 •  An increased focus on clinical data and the 

absence of ‘grandfathering’ provisions for 

devices that have been on the market for 

an extended period of time under previous 

legislation

 •  More stringent requirements regarding the 

activities of notified bodies

 •  Enhanced recognition of the role of software as 

a medical device

MDR is Here:  
Now What?
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If such a ‘significant change’ is made to the device, 

this will trigger a requirement for certification of 

the altered device under the MDR. Although the 

MDR contains no definition of ‘significant change’, 

guidance on this issue has been published by  

the MDCG.

Notified bodies
The MDR has significantly increased the 

requirements which must be fulfilled before being 

designated as a notified body, a process that 

involves rigorous national and European audits 

which can require a minimum of up to 18 months. 

If successfully accredited, a notified body may then 

offer conformity assessment services and certify 

devices under the new MDR requirements.

In the run up to 26 May 2021, significant concerns 

had been expressed in relation to the low number 

of notified bodies applying for and securing 

accreditation as a notified body under the new 

MDR regime. Now that the MDR is in force, the 

current figure for notified bodies offering services 

under the MDR stands at 20. Although further 

organisations are in the process of securing 

accreditation, the ability of what is expected to be a 

smaller pool of organisations to provide conformity 

assessment services to manufacturers under the 

MDR will continue to be a concern.

Guidance
In the run up to 26 May 2021, the MDCG has 

continued to publish guidance documents to assist 

stakeholders in implementing the MDR. Since our 

last update, the MDCG has issued further guidance, 

bringing the total to over 70 documents, including 

the following published in the last few months:

 •  MDCG 2021-8: Clinical investigation application/

notification documents (May 2021)

 •  MDCG2021-6: Regulation (EU) 2017/745 – 

Questions & Answers regarding clinical 

investigation (May 2021)

 •  MDCG 2021- Rev. 1: Guidance on harmonised 

administrative practices and alternative 

technical solutions until EUDAMED is fully 

functional (May 2021) (update) – covered in 

further detail in our article here

 •  MDCG 2021-5: Guidance on standardisation for 

medical devices (April 2021)

While the work of the MDCG to develop and 

deliver further guidance continues, manufacturers 

should carefully monitor the relevant European 

Commission resources for updates.

Standards
Recently published MDCG guidance on 

standardisation for medical devices provides a 

useful description of the concept of ‘state of the art’ 

in the medical device context, along with the role 

of harmonised European standards in conferring 

a presumption of conformity with legislative 

requirements. Harmonised European standards 

in the field of medical devices, are developed 

by the two relevant European standardisation 

organisations:

 • The European Committee for Standardization 

(CEN), and

 • The European Committee for Electrotechnical 

Standardization (Cenelec)

As confirmed in the guidance, the various 

standardisation mandates issued by the European 

Commission to CEN and Cenelec in relation to the 

old Directives expire with those pieces of legislation. 

Added to this, a standardisation request issued 

by the European Commission under the MDR to 

CEN and Cenelec in the form of a Commission 

Implementing Decision was rejected in May 2020.

 On 14 April 2021, the European Commission 

adopted an amended Implementing Decision, 

requesting CEN and Cenelec to revise some 201 

existing harmonised standards, and to draft 27 

new standards over the next three years. On 19 July 

2021, the first of these harmonised standards were 

published in the Official Journal of the European 

Union (OJ L 256, 19.7.2021, p. 100). 
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Given the importance of harmonised standards 

to industry, the publication of these and further 

harmonised standards is something that 

manufacturers should continue to monitor closely.

Conclusion
Although the MDR is now in force, the process of 

learning to live with a regime that requires a much 

higher degree of transparency, traceability and 

data has now begun in earnest. Added to this, 

manufacturers also need to plan for a number of 

structural challenges such as the continued wait for 

EUDAMED and limited capacity amongst notified 

bodies.

While the coming into force of a major new piece 

of legislation is by its very nature disruptive, there 

are some practical steps that manufacturers and 

developers can take to successfully navigate the 

journey to a fully functioning new regulatory regime 

for medical devices under the MDR:

 •  With a view to streamlining the conformity 

assessment process as best as possible, stay 

in close contact with notified bodies regarding 

audit timelines, capacity and operational/

administrative requirements

 •  In cases where there is a dearth of guidance 

or lack of clarity, be prepared to explain and 

justify decisions made to notified bodies and 

regulators, ideally with the aid of documents 

demonstrating that the issue(s) in question have 

been scoped and appropriately analysed before 

a decision is made

 •  Continue to pro-actively monitor for updated 

guidance and harmonised standards. Have 

regard to the EU Commission implementation 

rolling plan and regularly check the European 

Commission webpage where MDCG endorsed 

documents and other guidance are published

 •  Given the detailed information to be entered, 

and the care required in order to provide data 

in an organised and accessible format, learning 

how to navigate the various modules of the 

EUDAMED database as they come on stream 

will also assist in managing the resources 

required to ensure full adherence with this  

new system
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Current HTA system
The HTA process is currently administered by 

approximately 50 different agencies spread across 

the EU. As a result of this variety, divergences 

between national laws, regulations and 

administrative provisions on the processes and 

methodologies of HTA have resulted in health 

technology developers being confronted with 

multiple and divergent requests for data leading to 

duplication and inefficiency. 

End of gridlock
It has taken over three years for an agreement 

on HTA legislation to be reached between the 

institutions of the EU. The European Commission 

adopted a proposal for regulation on HTA in 

January 2018, while the Parliament agreed on its 

negotiating mandate in February 2019. However, 

negotiations in the Council proved to be more 

cumbersome, with the Member States not agreeing 

on their negotiating mandate until March 2021. As 

such, this political deal represents somewhat of a 

breakthrough.

On 22 June 2021, the Council of the European Union 

(the Council) announced that it had come to a 

political agreement with the European Parliament 

(the Parliament) regarding a legislative proposal for 

joint work on health technology assessment (HTA). 

This deal represents a major step towards new 

rules which will benefit patients’ access to medicinal 

products and medical devices and simplify the 

HTA submission procedure for developers of these 

health technologies.

HTA explained
HTA is an evidence-based process that enables 

competent authorities to determine the relative 

effectiveness of new or existing technologies 

by measuring the added value of new health 

technologies compared to existing ones. It is also 

used to assess health technologies with regards 

to their cost implications for patients and their 

impact on the organisation of healthcare systems 

in the administration of treatment. As such, it is a 

multidisciplinary process that reviews the medical, 

economic, organisational, social and ethical 

issues related to the use of a health technology in 

a systematic manner. This allows national health 

authorities as well as health insurers to make 

informed decisions on the pricing or reimbursement 

of health technologies.

Major Milestone 
Reached on EU Health 
Technology Assessment 
Regulation
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A new Regulation
The new Regulation will replace the existing EU-

funded project-based system with a permanent 

structure to facilitate joint work. The Regulation will 

provide for joint work in four areas, namely joint 

clinical assessment, joint scientific consultation, 

identification of emerging health technologies and 

voluntary cooperation on other aspects of HTA. 

This cooperation will avoid multiple assessments of 

a product in different Member States and improve 

the functioning of the Single Market for health 

technologies. In order to reduce the administrative 

burden on health technology developers, the 

agreed text provides that such developers should 

only have to submit information, data and other 

evidence required for the joint clinical assessment 

once at EU-level. This should lead to cost savings 

and reduce duplication of work. According to 

the European Commission, stronger cooperation 

between Member States in the assessment of 

health technologies would lead to faster access to 

innovative health solutions, which should in turn 

boost innovation and improve the competitiveness 

of the European healthcare sector overall.

Next steps
The Council presidency will now submit the 

outcome of the negotiations to the Council’s 

Permanent Representatives Committee for 

endorsement. The Council followed by the 

Parliament will then have to formally adopt the 

Regulation. The new Regulation will be a welcome 

development to the health technology sector and 

should facilitate business predictability, reduce 

duplication of efforts for HTA bodies and industry 

and ensure the long-term sustainability of EU HTA 

cooperation. The joint work envisaged by the 

Regulation should also generate valuable scientific 

information for national health authorities making 

decisions about pricing and reimbursement.

18
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Top 10 Guidance for 
Digital Health 2021
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1 MDCG 2021-13: ‘Questions and answers on obligations and related rules for 

the registration in EUDAMED of actors other than manufacturers, authorised 

representatives and importers subject to the obligations of Article 31 MDR  

and Article 28 IVDR’ (June 2021) 

6 MDCG 2021-6: ‘Regulation (EU) 2017/745 –  

Questions & Answers regarding clinical investigation’ (April 2021)

2 World Health Organisation, Guidance on  

‘Ethics & Governance of Artificial Intelligence for Health’ (June 2021)

7 MDGC 2021-5: ‘Guidance on Standardisation for Medical Devices’  

(April 2021)

3 MDGC 2021-12: ‘FAQ on the European Medical Device Nomenclature (EMDN)’ 

(June 2021)

8 The European Commission, legislative proposal for the regulation of artificial 

intelligence and revised co-ordinated plan on artificial intelligence (April 2021): 

4 MDCG 2021-7: ‘Notice to manufacturers and authorised representatives on the 

impact of genetic variants on SARS-COV-2 in vitro diagnostic medical devices’ 

(May 2021)

9 The European Commission, ‘Is Your Software a Medical Device?’  

(March 2021)

5 MDCG 2021-1 Rev. 1: ‘Guidance on harmonised administrative practices and 

alternative technical solutions until EUDAMED is fully functional’ (May 2021)

10 MDCG 2021-2: ‘Guidance on state of the art of COVID-19 rapid antibody tests’ 

(March 2021)

•  Proposal for a Regulation Laying Down Harmonised Rules on Artificial Intelligence

•  Communication on Fostering a European approach to Artificial Intelligence

•  Coordinated Plan on Artificial Intelligence 2021 Review (Annexes to the  

Communication on Fostering a European Approach to Artificial Intelligence)

https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021-13_q-a-actor_registr_eudamed_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-6_en.pdf
https://www.who.int/publications/i/item/9789240029200
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021_5_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_2021-12_en.pdf
file:
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-7_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021_mdsw_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/2021-1_guidance-administrative-practices_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-2_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1623335154975&uri=CELEX%3A52021PC0206
https://digital-strategy.ec.europa.eu/en/library/communication-fostering-european-approach-artificial-intelligence#:~:text=Communication%20on%20Fostering%20a%20European%20approach%20to%20Artificial,address%20challenges%20of%20AI%20in%20a%20future-proof%20manner.
https://digital-strategy.ec.europa.eu/en/library/coordinated-plan-artificial-intelligence-2021-review#:~:text=Coordinated%20Plan%20on%20Artificial%20Intelligence%202021%20Review%20The,Member%20States%20established%20during%20the%202018%20Coordinated%20Plan.


Guidance
The Guidance describes the process used 

by the European Commission when issuing 

standardisation requests to the relevant European 

Standardisation Organisations for medical devices, 

particularly CEN and CENELEC. The standardisation 

requests relate to the development of specific 

standards which prescribe technical solutions 

in support of the essential requirements of the 

applicable legislation. Therefore, medical devices 

which are produced and designed according to 

the applicable hENs benefit from a presumption 

of conformity with the relevant essential legal 

requirements. Despite the obvious benefits afforded 

by the presumption of conformity, reliance on 

standards in the medical device sector remains 

voluntary in accordance with the purpose of 

standardisation as set out in the Regulation on 

European Standardisation 1025/2012:

“The primary objective of standardisation is 

the definition of voluntary technical or quality 

specifications with which current or future products, 

production processes or services may comply.”

The European Commission’s MDCG has issued 

new guidance explaining the role of standards 

in the medical devices sector (the Guidance). 

The Guidance sets out the governance structure 

for harmonised European standards (hENs), as 

well as the benefits of using hENs to demonstrate 

compliance with the essential requirements 

laid down in the applicable EU medical devices 

legislation. The Guidance also addresses the 

concept of ‘state of the art’, which must be taken 

into account under EU legislation on medical 

devices to ensure compliance with certain health, 

safety and performance requirements.

The current EU legislative framework on medical 

devices is based on the principles of the ‘New 

Approach’ and the ‘New Legislative Framework’, 

which define the essential requirements on health 

and safety which must be met before medical 

devices can be placed on the EU market. The 

Guidance explains that hENs play an important 

role in providing technical solutions in support of 

those essential requirements where the legislation 

is otherwise silent on how those requirements 

should be met. The Guidance notes that hENs 

contain an ‘Annex Z’, which indicates the relevant 

legal requirements covered by the standard for 

each piece of EU legislation for which they may 

demonstrate conformity.

New EU Guidance on 
Standardisation for 
Medical Devices
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In practice, a manufacturer can therefore 

choose to demonstrate compliance through the 

application of the technical solutions provided by 

hENs, by non-harmonised European standards, 

or by other international or national standards. 

A manufacturer may also choose to develop 

its own technical solutions, provided that it can 

demonstrate that the alternative non-harmonised 

means comply with the legal requirements that 

apply to the product. 

There are, however, some important exceptions 

to the principle of voluntary compliance with 

standards for the symbols and identification 

colours used to convey compulsory, regulated 

information to end users. This information must 

conform to the relevant hENs as stated in the 

Annexes of the applicable EU medical devices 

legislation. 

The Guidance also provides useful insights into 

the concept of ‘state of the art’, which must be 

taken into account in order to demonstrate the 

compliance of a product with certain health, safety 

and performance requirements as set out under 

the applicable EU medical devices legislation. As it 

is a complex concept with no actual legal status, 

the Guidance warns that conforming to the most 

recent version of a standard not listed in the Official 

Journal of the EU does not automatically imply 

compliance with the requirements in the applicable 

EU legislation, if no further evidence is provided in 

the technical documentation of the product. 

Conclusion
With the recent implementation of the MDR, this 

MDCG Guidance provides a timely reminder 

of how harmonised EU standards can help 

producers meet the essential health, safety and 

performance requirements set out in the applicable 

EU legislation. Medical device producers are 

encouraged to ensure that their compliance 

programmes incorporate the latest versions of 

the hENS to ensure continued conformity with the 

corresponding essential legal requirements set out 

in the applicable EU medical devices legislation. 

As confirmed in the Guidance, the various 

standardisation mandates issued by the 

Commission to CEN and Cenelec in relation to the 

old Directives expire with those pieces of legislation. 

CEN and Cenelec have recently accepted a 

standardisation request from the European 

Commission to adopt and list standards that will 

be recognised under the MDR and the IVDR. The 

first of these harmonised standards have now been 

published in the Official Journal of the European 

Union in respect of the MDR on 19 July 2021 (OJ L 

256, 19.7.2021, p. 100) and the IVDR on 20 July (OJ L 

258, 20.7.2021, p. 50). The publication of these and 

further harmonised standards is something that 

manufacturers should continue to monitor closely.
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The potential of AI to improve diagnosis, treatment, 

research, drug development and to support 

governments in their public health functions (such 

as pandemic preparedness and response) is 

acknowledged in the document. However, it also 

contains calls for ethics and human rights to be at 

the core of the design, deployment and use of such 

technologies, particularly where it is used in low-

to-middle income countries. The WHO Guidance 

also warns against the use of limited, low-quality, 

non-representative data in AI and points to the risk 

of predictive algorithms based on inadequate or 

inappropriate data perpetuating prejudices and 

disparities in health care. 

According to the WHO Guidance, use of high-

quality, comprehensive datasets is therefore 

essential to avoid exacerbation of a digital divide 

which causes inequitable access to healthcare 

technologies. The document also acknowledges 

the innovative approaches the private sector 

has offered to the field of AI, but calls for the 

development of effective regulatory oversight 

mechanisms to hold developers of AI accountable 

and responsible to governments, health care 

providers and patients. 

The World Health Organisation (WHO) has 

published guidance on the ethical use of AI in 

health. The WHO guidance document titled 

“Ethics and Governance of Artificial Intelligence for 

Health” (the WHO Guidance) identifies the ethical 

challenges and risks associated with the use of AI in 

healthcare. It also sets out a number of principles to 

ensure the ethical use of AI in this context. 

 

Guidance
The WHO Guidance, which marks the first 

consensus report on AI ethics in healthcare, is the 

product of a two-year development process which 

included deliberation amongst 20 leading experts 

in ethics, digital technology, law, and human 

rights. The WHO has now published this guidance 

document in the hope that the six principles laid 

out therein can form a basis for how governments, 

developers, and regulators approach the ethical 

use of AI in health.

WHO Guiding 
Principles for Ethical 
Use of Artificial 
Intelligence in Health
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Principles
The six ethical principles set out in the WHO 

Guidance, and what they mean for stakeholders, 

are:

 •  Protect autonomy: Humans should 

remain in control of healthcare systems and 

medical decisions. Protection of privacy and 

confidentiality as well as valid informed consent 

are all central to this principle. 

 •  Promoting human well-being and safety:  

AI technologies should be subject to regulatory 

requirements for safety, accuracy and efficacy 

for well-defined use cases or indications so as to 

prevent harm to the public.

 •  Ensuring transparency, explainability 

and intelligibility: AI technologies should 

be understandable to developers, medical 

professionals, patients, users and regulators. 

Developers should publish information about 

the design of AI technology to this end so that 

users of these tools can understand how they 

make decisions. 

 •  Fostering responsibility and accountability: 

It is the responsibility of stakeholders to ensure 

that AI is fit for purpose and is used under 

appropriate conditions and by appropriately 

trained people. Appropriate accountability 

mechanisms should be put in place if something 

goes wrong with AI so that those adversely 

affected have an opportunity for redress. 

 •  Ensuring inclusiveness and equity: AI for 

health should be designed to encourage 

the widest possible use and access of the 

technology and should not discriminate. AI 

should be made available for use in low-to-

middle income countries and should not encode 

biases that disadvantage certain groups. 

 •  Promoting AI that is responsive and 

sustainable: Designers, developers and 

users should continuously and systemically 

assess AI applications during actual use and 

determine whether AI is responding adequately. 

Sustainability requires that AI systems be 

designed with a view to minimising their 

environmental impact and optimising  

energy efficiency. 

Conclusion
While AI has enormous potential for strengthening 

the delivery of healthcare and medicine, the 

WHO Guidance makes it clear that there is still 

a lot of work to be done when it comes to the 

ethical challenges and risks posed by the use of 

increasingly sophisticated and disruptive digital 

technologies in the health space. Increased 

regulation should be expected, and prepared for, 

by AI developers as governments, regulators, and 

health systems continue to develop policies to 

effectively and safely harness the potential of  

these new tools. 

All stakeholders, whether they be designers, 

programmers, healthcare providers, patients, or 

governments, will have a role to play in overcoming 

the various ethical challenges that are posed by AI 

and addressed in the WHO Guidance.
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Perhaps in recognition that the IVDR would bring 

about more far-reaching structural changes to the 

way that IVDs are regulated as a result, and also 

that reform of the regulation of IVDs was perhaps 

not required as urgently as medical devices, the 

transitional period provided for in Article 110 of the 

IVDR was five years, as opposed to three years 

for the MDR. As a result, we have now entered the 

fifth and final year of the IVDR transition period as 

originally provided for. 

Meanwhile, the three-year transition period 

provided for in Article 120 of the MDR was 

subsequently extended to four years in order to 

relieve the added pressure on stakeholders created 

by the COVID-19 pandemic. This necessary delay 

of the MDR coming into full effect on 26 May 2021, 

has arguably resulted in the focus remaining on the 

MDR at the expense of the IVDR, which remains on 

track to come into full effect on 26 May 2022 despite 

growing calls for that date to be delayed. 

Changes and challenges
An overview of some of the key changes and 

challenges for manufacturers brought about 

by IVDR can help us to understand why such a 

postponement might be welcomed. 

The In-Vitro Diagnostic Medical Device Regulation 

(EU) 2017/746 (IVDR) overhauls the existing 

regulatory regime provided for by the In Vitro 

Diagnostic Medical Device Directive 98/79/EC 

(IVDD), a piece of legislation that was introduced 

in 1998. Not only will the IVDR bring about changes 

that are expected to have a profound and lasting 

impact on the IVD industry in the long term, but a 

number of factors are also conspiring to make the 

transition from the IVDD to the IVDR potentially very 

disruptive for manufacturers. 

26 May 2022 –  
The road to IVDR
The IVDR was published on 5 May 2017 and entered 

into force on 27 May 2017 alongside the MDR. 

Although the primary focus during the legislative 

process was on the MDR (as a result of device 

related incidents such as the PIP breast implants 

scandal and problems related to Metal-on-Metal 

hip implants for example) and both Regulations 

share a similar structure and themes, the IVDR does 

provide for various in-vitro device (IVD) specific 

changes, particularly in the way in which IVDs will 

now be classified. 

IVDR: Where  
Are We Now?
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Classification

The IVDR provides for a new regime for the 

classification of IVDs under Article 47 and Annex 

VIII that creates a new set of risk categories (A, B, 

C and D). The net effect of these new rules is that 

whereas under IVDD, roughly 20% of IVDs required 

third party conformity assessment by a notified 

body in order to be placed on the market, it is 

estimated that over 80% of IVDs will now require the 

involvement of a notified body in order to be placed 

on the market. The significance of this development 

is highlighted when considered alongside the lack 

of ‘grandfathering provisions’ in the IVDR, thus 

creating a very significant increase in the demand 

for conformity assessment services. Similar to 

the MDR, the IVDR also makes provision in its 

classification rules for various special categories of 

IVD such as software, single-use IVDs, companion 

diagnostics and genetic tests.  

Notified bodies

Alongside creating a surge in demand for 

conformity assessment services through revised 

classification rules, the IVDR also makes provision 

for stricter initial requirements for organisations 

seeking accreditation as notified bodies for the 

purposes of the IVDR, as well more oversight of 

notified bodies once accredited. This has led to a 

corresponding decrease in supply of conformity 

assessment services. At the time of writing, there 

are only four notified bodies accredited to provide 

conformity assessment services under the IVDR. 

Moreover, not all notified bodies are necessarily 

accredited to provide conformity assessment 

services in respect of all of the categories of IVD 

regulated under the IVDR, so certain manufacturers 

with a varied portfolio of IVDs may therefore be 

required to source conformity assessment services 

from different notified bodies depending on the  

IVD type. 

Clinical data

Manufacturers of the +80% of IVDs that are 

expected to require the involvement of a notified 

body will also need to carefully evaluate existing 

clinical and performance data for their devices 

before making this available to their new notified 

body for review. This will be required for Class 

B, C, and D IVDs (and some Class A IVDs also). 

More specifically, Article 56 of the IVDR also 

requires manufacturers to compile a performance 

evaluation report (PER) for each device, as well as 

a performance evaluation plan, scientific validity 

report, analytical performance report and clinical 

performance report (See Chapter VI & Annexes II 

and XIII). 

Post-market surveillance

Like the MDR, the IVDR provides for an enhanced 

focus on post-market surveillance and vigilance, 

with a general increase in requirements 

accompanied by a reduction in reporting 

timelines. This requires manufacturers to return 

to their established post-market surveillance 

processes to ensure that IVDR-ready plans and 

reporting systems are in place (see Article 10(9) 

and Chapter VII). Under the heading of vigilance, 

IVD manufacturers are also required to report and 

analyse serious incidents and field safety corrective 

actions and carry out trend reporting and analysis 

on vigilance data. Article 15 of the IVDR also 

makes provision for the appointment of a Person 

Responsible for Regulatory Compliance (PRRC) who 

has responsibility for ensuring that these and other 

obligations (such as ensuring that the conformity of 

the devices is appropriately checked in accordance 

with the quality management system under 

which the devices are manufactured, and that the 

technical documentation and the EU declaration of 

conformity for devices are drawn up and kept up-

to-date) are met by the manufacturer. 

Labelling

The IVDR also contains enhanced requirements 

regarding information to be supplied with IVDs on 

labelling and as part of instructions for use (See 

Annex I, Chapter III). These detailed requirements 

need to be carefully considered in order to identify 

and implement any necessary changes to the 

labelling and packaging of devices. For example, 

labels for IVDs shall now be required to bear the 

Unique Device Identifier (UDI) carrier code which is 

another new feature of the IVDR (see Article 24  

and Annex I).  
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Traceability

Owing to an increased focus on traceability and 

transparency across the supply chain, both the 

MDR and the IVDR also contain various provisions 

referring to the establishment of EUDAMED as well 

as the UDI system. EUDAMED has been designed 

as a sophisticated European database that will 

be used by economic operators and competent 

authorities to submit and store information on the 

manufacture, distribution, certification and post-

market surveillance of devices. IVD manufacturers 

therefore need to become familiar with the various 

modules making up this system (as they continue 

to become operational) in order to ensure that they 

are prepared to use this system once it becomes 

fully operational. Article 25 of the IVDR also provides 

for a UDI database in respect of IVDs which cross 

refers to the same system being implemented in 

respect of medical devices under Article 28 of  

the MDR.

Will the IVDR be 
postponed?
Although calls have been increasing for a delay to 

the implementation date of the IVDR, stakeholders 

must continue to plan on the basis that the IVDR 

will come into force on 26 May 2022. The MDCG 

has also recently published a joint implementation 

and preparedness plan for the IVDR which 

acknowledges the serious challenges involved in 

achieving full implementation of the IVDR on time. 

This plan lists two sets of ‘essential’ (Set A) and ‘high 

priority’ (Set B) actions:

Set A (essential)

 •  Contingency planning and monitoring

 •  Availability of notified bodies

 •  EU reference laboratories

 

Set B (high priority)

 •  Common specifications

 •  Guidance for notified bodies

 •  Performance evaluation and expert panels

 •  Standards

 •  Companion Diagnostics

 •  In-house devices

It is important to note that this document is drafted 

on the basis that implementation on 26 May 2022, 

although challenging, is achievable. Further detail 

and analysis of the actions identified in the MDCG 

implementation plan is addressed in more detail 

elsewhere in this edition of the Review. 

Conclusion
In such a challenging environment, manufacturers 

need to do everything they can to stay up-to-date 

on new developments while also working to execute 

on IVDR transition strategies for their devices. There 

are a number of practical steps that can guide this 

process:

 •  Carefully consider the classification of devices 

and what certification under IVDR will require. 

If involvement of a notified body is required, 

begin or continue work to secure these services 

urgently

 •  Clarify what information will be required for 

ongoing performance evaluation

 •  Actively monitor for new guidance being 

published by MDCG and ensure familiarity with 

guidance issued to date

 •  Review labelling, packaging and instructions 

for use to ensure compliance with enhanced 

requirements under the IVDR

 •  Become familiar with the operational modules 

of the EUDAMED database and the UDI system

 •  Take steps to identify and appoint a suitably 

qualified PRRC

As work intensifies to ensure that all stakeholders 

are fully ready for IVDR, the path to full 

implementation is likely to demand many creative 

solutions and difficult decisions by all involved as 

the clock continues to count down to 26 May 2022.
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Certain types of Class I devices and devices that 

are class IIa or higher require third-party conformity 

assessment by a notified body who will assess and 

certify an app as compliant with the requirements 

under the MDR before it can be placed on the 

market. The MDR also makes specific provision 

for software medical devices in its classification 

rules with the result that the majority of apps that 

are medical devices will require this third-party 

conformity assessment.

Placing an app on the EU market that is later found 

to be an unregulated software medical device can 

result in regulatory enforcement action, including 

enforced recall of the app from the market, and 

attending to negative publicity and reputational 

damage. Depending on the work required by the 

developer to demonstrate compliance, the process 

of having the app deemed compliant with the MDR 

and placing it back on the market can then require 

at least 9-12 months. This is according to current 

waiting times for conformity assessment services by  

notified bodies.

Although awareness around mental health was 

already improving and the potential for digital 

health technologies to provide uniquely effective 

solutions in this space was already recognised, the 

COVID-19 pandemic has only increased interest in 

digital means of monitoring and managing our 

psychological wellbeing. For developers of these 

types of apps however, the line that exists between 

an app addressed to general emotional wellbeing 

and a software medical device falling within 

the framework provided for under the MDR can 

sometimes be difficult to define and navigate. We 

take a look at some important factors to be  

mindful of.

Why is this important?
If an app is a medical device it must comply with 

the requirements under the MDR in order to be 

permitted to be placed on the EU market. These 

requirements are based on a risk assessment of 

devices according to classification rules provided 

for under the MDR (from low to high: Class I, Class 

IIa, Class IIb and Class III). 

Is Your Mental 
Wellbeing App a 
Medical Device?
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What to do
The obligation to correctly assess what type of app 

is being developed, and whether or not it is subject 

to the requirements set out under the MDR, rests 

with the developer. This requires a detailed and 

careful analysis that needs to be carried out on a 

case-by-case basis. However, there are some key 

points to be aware of: 

Intended purpose

The intended purpose of the app in question 

is particularly relevant in assessing whether or 

not it amounts to a medical device. Developers 

therefore need to be able to clearly state what the 

intended purpose of the app is while having regard 

to the definition of a medical device provided for 

under the MDR. Whereas more general emotional 

wellbeing apps aimed at supporting a mindfulness 

practice, stress management techniques or 

improved sleep hygiene may not trigger obligations 

under the MDR, apps that could be considered to 

go further than this by seeking to address mental 

illnesses need to be treated with care from a 

regulatory standpoint. 

Definition of medical device

Article 2 of the MDR provides a sophisticated 

definition of ‘medical device’ that needs to be 

carefully analysed in order to assess whether or 

not the app in question is captured. Of note, this 

definition refers to software that are intended 

by their manufacturer to be used for a variety 

of ‘specific medical purposes’ which need to be 

reviewed with reference to the claims and functions 

of the app in question. In the context of mental 

health and wellbeing, particular consideration 

may need to be given to whether or not the app 

is intended to diagnose, prevent, monitor, predict, 

treat or alleviate a recognised psychiatric illness or 

condition. 

Claims and promotional material

Apart from the stated intended purpose, the way 

that an app is actually then presented to potential 

users also has a bearing on qualification as a 

medical device. Developers therefore need to be 

careful to ensure that claims made in relation to 

their apps (and the overall content of marketing 

and promotional material) do not create an 

impression that the software is intended to be 

used for one of the specific medical purposes 

provided for in the definition of a medical device. 

This can be particularly important in the context of 

emotional and mental wellbeing apps, given the 

fine distinction that can exist between functions 

that support or encourage healthy behaviours 

on one hand, and functions addressed to actual 

psychiatric illnesses or conditions on the other. 

Guidance

Various guidance documents relating to the 

qualification and classification of medical devices 

should also be consulted. For example, guidance 

published by the MDCG clarifies that apps involved 

in the monitoring of mental health conditions such 

as depression can be classed as medical devices.

Conclusion
The legislation and guidance governing the 

regulation of software medical devices is complex, 

and apps need to be assessed individually by 

developers to assess whether or not the medical 

device framework is triggered in any given case. 

Ideally, that assessment should take place in the 

very early stages of the software development 

process, and indeed, the first step towards an 

effective and well-reasoned assessment involves 

developing an awareness of the risk of an app 

relating to mental health or wellbeing being 

deemed to be a software medical device in the first 

place. Beyond that, developers can then adopt a 

structured and strategic approach, ideally drawing 

on the necessary legal and technical expertise, in 

order to ensure that the app they intend to make 

available to users is compliant with all necessary 

regulatory requirements.
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Background
As stakeholders reported that uncertainty around 

the implementation of the IVDR was negatively 

affecting their preparation efforts, the plan was 

prepared to focus resources on key action points, 

so that an operational system is in place before 

May 2022. The plan reassesses the implementation 

priorities as of September 2020 and splits the 

revised priorities into what are considered “essential 

actions”, i.e. vital to secure market access for in-

vitro medical devices, and those which are “high 

priority actions”, i.e. not obligatory, but which would 

facilitate IVDR implementation. The priorities set 

out in the plan are centred around the objectives 

of public health, patient safety and transparency, 

as well as the most urgent needs of stakeholders. 

The response to COVID-19 has further constrained 

the choice of priorities as regulatory agencies, 

laboratories and device manufacturers have had to 

focus much of their resources on the pandemic. 

The Joint Implementation and Preparedness 

Plan for the In-Vitro Diagnostic Medical Device 

Regulation (IVDR) has been published following 

a review by the EU Commission’s Medical Device 

Coordination Group (MDCG). The IVDR, which has 

a date of application in May 2022, will introduce 

new requirements for in-vitro diagnostic devices. 

This will include a new risk classification system, 

greater involvement of notified bodies in conformity 

assessments, and new regulatory structures such 

as EU reference laboratories (EURLs) and expert 

panels. The IVDR had a transitional period of five 

years to ensure that its sectoral reform would be 

fully implemented. However, this objective has 

been disrupted by both the extension of the date of 

application of the MDR until May this year, and by 

state and institutional resources being diverted to 

address the COVID-19 pandemic. 

The IVDR Implementation 
and Preparedness Plan:  
A Clear Path Forward?
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Set A – Essential actions
The essential actions are as follows: 

 •  Contingency planning and monitoring:  

This will include an MDCG level forum 

to facilitate communication on critical 

implementation issues, and measures to ensure 

the availability of safe and essential devices. 

Member States and the Commission will also 

request regular updates from businesses 

and notified bodies to identify potential 

implementation problems as soon as possible 

and find adequate solutions.

 • Availability of notified bodies: Given ongoing 

concerns regarding capacity shortages due 

to the new classification system requiring 

significantly greater involvement of notified 

bodies in the conformity assessment process, 

the plan reiterates the onus on Member 

States to provide experts to participate in joint 

assessments carried out by notified bodies. The 

plan also focuses on how notified bodies can 

perform conformity assessment activities in 

COVID-19 circumstances. 

 • EURLs: These laboratories are a novelty in 

the field in-vitro diagnostic devices yet will be 

essential to the assessment of high-risk class 

D devices. Priority actions under this heading 

therefore include the adoption of implementing 

legislation on EURLS, surveying the EURL 

capacity needed to implement the IVDR and 

assessing EURL designation applications. 

Set B – High priority actions
Set B consists of the following actions which are 

considered by the MDCG as not being essential 

to the operational framework of the IVDR being in 

place by May 2022: 

 •  Common specifications: While common 

specifications for class D devices are currently 

being developed, the MDCG has agreed 

that the common technical specifications 

issued under the In-Vitro Diagnostic Devices 

Directive 98/79/EC (IVDD) should generally be 

transposed as common specifications without 

major revision. New common specifications in 

draft form on Kidd and Duffy blood grouping, 

Chagas and syphilis, and cytomegalovirus/

Epstein-Barr virus devices could also be 

adopted in the first round, with more to be 

developed and adopted at a later date.

 • Guidance for notified bodies: Guidance on 

the classification of devices is already available 

in the form of MDCG document 2020-16, with 

further guidance on notified body designation 

codes and batch testing to be completed and 

endorsed in due course.

 • Performance evaluation and expert panels: 

Guidance on how to comply with strengthened 

provisions on performance evaluation 

(including the preparation of performance 

evaluation plans, performance evaluation 

reports and post-market performance follow-

up plans) has been identified as a high priority. 

For novel high-risk class D devices, notified 

bodies must also consult expert panels on the 

performance evaluation of devices. In order 

to clarify in which cases notified bodies should 

consult expert panels, guidance is needed to 

advise on what constitutes a ‘first certification’ 

for a particular type of device. Article 29 of the 

IVDR also requires a summary of safety and 

performance to be prepared for class C and 

D devices by notified bodies, which is to be 

made available on the EUDAMED database. 

Guidance on how to structure the summary of 

safety and performance document must also 

be developed.
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 •  Standards: The Commission Implementing 

Decision on the standardisation request to CEN/

CENELEC for IVDR harmonised standards was 

adopted on 14 April 2021, with the first lists of 

references of harmonised standards under the 

MDR and the IVDR  to be published thereafter 

in the Official Journal of the European Union 

(OJEU). The first 4 harmonised standards under 

the IVDR have since been published in the OJEU 

on 20 July 2021 (OJ L 258, 20.7.2021, p. 50).

 • Companion diagnostics: Guidance on 

companion diagnostics (i.e. devices essential for 

the safe and effective use of a corresponding 

medicinal product) is needed. Due to the new 

IVDR requirement for notified bodies to consult 

medicinal product regulatory authorities or the 

European Medicines Agency on the suitability of 

the device in relation to a concerned medicinal 

product. A basic process for the consultation, 

including the procedural elements and basic 

aspects of the content of the consultation, 

has been identified as a first priority in order 

allow these devices to complete the conformity 

assessment process.

 • In-house devices: The IVDR strengthens 

requirements for devices developed and 

used within health institutions. As there are 

questions on the practical application of these 

new provisions, new guidance should also be 

developed to support laboratory professionals 

in complying with the new requirements. 

Conclusion 
The implementation of the IVDR remains a serious 

challenge and the MDCG have emphasised that all 

stakeholders share a joint responsibility to ensure 

that the new framework is operational by 26 May 

2022. The Joint Implementation and Preparedness 

Plan provides some clarity as to what the regulatory 

priorities are in the run-up to the IVDR application 

date. However, it is now also clear that important 

guidance, standards and common specifications 

may not be in place prior to May 2022. Regardless, 

stakeholders must continue to prepare for IVDR 

implementation, as any postponement, such as 

that applied to the MDR, is currently looking unlikely.
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Publications

Mid-Year Digital Health Review 2021

Webinars 

 •  Selling Radio Devices in Ireland –  

What you need to know (June 2021)

 •  The EU Market Surveillance Regulation –  

What you need to know (May 2021) 

 •  Software as a Medical Device  

(October 2020)   

(April 2021)

 •  Consumer Products in 2021 –  

Three Key Issues for the Year (March 2021) 

 •  Commercial Contracts – What’s Market?  

(July 2020)

 •  The EU Regulation of Wearables –  

A Changing Landscape (July 2020)

 •  AI Regulation: The EU Approach  

(June 2020)

 •  Selling Online – Consumer Protection Overhaul 

(May 2020)

 •  Smart Contracts – Does Irish law have  

the IQ to recognise them? (May 2020)

 •  In-House Counsel Masterclass –  

Recent Developments in IP and AI  

(May 2020)

Publications

 •  MDR is Here: Now What? (June 2021) 

 •  Getting the Deal Through: Digital Health 
2021

 •  Is Your Mental Wellbeing App a Medical 
Device? (June 2021) 

 •  Draft Proposal for the Regulation of Ethical 
AI (November 2020)

 •  AI Overview (October 2020)

 •  Product Regulatory Update: Post Market 
Surveillance Obligations Under the MDR 
(September 2020)

 •  Manufacturers of Class I Medical Devices: 
Making the Most of MDR’s Transitional 
Provisions (September 2020)

 •  Article 120 of the Medical Devices Regulation 
– When is a Change Significant? (June 2020)

 •  The Role of Wearables in the Battle Against 
COVID-19 (May 2020)

 •  Getting the Deal Through: Product Recall in 
Ireland 2020

 •  Tough Cookie – New Guidance and Report 
from the DPC (May 2020)

 •  Complying with GDPR Timelines During 
COVID-19 (March 2020)

 •  Highlights of the Data Protection 
Commission’s Annual Report for 2019 
(February 2020)
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Key contacts

Our Products Team

Chambers & Partners, 2019

The team possesses “a competitive edge in 
terms of sector and practice area expertise.”

“Excellent patent litigation and product  
liability capabilities, particularly in the life 
sciences area.”

Our Privacy & Data Security Team

Chambers & Partners, 2020

The team has a “deep knowledge of Irish and 
European data protection law.”

Our Privacy & Data Security Team

Legal 500, 2020

They “have unrivalled expertise and industry 
knowledge in their area.”

Our Technology & Commercial Team

Legal 500, 2019

“They are always quick to respond.  
Guidance is always pointed and practical.”
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