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SUGGESTIONS

The Committee on the Environment, Public Health and Food Safety calls on the Committee on 
Legal Affairs, as the committee responsible, 

– to incorporate the following suggestions into its motion for a resolution:

A. Whereas the Union is founded on the values stated in Article 2 of the Treaty on European 
Union and in compliance with the precautionary principle stated in Article 191(2) of the 
Treaty on the Functioning of the European Union;

B. Whereas Article 16 TFEU states that everyone has the right to the protection of their 
personal data; whereas Article 22 of the Regulation (EU) 2016/679 of the European 
Parliament and of the Council 1refers to the situation where data is only used by 
automated processing, and recognises the right of the data subject not to be subject to a 
decision based solely on automated processing;

C. Whereas the global competition for leadership in the development of artificial 
intelligence (AI), which will affect the source of ethical values and standards shaping the 
sector worldwide, is picking up pace and the European Union should set an example for 
the rest of the world with an appropriate regulatory framework to also prevent a potential 
race to the bottom regarding national regulations;

D. Whereas this global competition should not be separated from the ethical values and 
standards;

E.  Whereas rapid advances in research and innovation have raised a number of important 
ethical, legal and social issues that affect the relationship between science and society; 
whereas this research and innovation must comply with ethical principles, and relevant 
national, Union and international legislation, including the Charter of Fundamental 
Rights of the European Union and the European Convention for the Protection of Human 
Rights and Fundamental Freedoms, according to the provisions of the European Research 
Programmes;

F. Whereas the integration of big data and AI technologies into public health systems and 
other sectors must be accompanied by appropriate rules, standards and legislation that 
protect the fundamental rights of individuals and address these new ethical challenges; 

G. Whereas there is currently a noticeable gap in terms of patents and investments in the 
Union in comparison to other parts of the world;

H. Whereas AI and other emerging digital solutions may benefit society in the areas of green 
transition, environment and biodiversity protection, increasing the efficiency of 
agriculture, waste management, the circular economy, mitigation and adaptation to climate 
change, greening of various industrial processes, energy and transport management and 
efficiency, water and air quality (e.g. smart grids and electro-mobility), risk management 

1 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of 
natural persons with regard to the processing of personal data and on the free movement of such data, and 
repealing Directive 95/46/EC (General Data Protection Regulation) (OJ L 119, 4.5.2016, p. 1).
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and earth observation, in which the Union’s Copernicus programme is one of the best, 
among others;

I. Whereas AI can be applied to almost any field in medicine: biomedical research as, 
exemplified by the AI-discovered antibiotic Halicin or AI contributions to cancer 
prevention, earlier and more precise diagnosis and new therapies with methods such as 
predicative or genomic medicine, medical education, assisting caregivers, supporting 
elderly care, monitoring patient conditions, more efficient development of medicines, 
more targeted treatment, clinical decision-making, personalised medicine, psychiatric 
diagnosis and treatment, in revolutionising robotic prostheses and support systems, 
telemedicine, telesurgery and enhancing the overall efficiency and interoperability of the 
health systems;

J. Whereas digital progress requires appropriate training and preparation for health and 
administrative personnel to prevent a digital divide, while bearing in mind our ageing 
societies and potential challenges to healthcare systems; 

K. Whereas there are serious ethical concerns about the autonomy of machines; 

L. Whereas digital health should not dehumanise care and not diminish the doctor-patient 
relationship, but should provide doctors with assistance in diagnosing and/or treating 
patients more effectively;

M. Whereas AI technology will accelerate the digital transformation of industry and play an 
essential part in the success of the digital economy in an increasingly connected world; 

N. Whereas the current Union legal framework and ethics guidelines have already dealt with 
some ethical challenges related to AI applications indicated in the Commission White 
Paper on Artificial Intelligence, e.g. risk-assessment processes in place for AI-based health 
solutions in the Single Market; whereas other areas are lagging behind ethical challenges 
that must be identified and mitigated, since AI has tremendous capacity to threaten patient 
preference, safety, and privacy; whereas the boundaries between the roles of medical and 
care professionals and machines in patient care need to be outlined, including the principle 
of supervised robot autonomy, whereas education of both healthcare workers and patients 
is needed;

O. Whereas Union data protection rules should be adapted to take into account the 
increasing complexity and interconnectivity of care and medical robots that may handle 
highly sensitive personal information and health data and should be consistent with 
privacy by design as established by Regulation (EU) 2016/679 on data protection;

P. Whereas solutions which stress the need to include scientific research as the basis for 
development strategies by creating repositories of medical data (e.g. neurological and 
cardiological data) and sharing data from this research can produce tangible social 
benefits in the context of public safety and health;

Q. Whereas AI solutions may benefit society in the area of food safety, among others by 
reducing the use of pesticides, supporting precision farming or more broadly Farming 2.0, 
where the Union is among the leaders in AI applications (e.g. for automated machine 
adjustments for weather forecasting or disease identification) which will allow  more 
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effective production to be combined with higher environmental standards and better 
utilisation of resources, especially in areas where water resources are scarce and climate 
change has severe impacts, as it should be in line with the Green Deal priorities;

R. Whereas the scope of that framework should be adequate, proportionate and thoroughly 
assessed; whereas it should cover a wide range of technologies and their components, 
including algorithms, software and data used or produced by AI; whereas a targeted 
approach based on the concept of high risk is necessary to avoid hampering future 
innovations in delivering the benefits of AI applications e.g. in healthcare, environment 
protection and food quality to citizens;

S. Whereas it is essential to identify effective means of ensuring trustworthy digital 
technologies, making it possible to reap their benefits while protecting fundamental rights 
and encouraging the development of informal, open, tolerant and just societies; whereas 
this is particularly important in the case of hybrid human/artificial intelligence systems;

T. Whereas robotic machines blur the boundaries between human subjects and technological 
objects; whereas not only do they have implications for society that need to be ethically 
assessed, but they also challenge even the ethical frameworks on the basis of which they 
are to be assessed; whereas, as is pointed out in the report by the World Commission on 
the Ethics of Scientific Knowledge and Technology (COMEST), particular attention 
should be paid to the use of medical robots, nursing robots, care robots for the elderly and 
companion robots;

U. Whereas the use of social robots and companion robots is spreading rapidly within 
healthcare and, in particular, within elderly care; whereas care robots for the elderly and 
companion robots may take on a functional and emotional role; whereas those robots may 
have a role to play in reducing loneliness among older people, preventing behaviours 
associated with dementia, stimulating the cognitive activities of patients with a 
neurodegenerative disease or performing particular everyday tasks that are difficult for 
elderly persons to carry out; whereas companion robots may thus provoke feelings that 
are false, illusory and unreciprocated, deluding and infantilising older people;

V. Whereas companion robots may increasingly be used for sexual purposes; whereas the 
use of sex robots that look like children or are programmed to be abused has particularly 
worrying ethical implications;

A legal and ethical framework for AI: 

1. Stresses that the Union must undertake all necessary steps to guarantee that its ethical 
values, as expressed in the acquis, apply effectively to all AI areas within its territory and 
to promote its standards worldwide; emphasises in this regard that technological 
developments in AI must always be to the benefit of humankind;

2. Underlines that the Union must undertake all necessary steps to increase the trust of 
society in the development and implementation of AI, robotics and related technologies; 
in light of the significant impact that these technologies can have on citizens; calls on the 
Commission to follow the ethics guidelines on trustworthy AI and propose adequate 
measures to make sure that those technologies do not generate unfairly biased outputs for 
citizens;
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3. Stresses that a law-based Union AI ecosystem of trust, whether regarding  environmental 
protection, health or food safety applications, extended by the Union AI ethical 
framework, will reinforce legal certainty and predictability, encourage stakeholders' 
involvement, increase the volume of entrusted data and market up-take, allow for 
economies of scale and support an ecosystem of excellence in those sectors; is of the 
opinion that this will strengthen the Union AI sector's global competitiveness and the 
potential to promote Union values and standards;

4 Notes that, due to the fact that legal regulations respond better to current well-defined 
challenges and due to the rapid development of AI resulting in  uncertainty as regards 
what lies ahead, a common, legally well-anchored, enforceable Union AI ethical 
framework will expand an ecosystem of trust for all stakeholders as defined in the 
Commission White Paper, in particular in environmental or public health protection, the 
creation of healthier environments, better healthcare resources and services or food safety 
applications, thus supporting the ecosystem of excellence in legal certainty and 
predictability, providing effective response to the challenges not yet defined among 
others in courtrooms, management meetings or scientific laboratories; 

5. Notes that the definition of AI requires further work; therefore underlines the importance 
of a human-centric approach and of regular reviews on AI advances and on the ethical 
framework, in order to promote proactive regulation and to guarantee its applicability 
through time and new developments; underlines that there are many levels of risk that 
evolve over time, through the advancement of AI technologies; stresses the need for a 
proportionate legislative framework which should evolve in line with the speed of 
technological advancement; points out that the Copernicus programme can serve as a best 
practice in developing high quality large datasets as input in AI models;

6. Stresses the need for a regulatory framework stipulating the ethical principles to be 
applied to the design, development, implementation and functioning of this technology - 
from data access to strict outcome monitoring;

7. Underlines that a balanced approach to regulation must be found, first and foremost 
ensuring that our values are not compromised whilst avoiding the creation of unnecessary 
administrative burden, especially for SMEs and start-ups; highlights in this regard that 
global competition in AI does not always follow the same ethical principles as the Union; 
highlights that AI and associated technologies should not be left only to 'light-touch' self-
regulation; considers it essential that a proportionate and supportive Union legislative 
framework is required; points out that many third countries are working on their ethical 
frameworks and that there are multiple proposals at a global level; is aware that the main 
difficulty regarding ethical principles may lie in the application of such principles rather 
than in their existence;

8. Supports the view that the seven AI requirements identified in the Ethics Guidelines for 
Trustworthy AI of the High-Level Expert Group on AI constitute solid building blocks 
for a common Union AI ethical framework, with proper legal anchoring, addressing, 
among others, ethical aspects of AI applications in environment, health and food 
protection; calls for an improvement of the acquis on transparency, traceability and 
human oversight, which were indicated as areas in need of further improvement in the 
feedback given on the Guidelines by 350 organisations; furthermore, encourages the 
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creation of the Union AI ethical framework in a spirit of openness to the works of other 
international partners that share Union values, e.g. UN, the Council of Europe with its 
2019 “Guidelines on Artificial Intelligence and Data Protection”2, European ethical 
charter on the use of artificial intelligence in judicial systems and the work of its legal 
research centre, the Ad Hoc Committee on Artificial Intelligence (CAHAI), the Principles 
on AI3 signed by OECD members in May 2019, the G20 Ministerial Statement of 2019 
on Trade and Digital Economy, the annex of which contains the principles for AI, and the 
IEEE Global Initiative on Ethics of Autonomous and Intelligent Systems4;

9. Strongly supports the Commission in establishing a common Union AI ethical framework 
to counter the shortcomings caused by AI internal market fragmentation, including in 
research, innovation and expertise in environmental, public health, healthcare, and food 
safety applications, and to prevent AI double standards across Member States for AI 
developed in the Union and beyond, inter alia in areas such as consumer data management, 
protection and privacy in smart grids, waste management, equal access to services and 
technologies, patient-doctor relationship standards, data protection and privacy legislation, 
including their interplay with research activities and drug development, civil liability in 
AI-assisted public healthcare, civil liability regarding autonomous vehicles or machinery; 
notes that on a national level, Member States’ legislation does not contain harmonised 
liability rules that are applicable to damage or injury that could result from digital and 
behavioural technologies; calls for proper legal anchoring and positioning of such a Union 
AI ethical framework;

10. Recalls, in this regard, that the  resolution of the European Parliament of 16 February 2017 
on Civil Law Rules on Robotics5 asked the Commission to consider the designation of a 
European Agency for Artificial Intelligence to ensure among others a harmonised approach 
across the Union, to develop common criteria and an application process relating to the 
granting of a European certificate of ethical compliance, and to address the new 
opportunities and challenges, in particular those of a cross-border nature, arising from 
ongoing technological developments; asks the Commission to reflect whether existing 
Union bodies and institutions are sufficient for those tasks or a new body for Artificial 
Intelligence needs to be created;

11. Considers that for all AI applications, developed in the Union and outside of it, the same 
level of protection must be secured in the Union as is the case with all other technologies, 
including effective judicial redress for parties negatively affected by AI systems, whilst 
technological innovation needs to be allowed to continue to develop; considers 
furthermore that this AI risk area is crucial e.g. for the health services, transport involving 
autonomous vehicles and food safety; calls for a clear distribution of obligations, rights 
and liabilities among the economic operators involved in AI applications delivery, to 
attribute each obligation to the actor(s) who is (are) best placed to address any potential 
risks, whether this be the developer, the deployer, the producer, the distributor or 
importer, the service provider, or the professional or private user, and in this regard calls 
for adequate revision of relevant EU legislation, e.g. of the Product Liability Directive 
and for the harmonization of national legislation; supports the Commission position 

2 1https://rm.coe.int/guidelines-on-artificial-intelligence-and-data-protection/168091f9d8
3 2https://legalinstruments.oecd.org/api/print?ids=648⟨=en
4 3https://ethicsinaction.ieee.org

5 OJ C 252, 18.7.2018, p. 239.
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expressed in the White Paper that, due to the complexity of AI systems, securing an 
effective level of protection and redress may require adapting the burden of proof 
required by national rules on liability for damage caused by the operation of AI 
applications; is of the opinion that clarity as to legal liability in the AI sector will 
strengthen enforcement of Union ethical values embodied in its acquis, legal certainty 
and predictability, and social acceptance supporting the development of a Union AI 
ecosystem of excellence by pooling investors and increasing market uptake;

12. Highlights that many of the proposals by countries which are not members of the Union 
and by international organisations revolve around common principles or concepts for AI, 
those being: human-centredness, trustworthiness, respect for human autonomy, harm 
prevention, equity and "no one left behind" and explicability; is of the opinion that an 
international ethical framework around those principles would be highly desirable; is 
concerned about AI progress and innovations leading to social inequality if no action is 
taken; calls therefore on the Commission and Member States to take the necessary 
measures to leave no one behind in the transition to a digital Europe, and to guarantee a 
fair, affordable and equal access to these innovations especially in areas such as 
healthcare;

13. Recommends supplementing the Risk-Based Approach with an Algorithmic Impact 
Assessment drawing information for example from the Regulatory Impact Analysis 
(RIA), GDPR Risk Assessment Procedure, Human Rights Impact Assessment (HRIA) 
and making the results publicly viewable;

14. Welcomes the fact that the Risk-Based Approach methodology defined in the 
Commission White Paper of 19 February 20206 recognises healthcare, transport and 
energy as high-risk sectors by default, introducing listed AI requirements beyond existing 
Union rules in those sectors, unless the manner in which AI is used does not involve 
significant risk; stresses that the Union AI ethical framework should address especially 
the above-mentioned high-risk sectors;

15. Calls for clear, objective and transparent procedures at Union level for establishing a 
public catalogue of AI high-risk applications involving a periodic review and update 
mechanism; calls for consideration of putting the burden of proof in such procedures, for 
all AI applications in all domains, on the entity seeking to develop or deploy the AI 
system, in order to maintain the catalogue open for innovation and avoid ignoring the risk 
of classifying AI applications as being non-high risk;

16. Considers that there are risks of biases and discrimination in the development, 
deployment and use of high-risk artificial intelligence, robotics and related technologies, 
including the software, algorithms and data used or produced by such technologies; 
recalls that, in all circumstances, those technologies should respect human dignity and 
ensure equal treatment for all; considers that such possible biases could be addressed by 
setting rules on data processing and setting up appropriate safeguards against bias and 
discrimination based on social, economic, ethnic, racial, sexual, gender, disability or 
other factors; warns of potential misuse of AI diagnostic applications and calls for AI 

6 CommissionWhite Paper On Artificial Intelligence - A European approach to excellence and trust, 
COM(2020)0065
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capability and motivational safeguards;

17 Welcomes the voluntary labelling initiative for non-high risk AI;

18. Recommends measures to encourage the involvement of all AI ethics stakeholders from 
the private sector, consumer groups and academia for the formulation of an ethical code 
tailored to technological, social and political developments;

19. Points out that, to take decisions, robots use algorithms which play the part of values and 
ethical frameworks, and that their introduction has significant ethical implications for 
healthcare and social relations; is particularly concerned about the use for paedophilic 
and sexual abuse purposes of companion robots; believes that ethical considerations 
should be taken into account in the design of robotics technologies; calls, in the 
development process for these machines, for a place to be granted to ethics, based on an 
approach such as value-sensitive design, particularly with regard to care robots for the 
elderly and companion robots; stresses that this approach should also be adjusted to take 
account of animal welfare;

20. Underlines that, in addition to clear regulatory requirements on accountability and 
liability, there is also a need to ensure algorithmic transparency, so that it is possible to 
track the moment when 'things went wrong' and allow for the timely intervention by 
experts; considers algorithmic transparency as crucial to prevent situations where medical 
decision-making is done in a 'black-box' environment; underlines that black-box 
algorithms that make inexplicable decisions are unacceptable in any sector but in a 
context where AI decision-making has an impact on life or death decisions, the 
consequences of algorithmic failure could be grave; calls on the Commission and 
Members States to open dialogue with key stakeholders from the fields of medicine, IT, 
mathematics, physics, medical data technology, clinical psychology, bioengineering and 
pharmaceutical to establish dialogue-building platforms and assess the impact on the 
doctor-patient relationship and the dehumanisation of medical care.

21. Calls for Union guiding initiatives promoting interpretable algorithms, eXplainable AI 
(xAI), symbolic reasoning AI, white box AI-testing technics, by showing that those 
technologies can be combined with deep neural networks and by showing its legal, 
ethical and often business advantages, and also promoting methods to determine risks 
connected with different technological options using among others the experience of the 
UK’s Information Commissioner's Office (ICO) and The Alan Turing Institute guidelines 
“Explaining decisions made with AI”, showing that even highly complex neural AI 
systems can be interpreted sufficiently;

22. Calls for transparency, responsibility, auditability, predictability and accountability to be 
ensured, as citizens, patients and users should be informed when interacting with a 
system using artificial intelligence by clear and understandable explanations of the data 
used, of the functioning of the algorithm, of its purpose, of its outcomes, and of its 
potential dangers; underlines that transparency and explainability are essential to ensure 
trust in these technologies; considers that the explanation should be complemented by 
auditability and traceability as respecting  such principles is a way of guaranteeing 
accountability; points out that AI applications can outperform humans at narrow specific 
tasks while failing in overview analysis; calls for human oversight, professional 
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responsibility and system predictability with ability to override the AI system;

23. Considers that any natural or legal person should be able to seek redress for a decision 
issued by high-riskAI, robotics or related technology that is to his or her detriment and 
that any decision taken by AI should be subject to strict human verification and due 
process; suggests that safeguards related to the use of high-risk artificial intelligence, 
robotics and related technologies be introduced within the framework of public power 
decisions, including periodic assessment and possible review of the regulatory framework 
to keep up with technological development, suggests establishing binding guidelines on 
the methodology of the compliance assessment to be followed by the national supervisory 
authorities, and establishing non-binding guidelines addressed to the developers, the 
deployers and the users;

24. Welcomes a European strategy for data, addressing challenges ahead for the Union in this 
area that is key to AI progress, and seeking European opportunities for competitive 
advantage in new data economy, especially in the growing sector of decentralised, non-
personal data coming from industry, business and the public sector and from devices at 
the edge of the network, which is expected to constitute 80% of 175 zettabytes in 2025 
and reverse current proportions;

25. Calls for sufficient financing to be secured for the Union AI transformation; supports the 
ambitions laid out in the Commission White Paper to attract €200 billion of AI public and 
private investment in the next 10 years in the Union; welcomes the attention granted to 
deficits of AI ecosystems in less-developed regions and to the needs of SMEs and start-
ups; calls on the Commission to identify public infrastructure deficits and facilitate AI 
funding in climate change mitigation and adaptation, renewable energies and health and to 
facilitate geographically balanced access to all AI funding, including for SMEs and start-
ups; stresses that the new Union objectives must not diminish Union engagement in its 
standing priorities, like the CAP, Cohesion Policy, the Green Deal and the Next Generation 
EU COVID19 Recovery Plan;

26 Calls on the Commission to promote and fund the development of human-centric 
artificial intelligence, robotics and related technologies that address environment and 
climate challenges and that ensure equal access to and enjoyment of fundamental rights 
through the use of tax, green public procurement, or other incentives;

Carbon Footprint of AI:

27. Notes that in the digital package published on 19 February 2020 the Commission states 
that ICT today accounts for between 5% and 9% of global electricity consumption and 
2% of CO2 emissions and that the volume of data transferred and stored will continue to 
grow exponentially in the years to come and solutions in this regard need to be found; 
notes further that the 2018 Joint Research Centre study “Artificial Intelligence/ A 
European Perspective” estimates that data centres and data transmission could account for 
3 to 4% of all power consumption of the Union;

28. Welcomes the fact that the European digital strategy proposes green transformation 
measures for digital sectors;

29. Stresses that despite the current high carbon footprint of deep learning and AI 
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themselves, those technologies can contribute to the reduction of the current 
environmental footprint of the ICT sector and the development of AI, robotics, automated 
decisions, machine learning; underlines that those and other properly regulated related 
technologies should be critical enablers for attaining the goals of the Green Deal, the UN 
Sustainable Development Goals and the Paris Agreement in many different sectors and 
should boost the impact of policies delivering environmental protection, e.g. for waste 
reduction and environmental degradation;

30. Calls on the Commission to carry out a study on the impact of AI technology’s carbon 
footprint and the positive and negative impacts of the transition to the use of AI 
technology by consumers;

31. Notes that, given the increasing development of AI applications, which require 
computational, storage and energy resources, the environmental impact of AI systems 
should be considered throughout their lifecycle;

Impact of AI on the health sector and patient rights:

32. Recognises the major role AI can play in health and emphasises that AI applications in 
health should always have the aim of maximising the opportunities they can bring, such 
as improving the health of individual patients as well as the performance of Member 
States’ public health systems, without lowering ethical standards and without threatening 
the privacy or safety of citizens; 

33. Welcomes the Commission commitment expressed in the White Paper to examine safety 
and liability challenges that are distinctive to healthcare, e.g. AI systems providing 
specialized medical information to physicians or directly to the patient, AI systems 
performing medical tasks themselves directly on a patient; calls for corresponding 
examination of the other listed sectors that are by default high-risk ones;

34. Considers that in areas such as health, liability must ultimately lie with a natural or legal 
person; emphasises the need for traceable and publicly available training data for 
algorithms;

35. Calls on the Commission to initiate an open, transparent sectoral dialogue giving priority 
to healthcare in order to then present an action plan to facilitate the development, testing 
and introduction of AI in research and innovation and its wide application in public 
health services;

36. Warns against attempts to give machines some kind of 'personality', which might result in 
the removal of human liability in the event of treatment errors;

37. Strongly supports the creation of a European Health Data Space7 proposed by the 
Commission which aims at promoting health-data exchange and at supporting research in 
full respect of data protection, including processing data with AI technology, and which 
strengthens and extends the use and re-use of health data; calls for the upscaling of cross-
border exchange of health data, their link and use through secure, federated repositories, 

7  Communication from the Commission to the European Parliament, the Council, the European Economic and 
Social Committee and the Committee of the Regions - A European strategy for data, COM(2020)0066
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specific kinds of health information, such as European Health Records (EHRs), genomic 
information, and digital health images to facilitate Union-wide interoperable registers or 
databases in areas such as research, science and health sectors;

38. Emphasises that patients should know when and how they are interacting with a human 
professional and when they are not; insists that patients should have the freedom to 
decide about this interaction and should be offered an alternative of an equal standard;

39. Considers that, particularly in the health sector, mobile applications can help to monitor 
diseases and it is useful for robots to be present to support the work of doctors or 
healthcare assistants, with a view to improving diagnosis and treatment, while ensuring 
that medical practice and patient care practices are not dehumanised;

40. Calls for a Union standardised inter-operability of eHealth applications and the creation 
of common European data access for prescriptions, diagnosis and medical reports, simply 
accessible for all Union citizens and in all Member States;

41. Reiterates that opportunities and risks inherent to these technologies have a global 
dimension that requires a consistent harmonised approach at international level; calls on 
the Commission to work in bilateral and multilateral settings to advocate and ensure that 
there is ethical compliance;

42. Highlights the benefits of AI for disease prevention, treatment and control, exemplified 
by AI predicting the COVID19 epidemic before the WHO; urges the Commission to 
adequately equip ECDC with the legal framework and resources for gathering necessary 
anonymised real-time global health data independently in conjunction with the Member 
States, to among other things address issues revealed by the COVID19 pandemic; 

43. Points out that the use of tracking and contact tracing technologies by public authorities 
during the COVID 19 pandemic and other potential health emergencies might conflict with 
data protection; recalls in this regard the Communication of the Commission of 17 April 
2020 on the Guidance on Apps supporting the fight against the COVID 19 pandemic in 
relation to data protection8 and the need for proportionality, limitation in time, alignment 
with European values and respect of human dignity and fundamental rights;

44. Considers that AI and robotics can provide considerable improvements in the control of 
medical devices and facilitate the everyday work of health professionals; considers that 
for critical medical devices, there needs to be a back-up system in place to monitor and 
secure the functionality of the device in any possible situation of interference and that 
possible cyber threats in the control of such devices need to be taken into consideration 
and mitigated; stresses that apart from hackers and outside threats, cyber threats can also 
originate from human mistakes or system errors and that it is necessary to have adequate 
back-up systems in place and operational; considers furthermore that the Union should 
create an AI backup development roadmap to address the possible issues of AI system 
controls making an error;

45. Points out that the safety standards laid down in the Regulation (EU) 2017/745 of the 

8 OJ C 124I , 17.4.2020, p. 1.
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European Parliament and of the Council 9 may not be sufficient for the challenges of AI 
systems; calls on the Commission to monitor the challenges in this field and to put 
forward proposals where necessary;

46. Emphasises the need to ensure that AI-driven medical devices should comply with the 
safety and performance requirements of the Regulation (EU) 2017/745; calls on the 
Commission and Member States to ensure that the Regulation (EU) 2017/745 is 
implemented as regards those technologies; considers new guidelines and specifications 
are required for the evaluation of the safety and effectiveness of software, AI and deep-
learning powered devices throughout the entire usage cycle;

47. Calls for a clearer legal remit and sufficient financing to be secured for EMA and national 
competent authorities responsible for medicines in order to support innovation and public 
health aspects related to AI in the medicine lifecycle, in particular to collect and analyse 
real world health data that can generate additional evidence on medicinal products to 
support R&D and to optimise the safe and effective use of existing medicines in the 
interest of patients and of the European healthcare systems;

48. Insists that neither insurance companies nor any other type of service provider should be 
authorised to use e-health data to introduce discrimination in the setting of prices, given 
that this would run counter to the fundamental right to the highest attainable standard of 
health;

AI and data protection:

49. Welcomes the Commission’s recently published review10 of Regulation (EU) 2016/679, 
notes that Member State legislation follows different approaches when implementing 
derogations from the general prohibition for processing special categories of personal 
data, as regards the level of specification and safeguards, including for health purposes; 
states, therefore, that ultimately, humans should keep the responsibility for decision 
making, especially in sectors where there are high stakes and risks such as health;

50. Welcomes the Commission’s intention to monitor the application of the Regulation (EU) 
2016/679 to new technologies, including in possible future initiatives in the field of 
artificial intelligence and under the Data Strategy, and supports the Commission’s call to 
the European Data Protection Board to issue guidelines on the application of the 
Regulation (EU) 2016/679  in the area of scientific research, AI, blockchain, and other 
possible technological developments;

51. Calls for citizen and patient empowerment regarding their personal data for securing the 
full enforcement and a uniform interpretation of the Union legal framework on data 
protection and privacy, especially in healthcare AI applications and other related sensitive 
data, to fully respect the “Right to be forgotten” provided for in Article 17 Regulation 

9 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, 
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and 
repealing Council Directives 90/385/EEC and 93/42/EEC (OJ L 117 5.5.2017, p. 1)
10 Communication from the Commission to the European Parliament and the Council on Data protection as a 

pillar of citizens’ empowerment and the EU’s approach to the digital transition - two years of application of the 
General Data Protection Regulation (COM(2020) 264 final)
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(EU) 2016/679 and to strengthen the “Right to an explanation” provided for in Article 22 
Regulation (EU) 2016/679and higher interpretability requirements for high-risk AI; 

52. Emphasises that the ethical framework on AI should include the right to obtain an 
explanation of a decision based on automated processing for persons that are the subject 
of such decisions;

53. Calls for the right balance to be struck between privacy and data protection and data 
utility; considers that it is important for scientific advancement to ensure that it is 
possible to share and process health data in sufficient depth and detail; calls for data 
anonymization to be ensured while avoiding excessive data minimization; calls for 
interoperable, suitable databases, registers and repositories at Union level to facilitate the 
use of health data in health, environment and food safety sectors;

54. Underlines the need to ensure that health data and data belonging to vulnerable groups 
are protected and points out that, to the extent that AI applications process health data on 
the basis of the data subject's consent, the conditions laid down in Article 7 Regulation 
(EU) 2016/679 have to be met; 

55. Stresses that by no means, should the data generated contribute to any kind of 
discrimination; calls for guarantees that data collection and accessibility is always in line 
with the legal framework of the Union; 

56. Points out that the risk of malicious data alterations and manipulation, and of possible 
hacking or data theft, can be particularly severe in the health sector and can be used to 
harm, discredit or profit from individuals; stresses that the highest cybersecurity 
standards should be established for the relevant networks;

AI impact on labour and social settings:

57. Points out that the OECD's ethical framework takes account of labour market upheaval; 
stresses that automation combined with AI will increase productivity and therefore 
increase output; points out that, as during previous technological revolutions, some jobs 
will be replaced; stresses that increased use of robotics and AI should also reduce human 
exposure to harmful and hazardous conditions and should also help to create more quality 
and decent jobs and improve productivity; points to the work of the OECD, which 
stresses that automation may give society the option to cut the number of hours worked, 
thus improving workers' living conditions and health;

58. Draws further attention to the OECD recommendations calling for governments to work 
closely with stakeholders to promote the responsible use of AI at work, to enhance the 
safety of workers and the quality of jobs, and to aim to ensure that the benefits of AI are 
broadly and fairly shared; underlines in this context that diverse teams of developers and 
engineers working alongside key actors can contribute to avoiding gender and cultural 
bias and ensuring that workers’ physical and mental well-being are respected in AI 
algorithms, systems and applications; 

59. Stresses that the development of AI applications might bring down the costs and increase 
the volume of services available, e.g. health services, public transport, Farming 2.0, 
making them more affordable to a wider spectrum of society; stresses that AI applications 
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may also result in the rise of unemployment, pressure on social care systems, and an 
increase of poverty; emphasises, in accordance with the values enshrined in Article 3 of 
the Treaty on European Union, the need to adapt Union AI transformation to socio-
economic capacities, adequate social shielding, education and creation of alternative jobs; 
calls for the establishment of a Union AI Adjustment Fund building upon the experience 
of The European Globalisation Adjustment Fund (EGF) or the currently developed Just 
Transition Fund to be considered;

60. Stresses also the importance of social dialogue to accommodate a fair and inclusive 
transition for workers to new work realities affected by AI and the need for companies to 
invest in training and re-skilling of their workforce;

61. Calls for the Member States to align education for environment protection, health and 
food safety professionals to developments in AI, and to raise awareness of the risks and 
ethical challenges associated with AI; 

62. Welcomes requirements proposed in the White Paper for high-risk AI training data, 
addressing as well safety – sufficiently broad data to cover all relevant scenarios in order 
to avoid dangerous situations as discrimination - sufficiently representative data to reflect 
well the social environment it will be applied to;

63. Stresses that the public sector should focus on solving social problems rather than 
generating AI uptake for its own sake; calls for the improvement of the public 
procurement regulations and guidelines of the Union, including Green Public 
Procurement of the European Union, so that during relevant evaluation procedures for 
tender offers, one takes into account whether a given issue requires an AI system 
application, and allows an alternative delivery path to be followed in cases where the 
evaluation indicates that such a non-AI solution addresses the social problem better;
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