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1. INTRODUCTION: POLITICAL AND LEGAL CONTEXT
1.1. Introduction and political context

Al is a set of enabling technologies with the potential to transform our economy and society to
such a profound extent that it is often compared to electricity. As a key driver for future economic
development, Al has strategic importance®. While Al can bring about economic and societal
progress, it can also put at risk European values. In particular, when Al systems cause harm, the
victims’ legal interests of life, health and property are at stake. In addition, the right to an effective
access to justice can be in doubt because the specific characteristics of certain types of Al can
make it prohibitively difficult to prove their claim under existing liability rules.

For these reasons, Commission President Ursula von der Leyen announced in her political
Guidelines? a coordinated European approach on Al. In its White Paper on Al the Commission
undertook to promote the uptake of Al and to address the risks associated with certain of its uses
by building an ecosystem of excellence and trust. One of the White Paper political objectives for
liability and this impact assessment is that persons having suffered harm caused by Al systems
enjoy the same level of protection as persons having suffered harm caused by other technologies.*
In the Report on Al Liability® accompanying the White Paper, the Commission identified the
specific challenges posed by Al to existing liability rules. The Commission Work Programme
2020 envisaﬁged a follow-up to the White Paper in the form of new legislative initiatives, including
on liability.

In its conclusions on shaping Europe’s digital future of 9 June 2020, the Council welcomed the
consultation on the policy proposals in the White Paper on Al and called upon the Commission to
put forward concrete proposals. On 20 October 2020, the European Parliament (EP) adopted a
legislative own-initiative resolution requesting the Commission to adopt a proposal for a civil
liability regime for artificial intelligence based on Article 114 TFEU.’

The Coordinated Plan on Al in the Annex to the Communication ‘Fostering a European approach
to Artificial Intelligence’ of 21 April 20218 specifies that the Commission will propose in 2022
measures adapting the liability framework to the challenges of Al.

Al systems could also contribute to the accomplishment of a several targets across the Sustainable
Development Goals included in the 2030 UN Agenda for Sustainable Development.® The use of
Al could support environmentally beneficial outcomes for instance by improving prediction as

! McKinsey Global Institute estimated that by 2030 Al technologies by 2030 could contribute about 16% higher
cumulative global gross domestic product (GDP) compared to 2018, or about 1.2% additional GDP per year. For a
comparison, the introduction of steam engines in the 1800s boosted labour productivity by 0.3% a year and spread of
IT during the 2000s by 0.6% a year, cf. ITU/McKinsey, Assessing the Economic Impact of Artificial Intelligence,
2018.

2 https://ec.europa.eu/commission/sites/beta-political/files/political-guidelines-next-commission_en.pdf

3 White Paper On Atrtificial Intelligence — A European approach to excellence and trust, 19.2.2020, COM(2020) 65
final.

4 1bid., p. 15.

5 Report from the Commission to the European Parliament, the Council and the Economic and Social Committee on
the safety and liability implications of Artificial Intelligence, the Internet of Things and robotics, 19.2.2020,
COM(2020) 64 final.

& Communication from the Commission of 29 January 2020, Commission Work Programme 2020 — A Union that
strives for more‘, COM(2020) 37 final, Annex I, row 10 of the table.

" European Parliament resolution of 20 October 2020 with recommendations to the Commission on a civil liability
regime for artificial intelligence (2020/2014(INL)).

8 COM(2021) 205 final.

% See Annex 3, sections 1.2(c) and 3.
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well as optimising operations and resource allocation.

Liability-related issues linked to Al are the subject of debate in various EU trading partners. As a
consensual regulatory solution has not yet emerged, the EU has the opportunity to influence the
global discussion with a practical and constructive approach which has a chance to become a
global model.

In terms of strategic foresight, the Al liability initiative takes into account the megatrend of
Accelerating technological change and hyper-connectivity. This initiative is a crucial part of the
EU’s efforts to shape the Al-driven transformation in a human-centric, yet innovation-friendly
way. The potential of Al underlines the importance of creating the right conditions for its rollout
through legal certainty and consistent rules across the internal market. The ubiquitous and fast
evolving nature of Al also means that the risks linked to the deployment of Al systems can
potentially affect a very broad range of stakeholders and legal interests. By adapting the traditional
liability rules to the challenges of Al, the initiative anticipates the novel difficulties of proof faced
by victims of harm, and aims to ensure that societal trust in Al is not diminished due to a lack of
compensation in the future. Due to this forward-looking perspective of the Al liability initiative, a
strategic foresight approach underlies the problem definition, policy objectives and policy options.

1.2. Scope of the impact assessment: Al systems and their characteristics

In order to ensure consistency, it is appropriate to use the same general concept of Al as in the Al
Act also as the basis for the present initiative which is complementary to the Al Act.

Al-specific issues regarding liability are linked to certain characteristics of Al systems
(opacity/lack of transparency and explainability, autonomous behaviour, complexity, continuous
adaptation and lack of predictability)!* which make the application of existing liability rules
uncertain or more difficult (see the following section on legal context). Al systems not having
such characteristics can be dealt with under the existing liability rules, similarly to other types of
software. For example, rule-based algorithms are designed to automatically execute rules encoded
by their programmers, following the classical ‘if = then logic’ as other types of software. Such
algorithms do not put victims of harm in a fundamentally more difficult situation than other types
of software. For example, robotic process automation in a factory setting may rely on such rule-
based systems. In contrast, the highly autonomous operation of e.g. mobile robots in more
unpredictable environments (such as delivery robots) — often involving interaction with humans —
will typically require more complex Al systems, in particular developed through machine
learning. Such Al systems are expected to challenge existing liability rules and are therefore
concerned by the present initiative.

Their operation can potentially affect legally protected interests (for example Al used for
recruitment, in autonomous vehicles, delivery robots, or drones). Certain Al-enabled products and
services with the potential to cause harm are already in an advanced development stage or even
starting to be deployed, such as e.g. certain mobile robots or Al-systems used in the context of
recruitment. However, Al systems with the specific characteristics challenging liability rules are
mostly not yet on the market, among others because they are not yet approved. Therefore, there
are no available judicial cases yet where the problems to be addressed by this initiative have
materialised. The objective of this proposal is to create the legal certainty conditions and to

10 In the proposed Al Act, ‘Al systems’ are defined as software developed with certain techniques and
approaches (machine learning, logic- and knowledge-based approaches, statistical approaches etc.) that can, for
a given set of human-defined objectives, generate outputs such as content, predictions, recommendations, or
decisions influencing the environments these systems interact with.

11 See 2.2.



promote the societal trust needed for such Al systems to be brought to market in the EU.
1.3. Legal context!?

Liability rules determine how damage, caused by human activities and goods for which humans
are considered liable by law, can be compensated.

This initiative concerns ‘extra-contractual’ civil liability rules, i.e. rules providing a compensation
claim irrespective of a contractual link between the victim and the liable person. Those rules will
be referred to as ‘liability’ in the following. Criminal liability is not concerned.

A victim currently relies on national liability rules and in certain cases on the Product Liability
Directive’® (PLD) to claim compensation for damage arising from Al-enabled products and
Services.

Depending on each case, a victim has several avenues available for claiming compensation.
Various persons could be held liable in parallel under different conditions and for different
reasons. Neither of these rules contains specific provisions for Al.

Example: A traffic accident victim may have in parallel a fault-based liability claim against the driver
whose fault caused the accident, a ‘PLD’ claim against the producer if the vehicle had a defect, and a strict
liability claim against the vehicle’s owner.

Firstly, the victim could have a fault-based liability claim based on another person’s wrongful
behaviour, i.e. fault.}* A fault-based claim usually requires proving the existence of:

- adamage,
- afault of the liable person, and
- causality between that fault and the damage.

As a matter of principle, it is the victim that needs to prove these three elements.’®

Such claims apply irrespective of the technology/activity involved in causing harm and can be
addressed against any type of wrongdoer (e.g. businesses, including service providers, or private
persons) by any type of victim (e.g. business, private individual, public entity). They can
compensate any type of harm protected by national law, e.g. physical injury, property damage,
damage to or loss of data, economic loss like lost profit, non-economic loss like pain/ suffering or
harm caused by discrimination.®

Secondly, in addition to fault-based claims, victims could rely on liability independent of fault -
so-called strict liability, with different scopes and conditions set by national laws.’

Strict liability rules assign liability for the relevant risk to a person, irrespective of fault. This is
usually justified by the fact that this person draws a benefit from exposing the public to that risk®®.

12 For further explanations, including on other relevant EU and international law instruments, see Annex 6.

13 Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and administrative
provisions of the MS concerning liability for defective products (OJ L 210, 7.8.1985, p. 29).

14 See Karner/Koch/Geistfeld, Comparative Law Study on Civil Liability for Artificial Intelligence, November 2020,
p. 38 (https://op.europa.eu/publication/manifestation_identifier/PUB_DS0921157ENC).

5 1n a few MS, the fault is presumed once the other two elements are proven by the victim; several fault-based
regimes contain specific rules which modify the premises of fault-based liability (especially the distribution of the
burden of proving fault) (cf. ibid., p. 41 et seq).

16 There are currently many differences between MS rules on the types of compensable harm, see Annex 9.

17 Comparative Law Study, p. 59 et seq.

18 1bid, p. 58.
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Normally, for that person to be found liable, the victim has only to prove that the risk stemming
from the sphere of the liable person materialised.

Thirdly, victims may have, under the PLD, a claim against the producer of a defective product for
a defect present when the product was put on the market. The victim must prove that the product
was defective and the causal link between that defect and the damage.

Under the PLD, the victim can claim compensation for personal injury or damage to consumer
property. The PLD does not cover damage caused to property intended for professional use,
damage caused during the provision of a service, damage to victims other than natural persons or
claims based on the wrongful use of a product. In all these cases, victims can only get
compensation according to national liability rules.

Types of civil liability

National fault-based liability

National strict liability regimes

PLD

Scope Any human actions or omissions, Operating specific technologies Producing defective products
including manufacturing, providing (e.g. operation of motor vehicles,
services and using products aircrafts, nuclear power plants), the
production/use of ‘dangerous
products/activities” or more general
the use of objects.
Liable Any wrongdoer: e.g. producer, service | Owner or operator of technologies | Producer (manufacturer,
person provider, user (both businesses and within scope importer) and, in some cases,
private persons), owner, cyber supplier/seller
attackers, etc.
Type of | Any victim: e.g. private persons, Any victim: e.g. private persons, Natural persons
victim businesses, public entities businesses, public entities
protected
Type of | Any damage, e.g. death, personal Varies, e.g. harm to life, health and | Death, personal injury,
damage injury, damage to property (for private | property. damage to consumer property
or professional use), pure economic worth more than EUR 500
loss, discrimination, non-economic
loss like pain and suffering, depending
on national law.
What Fault of a person + causal link between| The risk subject to strict liability Defect in product (irrespective
victim fault and damage materialises (e.g. a motor vehicle is | of fault)
needs to involved in accident)
prove
Period of | Varies Varies 10 years after putting product
liability into circulation

A holistic approach to liability: Looking at all liability pillars

The liability follow-up to the Al White Paper looks holistically at the three avenues to
compensation currently available to victims. The purpose is to ensure that the specific challenges of
Al do not lead for victims harmed by Al-systems to a lower level of protection, compared to victims
harmed by traditional technologies, under all three avenues.

For the purposes of presenting the problems and solutions in the form of impact assessments, a
distinction is drawn between, on the one hand, the route to compensation provided by the PLD, and
on the other hand, the routes to compensation provided by non-harmonised national fault-based and
strict liability rules. It is necessary to cover these complementary pillars of liability in separate, but
closely coordinated impact assessments, because:

- The PLD and national liability rules provide liability claims based on different grounds, against
different liable persons and for different types of victims and damages. This means that different




markets and different possible addressees of liability claims have to be considered as regards the
PLD and national liability rules. The PLD covers only part of the harm which can be caused by
Al-systems. It covers damage done by defective products, while other liability rules compensate
also the harm caused for instance by services or any use of products. It covers the producer as
liable person, while other liability rules cover the harm done by other actors like operators/users
of Al-systems. It covers certain damages, while other liability rules compensate also other harm
suffered by victims like economic and non-economic loss.

- The PLD evaluation found that it was difficult to apply its rules to digital technologies in
general, including Al-enabled products. It found also that the rules made it difficult to prove
liability in the case of complex products, including Al-enabled products, but also others such as
pharmaceuticals. These problems call for technology-neutral measures. They will provide
victims of damage, including that caused by Al-enabled products, a more effective
compensation claim against the producer, to ensure the same level of protection as for damage
caused by other technologies or types of products.

- Digital technologies in general have not been identified as making it difficult to apply national
liability rules. It is the specific features of certain types of Al, especially its autonomy and
opacity, which challenge the application of national liability rules. This needs to be addressed
through targeted, Al-specific measures.

- Due to this difference between the problems, different objectives and policy options had to be
developed respectively. In light of the Al White Paper objective to ensure that the specific
challenges of Al do not lead for victims harmed by Al-systems to a lower level of protection
compared to victims harmed by traditional technologies, this is an expression of the holistic
Commission approach to examine all three pillars of liability. The PLD review is about adapting
it to the digital age, preserving its technology-neutral nature and coverage. It also helps victims
of damage caused by Al-enabled products to have a more effective compensation claim against
the producer. The Al liability proposal tackles the Al-specific problems regarding other liability
rules. Together, they will contribute to guaranteeing the effective functioning of the internal
market in Al-enabled products/services and ensure that victims of harm caused by Al have the
same level of protection as victims of harm caused by other technologies.

1.4. Related policy initiatives

The Commission is aiming to support the roll-out of Al in Europe by developing an ecosystem of
trust. In accordance with the White Paper, the Commission proposes a forward-looking
comprehensive package of measures to address problems caused by the introduction and use of Al,
comprising of three complementary work streams:

- a horizontal framework addressing fundamental rights and safety risks specific to Al systems
(Al Act);®

- arevision of sectoral and horizontal product safety rules;

- EU rules to address liability issues related to Al systems.

Interaction with already adopted proposals: The Commission has already proposed rules in the Al
Act reducing risks for safety and fundamental rights. While they will reduce risks, they are not
intended to prohibit the placing on the market of Al-systems posing a residual risk to safety and
fundamental rights.?’ Harm will therefore still occur. When this happens, the liability rules subject
to this impact assessment determine which party is liable for harm and under which conditions a

19 Proposal for a Regulation of the European Parliament and of the Council laying down harmonised rules on artificial
intelligence (Artificial Intelligence Act) (COM(2021 206 final).
20 Only a small number of Al use-cases are expressly prohibited by the Al Act.




victim can be compensated.

The Al Act also provides for definitions and specific documentation/logging requirements for high-
risk Al systems. The information from these documents and logs could be useful in liability claims
but the Al Act does not foresee a right of victims to access that information.?*

The Commission has also put forward updates of general?? and sectoral product safety rules
applicable to Al-enabled machinery products® and radio equipment.?* These initiatives do not
contain provisions on liability or access to information for the purposes of damages claims. Their
requirements (e.g. general safety requirement, risk assessment or regarding human oversight,
testing, data quality) can be relevant for determining what constitutes fault of producers or what is a
defective product in relation to Al — points which the Al liability proposal will not regulate.

Safety and fundamental rights requirements are meant to prevent, monitor and address risks and
thus address societal concerns?®. While they employ tools that address a potential wrongdoer, such
as authorisations, controls, monitoring, administrative sanctions, they do not compensate the victim
for the harm suffered.

Therefore, safety and liability are two sides of the same coin: they apply at different moments and
reinforce each other. Safety rules intend to reduce the risk of harm. Liability rules come in to ensure
compensation of the victim when harm has nevertheless occurred. Effective liability rules also
provide an economic incentive to comply with safety rules and contribute therefore to preventing
the occurrence of harm.?

As Al is only gradually being rolled-out, there are not yet many documented cases of harm as the
relevant products/services are not yet on the market. However, as part of the Commission’s
forward-looking and enabling approach for the uptake of this technology, action is needed to adapt
the applicable liability rules in advance in order to increase trust and create the conditions for the
roll-out of these products and services.

Interaction with the pending revision of the PLD: The Commission takes a holistic approach in its
Al policy to liability by considering adaptations to the producer’s liability for defective products
under the PLD as well as a targeted harmonisation of specific aspects of the other liability rules.

These two policy initiatives are closely linked and form a package, as the claims within their scope
deal with different types of liability. They complement one another to form an overall effective civil
liability system. For Al, they achieve the Al White Paper objective that persons having suffered
harm caused by Al systems enjoy the same level of protection as persons having suffered
harm caused by other technologies.

Example: The victim may decide to pursue a liability claim against the one who caused the damage by
operating the product (e.g. a service provider), based on strict or fault-based liability.

21 For details on the interaction of this initiative with the Al Act, see Annex 7.

22 proposal for a Regulation of the European Parliament and of the Council on general product safety (COM/2021/346
final).

23 Proposal for a Regulation of the European Parliament and of the Council on machinery products (COM(2021) 202
final).

24 Commission Delegated Regulation (EU) 2022/30 supplementing Directive 2014/53/EU of the European Parliament
and of the Council with regard to the application of the essential requirements referred to in Article 3(3), points (d),
(e) and (f), of that Directive (OJ L 7, 12.1.2022, p. 6).

5 For explanations on how this initiative addresses fundamental rights (in particular discrimination) risks, see Annex
8.

% Commission SWD(2021) 84 final, Impact assessment accompanying the Artificial Intelligence Act, p. 88.




The victim may also rely on product liability to claim compensation for losses as a result of material harm
from the producer of the Al-product. In order to get compensation from the producer for damage not linked
to material harm (such as pure economic loss or damage caused by discrimination), the same victim would
need to invoke national liability rules outside the scope of the PLD, in particular fault-based liability.

Together they will deliver the ex-post trust element in Al (and other digital technologies), by
ensuring that victims have an effective chance of compensation if damage occurs despite the
preventive requirements of Al Act and the other safety rules.

2. PROBLEM DEFINITION
2.1. Introduction and overview

Liability ranks amongst the top three barriers to the use of Al by European companies in a
representative survey of 2020. It is the most relevant external obstacle (43%) for companies that are
planning to, but have not yet adopted Al.?” In the White Paper, the Commission counted liability-
related issues amongst the main risks related to the use of Al, because victims may not have
effective access to the evidence necessary to build a case in court and economic operators face
uncertainty as regards the allocation of responsibilities.

The accompanying Report identified those Al-specific characteristics that challenge liability rules,
(see section 2.2.). Economic?®, behavioural®® and legal®® studies commissioned for this impact
assessment, as well as comprehensive stakeholder consultations®, have shown three Al-specific
problems: legal uncertainty (see 2.3.), increased legal fragmentation (see 2.4.) and a lack of
compensation for victims contributing to the lack of societal trust in Al use (see 2.5.), which in their
combination cause internal market obstacles (see 2.6.).

Civil liability for d

d by Al — problem tree

Problems
Businesses (as potentially liable parties) / internal market:

Drivers Consequences

Businesses [ internal market:

It can be particularly difficult
and costly to claim
compensation.

—* Problem 1: Legal uncertainty
- It is unclear how the current liability rules apply when Al is
invaolved.

- Increased costs: legal information costs (in particular
for cross-border activities), insurance costs, financing
costs, foregone revenue.

Al with - The victim has to (i) identify - It is uncertain how courts might address the challenges of Alon [~ - Lower willingness to develop and take-up Al
characteristics the liable person, (i) prove a an ad hoc basis in individual cases. products and services.
that chall i or i i —* Problem 2: Fragmented rules in MS. - Megative impact on the roll-out of Al in the internal
liability rules: harmful human action (fault), Fragmentation will increase, as some MS are likely to adopt market
and (jii) prove the causal link specific measures for Al, in particular by allevizting the burden of - Unequal levels of liability exposure
Opacity between the fault and the proof. |
Autonomy damage.
Complexity - SMEs particularly affected, notably providers and users of Al
Continuous - This can be very difficult systems
adaptation and when Al is interposed
lack of | between a human action and Victims: Societal / economic:

the damage, because current
liability rules are not adapted
to the characteristics of Al

predictability
- Decreased consumer trust and slower uptake of Al-
enabled products & services

- Less incentives to comply with the Al-specific
regulatory reguirements, in particular the Al Act

- Less efficient cost allocation: the damage caused by
Al would not be borne by the responsible party but by
—I the victim

= Problem 3: Lack of compensation
The lack of compensation affects private individuals, consumers
and businesses harmed by AI.|

Delineation from the problems covered by the parallel impact assessment on the PLD review:
Under the PLD, the burden of proof is less onerous on victims than under national fault-based

Z'European enterprise survey on the use of technologies based on Al, Ipsos 2020, Final report p. 58
(https://op.europa.eu/en/publication-detail/-/publication/f089bbae-f0b0-11ea-991b-01aa75ed71al).

2 Deloitte, Study to support the Commission’s A on liability for artificial intelligence, 2021 (‘economic study’).

29 Kantar, Behavioural Study on the link between challenges of Artificial Intelligence for MS’ civil liability rules and
consumer attitudes towards Al-enabled products and services, Final Report 2021 (‘Behavioural Economics Study’);
cf. also Special Eurobarometer Survey 460, ‘Attitudes towards the impact of digitisation and automation on daily life’,
May 2017.

30 Comparative Law Studly.

81 For details, see: Annex 2 on Stakeholder consultation.
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liability rules, because the victim does not have to prove fault. Nevertheless, proving that a product
is defective (i.e. that it does not provide the level of safety a person is entitled to expect) is
challenging for complex products, of which Al-enabled products are an example, even if the victim
does not have to prove how the product became unsafe.

As the PLD regulates producer liability for various different types of defective complex products, of
which Al-enabled products are only a part, this problem is covered in the parallel impact assessment
on the PLD review. It will be addressed by amendments of the PLD regulating in a horizontal
manner all those products.

2.2. Problem driver: the specific characteristics of Al make it difficult to meet the
burden of proof

The three problems (uncertainty, fragmentation and lack of compensation) are driven by the fact
that, under existing liability rules, victims normally have to prove the necessary conditions for a
successful claim. Under current rules, victims generally have to identify the possibly liable
person(s), the action/omission of that person which could be characterised as fault, and the causal
link between that action/omission and the damage. There are neither targeted provisions for Al to
ease the victim’s burden of proof under fault-based claims, nor Al-specific strict liability regimes
that would exempt the victim from making this proof.

However, certain Al-systems have characteristics that make it prohibitively difficult or even
impossible for victims to provide that proof.3? The specific characteristics that challenge current
liability rules are: increasingly autonomous behaviour, opacity/lack of transparency and
explainability, complexity, continuous adaptation and lack of predictability.*® These characteristics
make it very difficult to attribute directly the damaging output of the Al to an action/omission of a
liable person, i.e. to identify:

- the person who could possibly have done something wrong,

- the action or omission of that person which might not comply with the relevant standard of care,
and

- the causal link between that action or omission and the victim’s damage.

This is linked to two situations that can occur due to the use of Al systems:

- between the human actor(s) related to the Al system and the damage caused by this Al system
to a victim, the Al-system takes an autonomous action which is not pre-determined by a human
and/or

- the way the Al action is performed cannot be understood (mainly due to the opacity and
complexity of certain forms of Al).

Example:* A company deploys a fleet of autonomous cleaning robots to provide cleaning services
throughout a city. It tasks one of its employees with the remote supervision of the fleet. One of the cleaning

32 Regarding the difficulty to identify a potentially liable person, see e.g. Renda e.a., Study to support an impact
assessment of regulatory requirements for Artificial Intelligence in Europe, final report, 2021, p. 67. Concerning the
difficulty to trace back the damage to an action or omission of that person, to prove human fault and establish a causal
link with the damage, cf. Comparative Law Study, pp. 23 et seq. and 32.

33 For more detailed explanations on these characteristics and the related challenges regarding liability, see Annex 5.
In order to avoid misunderstandings, it should be noted that the specific characteristics of certain Al systems are not
referred to as grounds of liability but because these characteristics make it difficult for victims to prove the conditions
of national civil liability claims. While the provider of the Al system is responsible for its design and can therefore be
subject to a liability claim for this reason, the characteristics of the Al system can make it difficult to meet the burden
of proof also in the context of claims against other parties.

% For details, see Annex 13.



robots fails to recognise a colourful baby stroller, which is parked in front of a similarly patterned
advertising banner. Because of the collision, the baby is injured and the stroller is damaged. The father
witnessing the accident suffers psychological trauma. The accident could be due to a variety of possible
causes, e.g. an image segmentation error of the robot’s AI-based perception system, a failure by the provider
of the Al vision component to provide an available software update or a failure by the user (the cleaning
company) to install it, a failure by the human remote operator to appropriately monitor the operation of the
fleet (possibly due to a malfunction of the human-robot interface) or also a deliberate attack on the robot’s
sensors by a third party (jamming, spoofing, sabotage through adversarial machine learning etc.).

Fault: Given the cleaning robot’s highly autonomous mode of operation, as well as the opacity and
complexity of the different Al components, it is highly uncertain that the victim could ascertain relevant
actions or omissions of, for instance, the employee charged with providing the cleaning instructions or
monitoring the fleet of robots remotely. This would however be necessary to make a successful claim against
the company.

Causality: Assuming a wrongdoer’s fault can be established, it is uncertain whether and how the victim can
prove the causal link between such faulty behaviour and the damage. If an expert has access to logged
information on inputs, outputs and internal states of the Al subsystems, she may be able to discard certain
causes of the accident (e.g. jamming or spoofing of sensors) and to suppose certain correlations between, for
instance, a detection failure and a control decision to move forward until colliding with the stroller. But due
to the high degree of autonomy, complexity and the lack of explainability of the Al systems involved (not only
the perception module but also e.g. the trajectory planning system and low-level controllers), it will likely be
impossible to infer a clear causal link between any specific input and the harmful output. In view of Al
specificities, to prove the necessary degree of likelihood is highly uncertain.®

PLD. When claiming compensation under the PLD, the victim does not have to prove the producer’s fault,
but that the cleaning robot was defective (i.e. it failed to provide the level of safety the public at large is
entitled to expect) and the causal link between the defect and the harm. The victim would not have to prove
how the cleaning robot became defective; whether it was a mechanical or software flaw is irrelevant.
However, the PLD has shortcomings when it comes to digital products: producers are not liable for defects
that emerge after the product was put into circulation (e.g. if the defect was due to a subsequently
downloaded software module) and software producers themselves, including Al-system providers, cannot be
pursued. These issues are dealt with in the PLD impact assessment, as they concern not only Al
technologies.

The PLD does not help the victim for any claims against other parties than the producer (e.g. the cleaning
company), claims based on other grounds than defect (e.g. a failure to appropriately supervise the robot
fleet), and claims for the compensation of damage not covered by the PLD (e.g. the psychological harm
suffered by the baby s father).

The results of the public consultation confirmed the existence of this problem driver. Two out of
three overall respondents agreed (67% or 153 out of 227, of which 46 % or 105 strongly) that it
could be difficult to link damage caused by highly autonomous Al to a liable person (only 20% or
47 out of 227 disagreed). The agreement among citizens was even larger (84% or 78 out of 93)
and almost unanimous among consumer organisations, national ministries and
academic/research associations (94% or 31 out of 33, with only one disagreeing). Among
business stakeholders a relative majority did not agree with the difficulties to link the damage to
a liable person (45% or 38 out of 85) while a strong minority (36% or 30 out of 85) agreed.

Three out of four overall respondents agreed (74 % or 167 out of 227, of which 76% or 127
strongly) that it could be difficult for victims to prove that the conditions of liability (fault, defect or

3 The required proof of causality depends on the degree of likelihood (i.e. ‘How likely is it that this faulty behaviour
caused the damage?’) required by each national law.




causation) are fulfilled in the case of opaque and complex Al , while only 12% disagreed (26 out of
227). The agreement among responding EU citizens was overwhelming (91% or 85 out of 93) and
unanimous among responding consumer organisations, national ministries and research
institutions. Even a relative majority among business stakeholders agreed with the difficulties of
proof (41 %, or 35 out of 85, while 28% or 24 out of 85 disagreed).

61% (or 139 out of 228) of overall respondents agreed (41,8 % or 95 out of 228 strongly) that this
means less victim protection. The majorities among consumer organisations, national ministries,
NGOs and research institutions (84% or 32 out of 38 with only one disagreeing) and EU citizens
(79% or 74 out of 94) were even larger. Even a majority of business stakeholders agreed that
victims are less protected (53,6 % while 26,2 % disagreed).

However, in situations where the liable person acted on advice or recommendations given by an Al
system, this Al-specific problem driver does not apply. In such cases, the human acting on the
advice or recommendation will be responsible as there is a human action/omission, which can be a)
identified, b) characterised as not complying with the relevant standard of care, and which would c)
be the cause for a specific damage. This is for example the case with Al systems providing medical
analysis or even suggestions for diagnosis and treatment, which are feeding into a decision on
diagnosis and treatment, but that decision is ultimately taken by a human physician.3®

As Al-enabled products and services with the specific characteristics challenging liability rules are
for the most part not yet on the market, it is not possible to quantify the scale of the problem or of
its relevance for different market segments. The economic study did however provide some
indications.3” The market share affected by legal uncertainty and legal fragmentation regarding Al
liability will likely differ substantially per sector and is potentially larger where Al technologies
directly interact with humans and where — in the case of a failure or damage — large-scale negative
effects can be expected. Potential bodily and psychological harm, property damage, economic loss
and damage caused by discrimination present recurring risks linked to the use of Al across various
sectors.®® The economic study found®® that the share of Al-enabled products and services potentially
affected by legal uncertainty and legal fragmentation of civil liability rules ranges between ca. 20%
in sectors such as real estate or oil and gas and around 40% in sectors such as human health and
transport.

2.3. Problem 1: Legal uncertainty

As there are currently no rules addressing the Al-specific difficulties of proof, the general burden of
proof conditions apply. This has several consequences, creating legal uncertainty.

The victim and the possible liable person wanting to check liability risks, as well as the judges
having to decide a liability claim, will be confronted with cases where they would need to interpret
general rules which were not designed with Al in mind. They would have to apply them to Al-
technologies that are qualitatively different from previous technologies, because of their specific
characteristics (see 2.2.). It is quite uncertain how existing liability rules would be interpreted in

3 For this, it is not necessary that the human understands for instance what exactly triggered the ‘wrong” Al output.
37 Based on a qualitative analysis differentiating between various economic sectors, the analysis took into

account the percentage of enterprises perceiving liability issues as a barrier to the adoption of Al-enabled
technologies as well as the potential of Al-enabled products and services to cause harm. Cf. Economic Study,

pp. 104 et seq.

38 1bid, p. 109.

39 By triangulating qualitative research findings with the results of the representative survey on the use of Al
technologies (Ipsos, op. cit.)
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light of the Al-specific difficulties of meeting the burden of proving fault and causation.*

Such difficulties would lead in all likelihood to the result that the victim would not be able to meet
this burden of proof. Victims may therefore decide to not even claim compensation. As an
economic consequence, they would have to bear the burden of the damage.

If the case goes to court nevertheless, national courts may decide - on an ad-hoc basis - to stick to
the traditional allocation of the burden of proof on the victim. This would lead in all likelihood to
the result that the victim would lose the case, not obtain compensation and bear the economic
burden of the damage. If such a result is not considered as equitable, national courts may decide -
again on an ad-hoc basis - to adapt to the specificities of Al and alleviate the burden of proof of the
victim, in order to achieve a fair outcome in each single case.

These uncertainties surrounding Al liability are especially relevant in a cross-border context,
because MS’ existing burden of proof rules are already very diverse.*! The economic impact of this
legal uncertainty is demonstrated by legal experts. When asked to estimate the costs of claiming
compensation based on national liability rules for damage caused by Al, they submitted wide ranges
to account for the prevailing uncertainty.*2

The public consultation confirmed this problem: a very large majority of responding consumer
organisations, NGOs academic/research associations (84% or 27 out of 32, with none
disagreeing) and EU citizens (85% or 80 out of 94, with only one citizen disagreeing) agreed that it
is uncertain how national liability rules will apply. The same respondents agreed equally broadly
with the uncertainty how national courts will address the challenges of Al (91% or 84 out of 92 of
EU citizens agreed, with none disagreeing; 81% or 25 out of 31 agreement amongst the
aforementioned organisations, with only one disagreeing). A slight majority of business
stakeholders disagreed (52% or 44 out of 85) with the uncertainty as to how national liability rules
will apply, while still almost a third confirmed it (32% or 27 out of 85). Again a third of business
respondents agreed with the uncertainty as to how national courts will react to the challenges of Al
(34% or 29 out of 85) while a stronger share (43%, or 36 out of 85) disagreed.

In the PLD context, unclear rules, including for Al-enabled products, have equally been identified
as a problem driver. This mainly concerns the problem that the PLD is ill-adapted to products in the
digital age in general. It imposes neither liability on software providers, including Al-system
providers, nor liability for defects emerging after a product is placed on the market, such as through
software updates, or ancillary digital services. Legal uncertainty applies horizontally to defective
intangibles like software, digital content and ancillary services. For producers’ liability for defective
products, including with respect to Al-enabled products, this problem and the measures needed to
address it are discussed in the parallel impact assessment on the PLD revision.

2.4. Problem 2: Legal fragmentation

In a cross-border context, the law applicable to a liability claim is by default the law of the country
in which the damage occurs.* This means that different liability regimes and burden of proof rules
could be applied to the same kind of Al-enabled product/service deployed in several MS which
causes the same kind of damage.** Consequently, a company disseminating/operating the same Al-

40 Comparative Law Study, pp. 34 et seq. and 48 and Expert Group Report, pp. 50-55.

41 For examples, see Comparative Law Study, pp. 32 et seq.

42 Economic Study, pp. 51 et seq.

4 Article 4(1) of the Rome Il Regulation. For more details see Annex 6.

4 Cost of non-Europe in artificial intelligence — liability, insurance and risk management’, Study by the European
Parliamentary Research Service, June 2019, p. 39-41.
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enabled product/service in various MS could face different liability exposures if that product or
service causes, for the same reason, the same type of damage in several MS.* Aside from the
general burden of proof rules, there are also different rules about information disclosures in liability
claims. This means that victims face greater information asymmetries in some MS.*

In addition, national Al strategies show that several MS are considering, or even concretely
planning, legislative action on civil liability for Al.*” The fact that in the public consultation on the
Al White Paper, more than 63 % of respondents were in favour of adapting national liability rules
for all or for specific Al applications suggests that MS are likely to face pressure to address the
issue of liability for damage caused by Al %8

While the fragmentation of MS’ existing liability and burden of proof rules is as such not limited to
cases involving Al, the likely adoption of Al-specific liability rules by at least some MS exacerbates
the problem of fragmentation with respect to Al-enabled products and services in particular.
Outside the scope of the PLD, tort law is currently not harmonised and MS’ rules diverge
substantially. This may create internal market obstacles also for traditional products and services.
Nevertheless, it is crucial to address this issue specifically for Al, for the following reasons:

- The Commission aims to create the right conditions specifically for the roll-out of Al-equipped
products and services. According to the Commission’s ‘staged approach’, this involves two
complementary and synergetic initiatives: in a first step, the Al Act proposal to ensure the
effectiveness of safety and fundamental rights protection, and in a second step, the Al liability
proposal to ensure effective protection when Al nevertheless causes harm.

- Stakeholders active in the field of Al will be especially affected by the market barriers
associated with legal fragmentation (see 2.6.).

- As a key enabling technology, the importance of which can be compared with the introduction
of electricity, Al bears a significant potential for economic growth and societal usefulness. It is
therefore essential to address the obstacles entailed by legal fragmentation in order to reap the
full potential of Al within the internal market and for the digital transition.

- Given the entrenched and longstanding differences between national legal traditions, any
attempt to address the problem of legal fragmentation by way of a broad stroke harmonisation
of tort law would not be promising. Focussing on Al specific problems and addressing them
with targeted adaptations to specific aspects of national laws provides an opportunity to
approach the problem of fragmented civil liability rules in an effective and future-oriented
manner.

The existence of diverging approaches to easing the burden of proof in cases involving complex
products also forms part of the problems affecting the PLD, as it leads to differing levels of
consumer protection (section 2.2.2. in the PLD impact assessment). Since the PLD problems
concern not only Al-enabled products but also other complex products, they are dealt with in the
impact assessment on the PLD revision.

2.5. Problem 3: Lack of compensation for victims leading to a lack of societal trust and
hampering uptake of Al-enabled products and services

4 This problem was confirmed by legal experts who, when consulted about the costs of claiming compensation for
damage caused by Al, submitted widely differing estimates across MS, cf. Economic Study, pp. 51 et seq.

46 See CSES, Impact assessment study on the possible revision of the Product Liability Directive, 2022, p. 54.

47 For an overview see e.g. European Parliamentary Research Service, Civil liability regime for artificial intelligence,
September 2020, Table 18, p. 45; Al Watch, National strategies on artificial intelligence — a European perspective
(JRC-OECD report), 2021.

4 Around 80 % of those public authorities and SMEs that took a position on this question were in favour of adapting
national liability rules. See Public consultation on the Al White Paper — Final Report, p. 14 (see here).
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As already explained (see 2.2.), some characteristics of certain Al systems challenge the application
of liability rules and may make it prohibitively difficult or even impossible for victims to get
compensation. Victims are likely to incur significantly higher up-front costs and face significantly
longer legal proceedings, when claiming compensation for damage caused by Al-enabled products
or services, compared to cases not involving Al applications.*® Substantial burdens on victims are
anticipated, due to the specific challenges of Al, for almost all national legal systems covered by the
analysis commissioned for this impact assessment, often going beyond a 100 % increase of fees
paid for legal and technical expertise.®® This could deter victims from claiming compensation.
Ultimately victims may be left under- or even uncompensated. Al-specific barriers are therefore
likely to impinge on the right to an effective judicial remedy.>! As a consequence, the compensation
function of liability law would fail. This would undermine the fundamental concept of justice as
fairness (‘distributive justice’) that underpins our legal order and citizens’ trust in the justice
system.

If victims are left without compensation when Al is involved, they would find themselves at a
disadvantage compared to a situation where traditional technology would have caused the damage.
Such an Al-induced lack of compensation would be particularly problematic if future autonomous
technologies would create a significant risk of harm to life, health and significant property values,
due to the important legal interests at stake. The need to ensure effective compensation is all the
more pressing where unwitting third parties are exposed to such risks, as such victims cannot
choose to accept or avoid the risk of damage.

A behavioural study commissioned for this impact assessment has shown that the expected lower
likelihood of receiving compensation if Al applications cause damage is amongst the reasons for
low levels of consumer trust in such applications.>? Conversely, the availability of effective
remedies and compensation is one of the factors increasing the level of societal acceptance of, and
consumer trust in, Al-enabled products and services.>® Another recent survey confirmed that
consumers have clear concerns regarding the allocation of responsibility and liability if something
goes wrong. It concluded that these concerns must be properly addressed to ensure strong protection
for consumers and for them to trust this technology.>* A statistically representative Eurobarometer
of 2019 points in the same direction: EU citizens’ most widespread concern about the use of Al was
that it could cause situations where it is unclear who is responsible.®

The aforementioned behavioural research demonstrated that a lower level of trust in Al applications
and the perception that persons suffering damage caused by Al-enabled products and services are
less likely to obtain compensation correlate with a lower willingness to take up such products and
services.®® Businesses also consider that the lack of citizens’ trust is one of the most relevant

4% Economic Study, pp. 51 et seq.

50 For example for the Austrian legal system, minimum lawyers’ fees were estimated to be ca. EUR 6 500 higher in
liability cases involving Al and maximum lawyers’ fees ca. EUR 58 000 higher. For all legal systems covered, see
ibid, Annex B, tables 13 et seq. The additional costs of technical expertise in cases involving Al compared to other
cases was used as a proxy to quantify the costs linked to the burden of proof, see Annex 10, 2.1.3. (d).

51 Ibid., p. 66; Expert Group Report, p. 35.

52 Behavioural Economics Study, op. cit. p. 24-28.

%3 The difficulty to determine who is responsible in cases of damage and the perceived low likelihood of compensation
count amongst the strongest reasons for a lack of trust in Al-enabled products and services, cf. ibid., pp. 24 et seq. and
33.

% See BEUC, ‘Artificial Intelligence: what consumers say’, http://www.beuc.eu/publications/beuc-x-2020-
078_artificial_intelligence_what_consumers_say report.pdf

55 43% of respondents in Standard Eurobarometer 92, Europeans and Artificial Intelligence, 12/2019, p. 16.

%6 Behavioural Economics Study, op. cit., p. 47 and 48.
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obstacles to the take-up of Al-technologies in Europe.®” Other factors, such as the perceived risk of
accidents, were also shown to have a significant effect on the level of societal trust and consumer
uptake. These findings are consistent with the complementary role of the Al Act / safety legislation
and liability rules in creating an ecosystem of trust for Al.

In the public consultation, a clear majority of overall respondents confirmed that the lack of
adaptation of existing liability rules to Al may negatively affect trust in Al (60% or 135 out of 227)
and the uptake of Al-enabled products and services (56% or 126 out of 227). In particular,
responding NGOs consumer organisations, academic/research institutions and EU citizens
overwhelmingly confirmed these problems: 81% (or 77 out of 95) of citizens and 89% (or 16 out of
18) of these organisations anticipate a negative effect on trust in Al; 79% (or 74 out of 94) of
citizens and 78% (or 14 out of 18) of these organisations expect a negative effect on Al uptake. By
contrast, 58 % (or 49 out of 85) of responding business stakeholders (business associations and
companies/business organisations) did not uphold them, while still a quarter of them confirm them
(27 % or 23 out of 85).

2.6. The consequences: internal market obstacles and affected stakeholders

(@) Directly affected stakeholders

Potentially liable companies: The representative 2020 IPSOS survey of European companies
showed that liability for potential damages is the most recurrent barrier to the adoption of Al
technologies.® The economic study found that a majority of businesses active in the market for Al-
enabled products and services perceive their liability exposure outside the scope of the PLD as
uncertain to varying extents.>®

Where companies are considering a cross-border rollout of Al-enabled products or services, the
costs and burden linked to legal uncertainty are amplified by fragmentation between MS’ liability
rules. This means that such companies have to carry out complex assessments and quantifications of
liability risks for each relevant MS. A significant share of businesses active in the Al market does or
will incur costs due to legal fragmentation and uncertainty regarding the application of national
liability rules to damage caused by Al:®° legal information/representation and compliance costs,
internal risk management costs, opportunity costs in the form of foregone revenue due to
companies’ hesitation to explore new markets.®

Moreover, liability rules may sometimes have a bearing on which technological solution is favoured
by developers of novel products and services®? and may influence how products and services are

57 71 % of businesses that have already adopted Al identified lack of trust as a barrier, cf. Ipsos 2020, op. cit., p. 57.
Already in 2017, stakeholders considered public attitude towards and acceptance of robotics and Al as the second
most relevant obstacle preventing the full development of those technologies, cf. the summary of the public
consultation of the European Parliament in 2017 at https://www.europarl.europa.eu/cmsdata/130181/public-
consultation-robotics-summary-report.pdf. A Eurobarometer survey of the same year revealed that the unsatisfactory
uptake of Al-enabled products and services over the preceding years coincides with a decline in the proportion of
respondents having a positive view of robots and Al, available at:
https://ec.europa.eu/jrc/communities/sites/jrccties/files/ebs_460_en.pdf.

%8 Cf. Ipsos, op. cit., p. 12.

59 Economic Study, pp. 71 et seq.

60 Economic Study, p. 91.

61 Economic Study, pp. 113 and 114.

62 Cf. “Study on Safety of non-embedded software; Service, data access, and legal issues of advanced robots,
autonomous, connected, and Al-based vehicles and systems”, SMART 2016/0071, TNO 2019-R10095 — Final Study
Report regarding CAD/CCAM and Industrial Robots p. 31.
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designed.®® Going cross-border may therefore involve costly technological adaptations that thwart
economies of scale. Companies deterred from investing in Al-technologies miss out on benefits in
terms of increased profits or efficiency gains.%

The economic study estimated that the total values of the EU27 Al market affected by legal
uncertainty and legal fragmentation ranges from EUR 1.739 billion to EUR 4.973 billion in 2021.%
These shares of the total Al market in the EU27 were obtained by multiplying the value of the Al
market per sector with the respective shares affected by legal uncertainty and fragmentation. To
ensure consistency, the estimated Al market sizes assumed for the impact assessment
accompanying the proposed Al Act were taken as a starting point, representing overall investments
in Al technologies.®® For the sake of robustness and in order to account for uncertainty, these
estimates allow for a wide range of market definitions and possible future developments.®” The
shares affected by legal uncertainty and fragmentation were determined based on a sector-by-sector
analysis, taking into account the ability of the Al applications deployed in the respective sector
(now or in the foreseeable future) to cause harm and thus give rise to liability claims.®

The EP concluded in 2020 that fragmentation and uncertainty, relating to the liability provisions
applicable across the EU, that may emerge in the absence of a common EU approach can provide
negative incentives for innovation and diffusion of Al systems while also contributing to excessive
costs for consumers.®® These internal market obstacles will likely contribute to slowing down the
innovation that drives the overall digital transition. Legal uncertainty and fragmentation regarding
civil liability presents significant barriers across all sectors’® and both to products and services.”

The results of the public consultation confirm these consequences. A clear majority of overall
respondents expect that legal fragmentation and/or the lack of adaptation with respect to civil
liability for Al will, for instance, entail at least to some extent additional costs for companies (e.g.
legal information costs, insurance costs) (75% or 153 out of 205) and the need to adapt Al
technologies, distribution models and cost-management models (70% or 146 out of 205).

63 See e.g. Galasso/Luo, Punishing Robots — Issues in the Economics of Tort Liability and Innovation in Artificial
Intelligence, in: Agrawal/Gans/Goldfarb (eds.), The economy of artificial intelligence: an agenda, Chicago 2020, p.
493(501).

8 The McKinsey Global Institute found that uncertainty has a direct negative effect on the propensity to invest in Al
technologies See ‘Notes from the Al frontier — Tackling Europe’s gap in digital and AI‘, op. cit., fn. 52.

8 Economic Study, p. 112. These numbers refer to the Al market sizes as estimated for the purposes of the IA
accompanying the Al Act.

% Renda e.a. (2020), Study to Support an Impact Assessment of Regulatory Requirements for Artificial Intelligence in
Europe.

57 The lower estimate of the Al market size (EUR 5.404 billion in 2021) stems from Allied Market Research (2018).
Artificial Intelligence Market. Artificial Intelligence Market Size, Growth | Al Market Forecast - 2025
(alliedmarketresearch.com). The higher estimate (EUR 15.451 billion in 2021) stems from Grand View Research
(2020). Global Artificial Intelligence Market. Artificial Intelligence Market Size & Share Report, 2020-2027
(grandviewresearch.com).

% For example, in the area of mobile robotics, a risk of physical harm was taken into account; in the area of
recruitment services, a risk of damage caused by discrimination was assumed; in the health sector, a risk of physical
harm exists, etc.

8 EPRS, Civil liability regime for artificial intelligence - European added value assessment, September 2020, p. 48:
https://www.europarl.europa.eu/thinktank/en/document/EPRS STU(2020)654178.

0 Economic Study, pp. 104 et seq. For the shares of affected Al-enabled activities per sector, and absolute sizes of the
affected market shares, see ibid., pp. 110-112 and 121. In absolute terms, the market shares affected by legal
uncertainty and fragmentation regarding civil liability are the biggest in the manufacturing sector (EUR 226-699 mio.
in 2020 / EUR 1 925-4 026 mio. in 2025) and other technical or scientific sectors (EUR 100-309 mio. in 2020 / EUR
924-1 932 mio. in 2025).

1 Examples of affected activities include the provision and use of predictive Al tools in the agricultural sector, the
operation of Al equipment in manufacturing, Al-enabled solutions to remotely monitor work sites in the oil and gas
sector, speech and text recognition tools in the IT sector, automated waste management, etc.
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SMEs in particular: Start-ups and other SMEs are likely to be significantly more affected by legal
uncertainty and fragmentation than large companies: they cannot rely on comparable in-house legal
expertise and an established cross-border network. As smaller companies often lack sufficient
external funding, the additional costs incurred due to legal uncertainty may be prohibitive for start-
ups and other SMEs, or at least reduce their competitiveness in relation to large companies.’? These
effects are particularly weighty because the EU market is driven by SMEs developing, deploying or
using Al technologies. It is estimated that SMEs account for more than 95 % of companies active in
this market, with micro-enterprises representing over 80 % of all firms involved in Al research and
software development.” Yet it is estimated that only 19 % of micro-enterprises active in the internal
Al market are involved in cross-border activities (as opposed to 68 % of large corporations).’* This
points to a significant unused internal market potential.” As most start-ups and other SMEs are not
using the potential of the single market to scale up, the fragmentation of the Al landscape, notably
in terms of regulations, impedes the creation of a regional ecosystem with bigger scale.’®

In the public consultation, business associations representing SMEs confirmed the relevant
internal market obstacles to a larger extent than other business stakeholders. The responding
individual SMEs also agreed that the lack of adaptation and fragmented Al-specific liability rules
at national level will increase companies’ costs, insurance premiums, entail higher prices of Al-
enabled products and services and cause companies to refrain from using Al.

Insurance companies: Legal uncertainty regarding the liability exposure of insurance holders can
make it more difficult to calculate premiums and offer coverage, in particular for cross-border
activities and for situations covered by fault-based liability.”” Such difficulties affect the insurance
companies themselves. But they are also of concern to the companies facing unpredictable — and
potentially very high — liability exposure when unable to procure desired insurance coverage.
Finally, they also affect the victims bearing the liable party’s insolvency risk. Moreover, liability
insurance premiums depend, to some extent, on insurers’ prospect of successful redress claims
allowing them to claim back the amounts they paid out.”® Outside the scope of the PLD, such
redress claims rely to a large extent on fault-based liability, which means that insurance companies
will face significant uncertainty in estimating their own chances of success on the redress level for
damage caused by Al-enabled products and services.

Victims of damage caused by Al-technologies may be (i) private persons, businesses or public
entities owning Al-enabled products or using Al-enabled products and services and (ii) natural
persons, businesses or public entities without any link to those products and services (third-party
damage). See 2.5. for detailed explanations on the difficulties faced by victims.

(b) Indirectly affected stakeholders

Consumers: As explained under 2.5., a lack of compensation of damage caused by Al is likely to
contribute to low levels of consumer trust and demand of Al-enabled products and services.”® If
restrained consumer demand, coupled with legal uncertainty and fragmentation faced by businesses,
delay the roll-out of novel Al-technologies in the internal market, consumers would, to some extent,
be deprived of the benefits promised by Al. They could miss out on benefits like faster and more

2 Economic Study, p. 122.

73 |bid, p. 115.

7 |bid., p. 117.

7 1bid., pp. 118 et seq.

76 See “Notes from the Al frontier — Tackling Europe’s gap in digital and AI‘, McKinsey, op. cit., p. 47.

7 ¢ Access to insurance for services provided in another Member State’, SWD(2014) 130 final, 31/3/2014 p. 7.
8 Economic Study, p. 142.

79 Behavioural Economics Study, op. cit. p. 24-28.
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personalised services, innovative and performant products as well as advances in the fields of
health, safety, security, mobility, sustainability, media, etc.

Companies active in Al: The trust deficit and the consequential lower uptake of Al-enabled
products and services is likely to affect all companies with a stake in the rollout of Al in the form of
lost market opportunities. This includes also those entities in the Al value chain, such as
researchers, developers and providers of related technologies or equipment (e.g. cloud service
providers), who are likely to face reduced demand.

General economic consequences: If victims are left to bear the burden of damage caused by Al, the
overall cost allocation of introducing this technology is inefficient, as this cost is borne by those that
neither can control the risk nor benefit from it. Burdening victims disproportionately and allowing
for an externalisation of costs linked to the roll-out of Al would create inefficient incentives. It
would also undermine the innovation potential linked to the development of safe Al-enabled
products and services.&

In an even broader sense, the existence of obstacles to the functioning of the internal market in Al-
enabled products and services affects the European economy and society as a whole. The cross-
sector relevance of Al was confirmed by a representative survey of 2020, showing that at least 35 %
of EU companies from each of the sectors covered have adopted Al technologies.?! The identified
liability-related obstacles are likely to have a negative impact on the overall growth and innovation
capacity of the European market. The fact that EU companies cannot take full advantage of the
internal market prevents them from becoming more competitive on a global scale, and may thus
further weaken the EU’s position vis-a-vis its competitors in the global Al race (primarily the US
and China), as the EU already lags behind them®?.

By putting forward a balanced approach regarding liability for damage caused by Al, the EU has
the opportunity to set a global benchmark and ultimately generate a competitive advantage for ‘Al
made in Europe’.

While the longer term impact of Covid-19 on the situation of the internal market for Al-enabled
products and services is still somewhat uncertain, the pandemic has expedited the trend towards
increased digitalisation, and economic growth has picked up strongly in 2021 and 2022.8 The war
in Ukraine is likely to have a significant negative effect on the EU economy, and forecasts will have
to be reviewed taking into account his factor. However, at the time of submitting this impact
assessment no updated estimates were available yet.

General societal consequences: A liability framework which is significantly more difficult to apply
when Al is involved will not sufficiently motivate risk takers (producers, service providers,
operators, users, etc.) to make efforts to avoid harm to others. In particular, inefficient liability rules
will not sufficiently motivate compliance with safety rules or with the ex-ante requirements
introduced by the Al Act.

Compensation gaps could call into question citizens’ trust not only in Al, but also in the ability of
the legal and judicial system to ensure fair and equitable results.

2.7. Likely evolution of the problems without Union intervention

Legal uncertainty regarding the application of national liability rules might to a certain extent

8 Economic Study, pp. 188 et seq.

8 |psos 2020, op. cit.

82 Economic Study, pp. 32 et seq.

8 Cf. the Winter 2022 Economic Forecast.
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diminish in the long term as MS adopt Al-specific liability rules or national courts clarify the
interpretation of existing rules. However, the adoption of Al-specific liability rules at the national
level would in all likelihood exacerbate the problem of fragmentation since such rules would be
different and not benefit from a harmonised interpretation by the European Court of Justice.

Judicial solutions adopted by national courts are by nature limited to the particular case at issue and
in most cases do not bind other courts, which in turn can adopt different solutions. Therefore, legal
uncertainty for business and victims’ difficulties in claiming compensation will persist, to a large
extent, while fragmentation in the internal market will increase.

The Al Act and various safety related rules®* aim to improve the availability of relevant information
on, and the transparency and explainability & of high-risk Al systems, the safety of those systems
and the effective protection of fundamental rights. The requirements of the Al Act and future
detailed standards providing details on these requirements can help to determine the duties of care
for fault-based claims. The information to be documented and the logged records of the system
pursuant to the Al Act can be useful, if the victim has access to it, for establishing liability.
However, these proposals do not contain provisions designed to facilitate the victim’s claim, €.g. on
the burden of proof or access to information. They will therefore not remove the Al-specific
problem drivers in the context of liability. For this reason, the impact assessment for the Al Act
underlined the importance of combining that initiative with specific liability-related measures.

It is to be expected that the problem drivers of the difficulty of claiming compensation linked to e.g.
the autonomy, opacity and complexity of certain Al systems will become more relevant in the
future, as increasingly independent Al-systems will carry out ever more advanced tasks (see 5.1.).

The negative effect of a perceived lack of compensation on societal trust is likely to further
increase, if the risks posed by Al-enabled technologies materialise in practice and the public
becomes increasingly aware of difficulties in claiming compensation. Accidents involving Al-
enabled products often receive a very large amount of public attention.®® Behavioural research has
shown that the level of consumers’ anxiety towards the use of Al applications and their likelihood
to take up Al-enabled products/services is correlated with their exposure to media coverage of
accidents involving such products/services.®” This effect could already be observed e.g. by the
change in public perception of self-driving vehicles following high-profile crashes.® It is very
likely to become more relevant with the increased rollout of Al applications capable of causing
harm.

As the market for Al-enabled products and services is expected to grow substantially, and Al can be
implemented in more and more situations and sectors, the economic and societal relevance of the
identified problems is also likely to increase in absolute terms.® The economic study concluded that
the sum of the Al market share affected by liability issues will increase at a compound annual

8 See Annex 7 for a more detailed analysis of how the proposed Al Act is taken into account for the baseline
scenario, and the interplay with the proposed Al Act.

8 For approaches to improve explainability, see Joint Research Centre Technical Report, Robustness and
Explainability of Artificial Intelligence — From technical to policy decisions, 2020, point. 3.2.2. et seq. and footnotes
49 et seq.

8 Cf. e.g. J.W. Hong, Why Is Artificial Intelligence Blamed More? Analysis of Faulting Artificial Intelligence for
Self-Driving Car Accidents in Experimental Settings, International Journal of Human—Computer Interaction, 2020,
DOI: 10.1080/10447318.2020.1785693.

87 Behavioural Economics Study, op. cit., pp. 43, 47, 87.

8 See https://www.theverge.com/2018/5/22/17380374/self-driving-car-crash-consumer-trust-poll-aaa

8 Any suggestion that the expected increase in absolute terms of the market value potentially affected by liability-
related issues might be outweighed by attenuating factors such as increased safety requirements applicable to Al
systems is not supported by evidence; cf. Economic Study, p. 113.
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growth rate of 44% — 56% until 2025.%°
3. WHY sHouLD THE EU ACT?
3.1. Legal basis

The initiative constitutes a core part of the EU Al strategy. The problems identified in section 2
(legal uncertainty, legal fragmentation, lack of compensation diminishing consumer trust) hinder
the development of the internal market and thus amount to significant obstacles to cross-border
trade in Al-enabled products and services.*

On the one hand, these obstacles stem from the fact that businesses that want to produce,
disseminate and operate Al-enabled products and services across borders are uncertain whether and
how existing liability regimes would apply to damage caused by Al. This uncertainty concerns not
only their own MS but particularly other MS where they will export to or operate their products and
services. This assessment was recently confirmed by the comparative law study.®? Certainty would
be necessary for these businesses to know the relevant liability risks and to be able to insure
themselves against them.

On the other hand, there is concrete evidence showing that a number of MS would take unilateral
legislative measures to address the specific challenges posed by Al with respect to liability. For
example, Al strategies adopted in Italy®®, Malta®, Czech Republic®®, Poland®® and Portugal®’
mention initiatives to clarify liability. Given the already existing large extent of differences between
MS’ existing civil liability rules, it is very likely that any national Al-specific measures on liability
would follow existing different national approaches and therefore increase such differences.

In a cross-border context the law applicable to a non-contractual obligation arising out of a
tort/delict is by default the law of the country in which the damage occurs.®® Thus, adaptations of
liability rules taken on a purely national basis would increase the barriers to the roll-out of Al-
enabled products and services across the internal market and contribute further to fragmentation.

In light of the existing situation and the content and aim of the planned initiative, the appropriate
legal basis is Article 114 TFEU. This initiative addresses the abovementioned obstacles by
harmonising targeted aspects of MS’ existing civil liability rules applicable to Al-systems, in order
to improve the conditions for the functioning of the internal market in Al-enabled products and

% Economic Study, p. 121.

%1 Economic Study, pp. 97, 114 and 121.

92 See Comparative Law Study, Executive Summary.

9 2025 Strategia per I’innovazione tecnologica e la digitalizzazione del Paese:
https://assets.innovazione.gov.it/1610546390-midbook2025.pdf;

% Economic Study, p. 96.

% National Artificial Intelligence Strategy of the Czech Republic, 2019: https://www.mpo.cz/assets/en/guidepost/for-
the-media/press-releases/2019/5/NAIS_eng_web.pdf; AT Watch, ‘National strategies on Artificial Intelligence — A
European perspective’, 2021 edition — a JRC-OECD report: https://op.europa.eu/en/publication-detail/-
[publication/619fd0b5-d3ca-11eb-895a-01aa75ed71al, p. 41

% See Polityka Rozwoju Sztucznej. Inteligencji w Polsce na lata 2019 — 2027 (Policy for the Development of
Artificial Intelligence in Poland for 2019-2027) (www.gov.pl/attachment/0aa51cd5-b934-4bch-8660-bfecb20ea2a9),
102-3. The policy document emphasised that the provisions of private law on liability for damages are not adapted to
the challenges posed by Al, and it was pointed out that the resolving of the emerging problems could be attempted on
a micro scale, trying to find temporary solutions beforehand. In the long term entirely new rules of civil liability for
algorithms should be developed. The document emphasised that it would be optimal to establish these rules by way of
international consensus.

% Al Portugal 2030: https://www.incode2030.gov.pt/sites/default/files/julho_incode_brochura.pdf; Al Watch, op. cit.,
p. 113.

% See 2.4. above.
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services. The choice of that legal basis is also supported by the EP which has called twice upon the
Commission to use this legal basis for a legislative proposal.®

3.2. Subsidiarity: Necessity and added value of EU action

(a) Necessity of action at EU level

The identified obstacles have significant impact on cross-border trade of Al-enabled products and
services. The negative effects of legal uncertainty — additional legal information/representation and
risk management costs as well as foregone revenue — were found to be worse for companies trading
cross-border.1® Likewise, fragmentation between MS regarding the conditions under which
business would face compensation claims for damage caused by Al would increase transaction
costs especially regarding cross-border trade, entailing significant internal market barriers.

The significance of these obstacles is reinforced by the fact that legal uncertainty and fragmentation
disproportionately affect start-ups and other SMEs, which account for the large majority of
companies and the major share of investments in the relevant markets.%2 Smaller businesses lack
the necessary financial resources as well as the specialised legal and technical expertise to cope
with the identified challenges. Thus, they are more likely to be deterred from rolling out their
products or services across borders'®, incurring lost revenue. This situation is making the EU
market overall less strong and innovative and European companies less competitive.

MS could to some extent address the problem of legal uncertainty and improve the effectiveness of
liability claims by adapting their respective rules. However, they would necessarily do so by
building on the approaches of their own, already very different liability regimes. This would lead to
further fragmentation, with the negative effects outlined under 2.4. and 3.1. The relevant problems
can therefore be addressed effectively only at EU level.

(b) Added value of EU action

The conditions for the roll-out and development of Al-technologies in the internal market can be
significantly improved by preventing fragmentation and increasing legal certainty through
harmonised measures at EU level, compared to the baseline scenario involving possible adaptations
of liability rules at national level.1® The economic study concluded — as a conservative estimate —
that targeted harmonisation measures on civil liability for Al would have a positive impact of 5 to
7 % on the production value of relevant cross-border trade as compared to the baseline scenario.%®
This added value would be generated notably through reduced fragmentation and increased legal
certainty regarding stakeholders’ liability exposure. This would lower stakeholders’ legal
information/representation, internal risk management and compliance costs, facilitate financial
planning as well as risk estimates for insurance purposes, and enable companies — in particular
SMEs — to explore new markets across borders.’% Moreover, it is only through EU action that the
desired effect of promoting consumer trust in Al-enabled products and services by preventing
liability gaps linked to the specific characteristics of Al can be achieved consistently across the
internal market. Harmonised adaptations of existing liability rules are needed to prevent Al-induced

% Resolution of 16 February 2017 on Civil Law Rules on Robotics (2015/2103(INL)); legislative own-initiative
Resolution on a civil liability regime for Al (op. cit.)

100 Economic Study, p. 114

101 |bid.

102 |hid., p. 117.

103 1bid., p. 122.

104 See chapter 7 of the Economic Study, and section 6 for details.

105 See Economic Study, pp. 196 et seq.

106 For an overview of economic effects of harmonisation measures, see Economic Study, pp. 202 et seq.
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liability gaps across all MS, ensuring a consistent (minimum) level of protection for all victims
(citizens and companies) and consistent incentives to prevent harm and ensure accountability.

Given the long-standing and entrenched divergences between national tort law traditions, any
attempt of a general broad stroke harmonisation of tort law would meet with strong subsidiarity
concerns from MS. The same is not the case for a targeted initiative addressing Al specific
challenges at EU level. The pivotal role of Al as a key enabling technology distinguishes it from
other products and services. This is why the Commission and MS have jointly committed to align
their Al policy to remove fragmentation and address challenges globally*®’, recognising the need for
coordinated measures to create the right conditions for the rollout of Al in the internal market. By
putting forward targeted and harmonised adaptations of certain aspects of existing national liability
rules, this initiative presents a clear added value, without putting into question MS’ traditional civil
liability frameworks.

(c) Stakeholder views

A public consultation conducted in 2017 by the EP showed that 90 % of individual stakeholders
consider it necessary to regulate developments in both robotics and Al, and 96 % of those favouring
a regulatory approach preferred action at EU or international level rather than action at MS level X%
A statistically representative Eurobarometer of 2019 confirmed that half of EU citizens (50 %)
agreed that public policy intervention is needed, whereas only 7 % considered that no specific
action is needed, and 16 % considered that industry providers of Al can deal with these issues
themselves.1®

These results were clearly confirmed by the outcome of the public consultation on the Al White
Paper in 2020. 63 % of respondents were in favour of adapting national liability rules for all or for
specific Al applications to better ensure proper compensation and a fair allocation of liability.
Citizens were particularly supportive, with 72% of respondents calling for some adaptations. While
the overall support among companies was 45%, it was higher among SMEs with 60% of
respondents. This confirms that, as explained before, the effect of the identified legal uncertainty
and fragmentation is disproportionately larger on SMEs.

The need for EU action was again confirmed by the results of the public consultation done in the
context of this impact assessment. When asked to rank PO by preference, the baseline option ‘No
EU action on liability for AI’ had clearly the lowest average preference score of all responses.
Moreover, ca. 60 % of respondents think that EU action to ease the victim’s burden of proof is
necessary and justified, while only 25 % disagree with this.

The public consultation showed particularly strong support for EU action amongst EU citizens,
consumer organisations and NGOs; almost all of them chose ‘No EU action’ as their least preferred
PO. Although business stakeholders tend to be more sceptical about EU action on liability for Al,
there was support also from the business side: The share of responding companies/business
organisations in favour of EU action to ease the victim’s burden of proof was the same as of those
opposing it (ca.40 % respectively). SMEs are slightly more favourable towards EU action than other
types of business stakeholders: 4 of the responding associations representing SME interests
supported EU action to ease victims’ burden of proof, while 3 did not; all responding individual
SMEs were in favour of EU action to address difficulties of proof linked with Al.

107 Coordinated Plan on Avrtificial Intelligence 2021 Review, p. 2.

18 See summary of the public consultation, p.5 (https://www.europarl.europa.eu/cmsdata/130181/public-
consultation-robotics-summary-report.pdf).

109 See footnote 50.
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The comparably less pronounced support from businesses, in relation with all the other categories
of stakeholders, is likely to have two main reasons.

Firstly, experience seems to indicate that business stakeholders, when contributing to public
consultations of the Commission, which is considering a legislative intervention, usually tend to
do so from the perspective of a future subject of obligations imposed by EU law, focusing on
potential burdens, and not from the perspective of a potential beneficiary. Accordingly, in the case
of the public consultation on Al liability, businesses mainly may have seen themselves as liable
person/entity, and not as a potential victim of damage. The experiences in the context of the
economic study, where business stakeholders provided input on the policy options from the
perspective of potentially liable parties and not of potential victims of harm, seem to support such
a viewpoint. In line with the above-mentioned differences in results when looking at views of
businesses overall and SMEs specifically, the latter could however likely to be more able to view
themselves in the victim’s position. This may be one major reason why respondents of this
category had somewhat different views than large companies or business associations.

Secondly, businesses may tend to focus mostly on how the legislation would apply to them directly
and not to consider the broader effects of policy measures, from which they would benefit
indirectly. Businesses might tend to disregard the macroeconomic effects of building trust in a
technology, while they are more aware of the effects of the lack of it. Therefore, most businesses
replying to the consultation seemed to compare a situation of no intervention to a situation of
regulation at EU level:

When considering no legislative intervention, on the one hand significant shares of business
stakeholders acknowledged a link between a lack of adaptation of national liability rules applicable
to Al and legal uncertainty and legal fragmentation. They also expect to incur costs due to these
problems, especially when engaging in cross-border trade. On the other hand, many businesses may
likely tend to associate the lack of adaptation of national liability rules with an indeed high
probability that even if companies are responsible for harm caused by Al-enabled products and
services they would not have to compensate the harm at all because potential victims would not be
able to prove their otherwise justified compensation claim.

By contrast, when considering a situation of regulation at EU level, a large share of business
stakeholders may focus more on the fact that harmonised measures to prevent Al-specific
compensation gaps would increase the chances of success of such a liability claim against them.
These considerations might be given more weight than the fact that the Al liability initiative aims to
help also businesses that suffered harm to claim compensation, or the potential benefits in terms of
increased legal certainty and reduced fragmentation.

Authorities from only 5 MS participated in the public consultation, expressing split views on the Al
liability initiative. A dedicated workshop was subsequently organised to get a broader picture of
Member States’ opinions. However this aim was not achieved, Member States were in their very
large majority not in a position to confirm either clear support or opposition. Member States seemed
to adopt more a ‘wait-and-see’ stance. A reason may be that they may expect the Commission to put
forward a legislative proposal and may not have wished to pre-empt their position during the
legislative negotiations.
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4. OBJECTIVES: WHAT IS TO BE ACHIEVED?

Increase legal certainty about Prevent the emergence of Prevent a lack of compensation (ensure
Specific the liability risk exposure of fragmented Al-specific same
Objectives | business activities involving Al | rules across the internal level of protection in cases involving Al)
market
Functioning of the internal market Ecosystem of trust = Promote the
(reduce obstacles and prevent emergence of new obstacles) uptake of Al-enabled products and services
General | |
objectives

Promote the roll-out of trustworthy Al in Europe (economic, social, environmental benefits of Al)

4.1. General objectives

In line with the overall Commission strategy, the primary general objective of this initiative is to
contribute to the roll-out of Al in order to reap its benefits as a set of enabling technologies for the
growth of the digital economy and its societal advantages. The contribution of this initiative to this
objective is twofold.

Firstly, it would improve the conditions for the functioning of the internal market: reducing
existing obstacles and preventing the emergence of new obstacles to the cross-border trade in Al-
enabled products and services. This would have beneficial effects for the European economy and
the competitiveness of the European Al-sector.

Secondly, in line with the Commission human-centric approach and the White Paper on Al, this
initiative contributes to the ‘ecosystem of trust’ in AI by ensuring that persons having suffered
harm caused with the involvement of Al systems enjoy the same level of protection as persons
having suffered harm caused by other technologies and that efficient redress mechanisms fairly
distribute loss.*? Increased trust will lead to increased uptake of Al.

4.2. Specific objectives

(a) SO1: Increase legal certainty about the liability risk exposure of business activities involving
Al

- Description: This initiative aims at reducing legal uncertainty regarding companies’ liability risk
exposure.!™ Legal certainty is a key concern for investors.'?

By clarifying the conditions for assessing and quantifying liability risks, the initiative seeks to
create investment stability. By reducing legal information/representation, risk management and
litigation costs, companies should have stable and favourable conditions to produce, market and
operate Al-enabled products and services. This initiative thus promotes the roll-out of Al-enabled
products and services.

110 Al White Paper, p. 15.

111 Given the general nature of these liability rules (they can apply to any ‘wrongdoer’), a broad range of companies
can fall under the scope, e.g. companies providing labelled training data, companies involved in the development of
Al components, companies using Al to provide services, etc.

112 Cf. ‘Notes from the Al frontier — Tackling Europe’s gap in digital and AI¢, McKinsey Global Institute Discussion
Paper, February 2019, p. 47; Economic Study, p. 68. The representative IPSOS survey also came to the conclusion
that reducing uncertainty can be highly beneficial for enterprises, as enterprises find liability for potential damages to
be a major external challenge to Al adoption, see IPSQOS, op. cit., p. 6.
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This SO applies to all Al-related business but is particularly relevant for cross-border operations,
where the negative effects of legal uncertainty are multiplied by the number of MS into which Al-
enabled products and services are exported to or are operating in.

- Stakeholders targeted: Legal certainty is meant to benefit all companies active in Al. Increasing
legal certainty would be beneficial to a higher degree for start-ups and other SMEs, which perceive
uncertainty to a greater extent and are disproportionately affected by the associated costs and
burden.13

By reducing legal uncertainty, the initiative aims also to promote a wide range of offers in the
relevant insurance market and enable insurance companies to reduce risk premiums. Those taking
up Al will be able to insure their liability risk, with the effect of limiting liability exposure to the
insurance premiums. Such insurance decreases possible liability costs very significantly. It also
makes them predictable and therefore manageable. This benefits in particular start-ups with lower
capital cover, because a liability risk is more likely to be an existential threat for such companies
than for large companies.** Insurance coverage is also advantageous for victims, because they
benefit from faster and easier compensation, even in the event that the liable party is insolvent.

(b) SO2: Prevent the emergence of fragmented Al-specific rules across the internal market

- Description: The initiative aims to prevent the emergence of different national rules adapting in
different ways national liability regimes to the specificities of Al. This would exacerbate the already
existing legal heterogeneity and create more fragmentation. It would also slow down the roll-out of
Al as a set of enabling technologies. Legal fragmentation adds to the burden linked to legal
uncertainty when operating across national borders. The second SO is thus intertwined with the
first. Preventing legal fragmentation in form of diverging adaptations of liability rules at national
level alleviates those types of burden that apply specifically when operating across borders. For
instance, the initiative would reduce the need for companies to adapt their business models and the
technological parameters of Al-enabled products and services in light of diverging proof-related
liability rules.

- Stakeholders targeted: Attaining this SO would benefit primarily companies, whose activities are
linked to the development or use of Al, that are already operating, or are considering to expand,
across borders. As with the first SO, start-ups and other SMEs are affected to a markedly higher
degree than large companies, given that the former are much more likely to be deterred by legal
fragmentation from exploring new geographical markets. This SO covers also insurance companies.
More consistent extra-contractual liability rules would facilitate it for them to offer competitive
coverage of Al-related activities in several MS, notably by enabling a consistent risk-assessment
and insurance product design.

(c) SO3: Prevent a lack of compensation in cases involving Al to promote societal trust and the
uptake of Al-enabled products and services

- Description: By preventing Al-specific liability gaps, the initiative promotes societal acceptance
and consumer trust, both in Al as a new technology and in the justice system. This SO forms part of
the EU’s human-centric approach to create an ‘ecosystem of trust’.

- Stakeholders targeted: This initiative aims at increasing societal trust in Al-technologies'*® and
access to an effective justice system. It ensures that civil liability is well functioning, adapted to the

113 Economic Study, pp. 97 and 117.

114 |bid., pp. 142.

115 The link between effective liability rules for Al and consumer trust was confirmed specifically by the behavioural
study, see Behavioural Economics Study, op. cit.
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specificities of Al, and justified claims for compensation of harm are successful. It will reach this
aim by facilitating claims where the specific characteristics of Al (see 2.2.) would otherwise make it
difficult or prohibitively costly for victims to meet the burden of proof.

Increasing societal trust would benefit all companies in the Al-value chain, because strengthening
citizens’ trust will contribute to a faster uptake of Al, and create a competitive advantage for
European Al companies. Due to the incentive effect of liability rules, preventing liability gaps
would also indirectly benefit all citizens through an increased level of protection of health and
safety (Article 114(3) TFEU) and the obviation of sources of health risks (Article 168(1) TFEU).

(d) Consistency with other Commission proposals concerning Al and the PLD revision''6

Not only is this proposal an important element of the overall Commission strategy to promote the
roll-out of Al and its human-centric approach. It will also incentivise compliance with safety
requirements and requirements designed to safeguard fundamental rights, applicable to Al-enabled
products and services.''” Beside its other main objective to achieve fair compensation, liability law
acts as deterrent to unwanted behaviours, in this case, a non-compliance with safety and
fundamental rights requirements (see 1.3.). Potentially liable persons will be more diligent in
observing rules meant to prevent harm by Al systems. This comes from the knowledge that, in
addition to possible administrative sanctions (e.g. fines, withdrawal of products, and suspension of
licences), they face the risk of having to pay compensation for a damage caused.

The general and SO of this initiative are also consistent with those of the general PLD revision
(PLD impact assessment section 4). The two initiatives are designed to complement one another. In
their combination, they will create a clear and consistent legal framework ensuring effective
protection of victims of Al. Given the PLD’s horizontal, technology-neutral approach, the PLD
revision is not aimed at Al in particular but covers all kinds of products. This initiative addresses
Al-specific challenges.''® The PLD revision pursues also additional objectives, such as making the
PLD fit for the circular economy.

(e) Contribution to achieving the Sustainable Development Goals

By promoting the development and rollout of Al, this initiative indirectly supports several targets
across all the Sustainable Development Goals (SDGs). TA more direct contribution of this initiative
to the SDGs is towards Goal 16, especially target 16.3. This initiative will ensure that victims of
harm caused by Al-enabled products/ services have effective access to the evidence necessary to
build a case in court, so as to enjoy the same chances of a successful claim as victims of harm
caused by other technologies. By ensuring to the former the same level of protection as to the latter,
this initiative promotes the goal of ‘equal access to justice for all’.

5. WHAT ARE THE AVAILABLE POLICY OPTIONS?
5.1. What is the baseline from which options are assessed?

(@) Description

116 For details about how the present initiative interacts with other relevant legislation and policies, see Annex 6.

117See IA on the Al Act, SWD(2021 84 final (p. 88): “Effective liability rules will [...] provide an additional incentive
to comply with the due diligence obligations laid down in the Al horizontal initiative, thus reinforcing the
effectiveness and intended benefits of the proposed initiative.”

118 This does not imply that the Al liability initiative would take precedence (e.g. based on the lex specialis rule) over
the PLD. The respective scopes would be carefully delineated to avoid any conflicts or inconsistencies. As the Al-
specific alleviations of the burden of proof are designed to apply in the context of national fault-based liability rules,
claims falling under the scope of the PLD would not be affected by these alleviations.
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The baseline builds on the existing legal framework outlined under 1.2., which consists primarily of
MS’ fault-based and strict liability rules as well as the PLD. It is also assumed that the proposed Al
Act!!®, the Machinery Products Regulation (‘MPR’) and the General Product Safety Regulation will
be adopted. The expected adaptation of national liability rules by a number of MS, likely leading to
further fragmentation, is taken into consideration when assessing the impacts of the identified
problems under the baseline. A time horizon of 10 years is envisaged for the baseline and for the
assessment of the PO against that baseline.'?

Interplay with PLD review: This same baseline is used in the impact assessment on the not Al-
specific measures of the PLD review. In particular, the Commission is considering to clarify
liability under the PLD in respect of:

software/digital elements (including Al) necessary for tangible products to operate,
who qualifies as producer for defective updates and upgrades,

liability for the failure to provide a software update to keep the product safe and
how to ease the burden of proof in the case of complex products.'?!

These measures could allow to a greater extent than before compensation under the PLD of harm to
life, health and consumer property caused by defective Al systems related to products.

The measures for Al-induced damage looked at in the present impact assessment would
complement the PLD for those liability claims not covered by the PLD, in particular for:

- claims based on the fault of a person that led the Al to cause harm (not on product defect);

- claims against other entities than producers (e.g. users, operators, service providers, cyber
attackers);

- claims for damage caused by Al-enabled services;

- claims to compensate damage suffered by businesses,

- claims to compensate types of damage not covered under the PLD (e.g. immaterial damage not
resulting from personal injury or damage to consumer property, damage caused by
discrimination, etc.).

Beyond this, for persons having suffered harm caused by Al systems the objective of the Al White
Paper is that these victims have the same level of protection as persons having suffered harm caused
by other technologies. Both impact assessments together look at all three pillars of liability (fault
based liability, PLD, strict liability, see 1.2.) in a holistic way. As a result, for all three pillars of
liability the victims should not have less routes to compensation than for harm caused by other
technologies.

For those two reasons, the measures examined in the impact assessment on the PLD review and the
PO defined in this impact assessment present a synergetic whole for damages caused by Al-
systems.

(b) Impacts of problems under the baseline scenario

- Market barriers linked to legal uncertainty and fragmentation (problems 1 and 2):'%? It is

119 See Annex 7 for details of the links with the Al Act.

120 This time horizon takes into account the usual length of the procedure for proposing, negotiating, adopting and
implementing the policy options as well as the future-oriented nature of this initiative, which is designed to provide
the right conditions for the roll-out of innovative Al-enabled products and services.

121 Namely through access to technical information, by expressly allowing the presumption of defectiveness under
certain circumstances, and by clarifying the ‘development risk defence’ to ensure that producers remain liable for
undiscoverable defects in products designed with limited predictability.
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likely that at least some MS will adapt their respective liability rules under the baseline scenario.
Depending on their respective approaches, this may increase legal certainty to a varying extent.
However, legal uncertainty would not be addressed in a systematic and coherent manner across the
internal market. In those MS that will not adopt general legislative measures, only ad hoc judicial
solutions will emerge, based on a case-by-case interpretation of existing liability rules. Affected
businesses, in particular SMEs, are therefore likely to continue facing most of the costs of legal
uncertainty described under 2.6. In addition, the national legal or case-law solutions reacting to Al
specific challenges would increase the level of legal fragmentation, which would lead to higher
costs for companies operating cross-border.

With the expected roll-out of increasingly autonomous, opaque and complex Al-systems over the
coming years, Al will be implemented in ever more sectors of the economy and society. It is
therefore highly likely that damages and ensuing liability claims involving Al-systems will become
more frequent, and the economic relevance of the liability-related problems will increase under the
baseline scenario. It was estimated that the total value of the EU27 market shares affected by those
problems will increase almost seven- to ten-fold between 2021 and 2025 (from between EUR 1.739
billion to EUR 4.973 billion to between EUR 10.204 billion and EUR 21.342 billion.'?® The market
shares affected by legal uncertainty and fragmentation were determined by a sector-by-sector
analysis in the economic study, taking into account the current and forecast take-up rate of Al-
enabled technologies, the percentage of companies perceiving liability as a barrier to Al adoption
and the ability of the Al applications deployed in the respective sector (now or in the foreseeable
future) to cause harm and thus give rise to liability claims.!?* For all of these factors, the study made
reasoned assumptions based on data from the aforementioned representative company survey on Al,
relevant individual stakeholder feedback as well as a detailed market analysis. The size of the
market shares affected by legal uncertainty and fragmentation provides an indication of the order of
magnitude of the economic relevance of the problems to be addressed by this initiative. This
indicator is not intended to provide a precise quantification of the economic impact of the legal
uncertainty and fragmentation. Such quantification proved impossible due to a lack of data, as the
Al-enabled products and services affected by the initiative are in the early stages of rollout or not
yet on the market. It is also acknowledged that the factors and assumptions supporting these
estimates are to a certain extent uncertain, as they reflect uncertain projections on future
technological and market development. In particular, the assumption that the size of the market
shares affected by legal uncertainty and fragmentation will increase proportionally to the increase in
the overall size of the Al market depends on a number of yet unknown factors, such as the extent to
which revised safety rules will decrease the instances of harm caused by Al and possible advances
in the field of explainable Al. Taking into account that the increasing degree of complexity and
behavioural autonomy of Al systems is likely to exacerbate the problems to be addressed by the Al
liability initiative, and that MS will over time become increasingly likely to adapt their liability
rules unilaterally in the absence of EU action, the assumption of a proportional increase of the
market shares affected by legal uncertainty and fragmentation appears conservative. In any case, a
maximum of robustness is ensured by a allowing for a wide bracket between the high and low
estimates, which can accommodate differing market definitions and future developments.

- Lack of compensation for victims leading to a lack of societal trust and hampering take-up
by consumers (problem 3): In those MS that adapt their liability frameworks to the challenges of

122 Due to the interconnected nature of the problems of legal uncertainty and legal fragmentation, those problems are
considered together for the purposes of the baseline scenario.

123 Cf, Economic Study, p. 112. For explanations about how the relevant shares of the Al market were determined, see
point 2.6.(a) above.

124 For example, in the area of mobile robotics, a risk of physical harm was taken into account; in the area of
recruitment services, a risk of damage caused by discrimination was assumed; in the health sector, a risk of physical
harm exists, etc.

27



Al, claims for compensation could become similarly effective as in cases where no Al-technologies
are involved. However, in those MS which will refrain from adapting liability rules reacting to Al
specific challenges during the coming years it will often be prohibitively difficult or even
impossible for victims to claim compensation.

Over the course of the baseline period, the increasing prevalence of Al-systems in more and more
sectors of the economy and society will mean more accidents and more liability claims that are
likely to be attract significant media attention. This will drive consumers’ awareness of liability-
related issues. As confirmed by dedicated behavioural research, persisting — and increasingly
mediatised — safety concerns will in turn also contribute to a lack of societal trust in Al.>®> Thus,
liability-specific issues, if not addressed consistently at EU level, are expected to have a significant
negative effect on societal trust and the uptake of Al.*?® That is because lack of trust means less
willingness to engage with the technology. Delayed or reduced uptake of Al-technologies in the
internal market will affect all companies in the Al-value chain. It will also lead to reduced or
delayed benefits of Al for the society.

The practical consequence of this situation is both unfair and economically inefficient. On the one
hand, certain risk-takers that benefit from integrating Al into their activities will be able to
externalise to the victims the costs linked with the use of Al. On the other hand, victims — be they
natural persons or companies — will be burdened with costs that they have no means to prevent. The
liability framework would thus fail to fulfil its functions of preventing unwanted behaviours and
ensuring an efficient cost allocation of risks.

Persistent liability gaps are also likely to frustrate, to some extent, the White Paper objective of
ensuring the safety of Al for the benefit of all EU citizens, as liability rules will not incentivise
potentially liable persons to prevent accidents.

(c) The relevance of liability-specific problems given the Al Act, MPR and General
Product Safety Regulation

The legislative proposals (in particular the Al Act and MPR) were also adopted as Commission’s
follow-up to the Al White Paper to address specific problems of Al and they pursue the same
overall objective as the present initiative.!?’

These proposals introduce requirements to be met before Al systems placed on the market, to
reduce safety risks and breaches of fundamental rights. They also provide for monitoring of how
these systems operate in practice and reporting of incidents.. These provisions reflect that there is
no absolute safety, only a level of accepted risk. The impact assessments accompanying the
proposed Al Act, MPR and General Product Safety Regulation indeed conclude that these
initiatives will reduce accident rates, while quantified estimates of the expected safety gains
regarding Al-enabled products or services in particular are not available. It is therefore assumed,
albeit only in qualitative terms, that safety levels will increase during the baseline period, an
assumption that has been incorporated in this impact assessment.

Hence, it is certain that these proposals, while reducing the risk for accidents, will not exclude harm
caused by Al systems. The Al liability initiative will deal only with those accidents happening once
the Al Act and other relevant safety legislation are adopted and applied.

125 Behavioural Economics Study. pp. 33, 85.

126 |bid, pp. 24, 28, 32, 33, 35.

127 Namely to promote the roll-out of trustworthy and safe Al in Europe, cf. the impact assessment accompanying the
Al Act proposal, pp. 13, 24, 25, 29 and 33.
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Once adopted, the requirements that market players (e.g. professional users) have under the Al Act
could inform the standard of care that courts will have to assess in liability claims against them.
Similarly, the information to be documented/logged pursuant to the Al Act could be used in liability
claims, to the extent victims could have access to such evidence under various national laws.
However, in line with the staged approach of the Commission’s Al policy, and the complementary
nature of safety and liability rules, the provisions of the Al Act and the MPR are not designed to
address the problem drivers and problems tackled by this initiative. Their provisions are not
designed to clarify how liability rules should apply to Al and to facilitate the individual
compensation of victims of harm. This means that, under the baseline scenario, the liability
situation will remain subject to the same challenges as explained above. The Commission aims to
address these challenges and achieve synergies between these proposals and the envisaged civil
liability related measures (see s.1.3. and 2.8 and Annex 7).

5.2. Description of the policy options

Legal instrument for implementing the PO: Each of the PO could be implemented either by a
binding legislative instrument or by a non-binding recommendation addressed to MS to implement
the preferred measures in their national law. The approach for selecting the suitable instrument is

set out in Chapter 6.128
Ciwil liability for damage caused by Al — intervention logic
Problem Drivers Problems = Consequences General Objectives Specific objectives Policy Options addressing the
to remedy the problem drivers
problems and
consequences
It can be Businesses [as Businesses / internal Contribute to the Business [ internal 1. Easing the burden of proof
particularly liable parties] / | market: roll-out of Al by market: for Al-related claims
difficult and internal improving the (i} harmonised and Al-specific
costly to claim market: = Imcreased costs for functioning of the = Increase legal rules on the disclosure, for
. businesses: legal internal market: certainty about the lizbility clzims, of information
compensation. —= Problem 1: information costs [in reduce existing lizbility exposure of that the user or provider of a
. Legal particular for cross- obstacles and prevent business activities high-risk Al system has to
- Th.e :"":t'“_‘ has uncertainty border activities), the emergence of imvolving Al record or document pursuant
to (i) identify insurance costs, financing | new obstacles to the [problem 1) to the Al Act ;
the liable - Problem 2: costs, foregons revenue. cross-border trade in [ii} @ rebuttable presumption,
Al character- person, (ii) fragmented = Lower willingness to Al-enabled products - Harmonise in fault-based claims, of the
istics prove a rules develop and take-up Al- and services. lizbility 2nd proof- causal link between non-
challenging negl igent or interpretation enal':lled products fand relat_ed rules compliance with Al Act
liability rules: intentionally in M3 services products in the applicable to requirements and the damage;
harmful human market. damage causad by [iii) a targeted allevistion of
. . = Negative impact on Al to prevent the the exercise of the burden of
Opacity/ aCtIDIJ I[fault]-, the roll-out of Alin the emergence of proof s0 that the victim does
lack of and (iii) prove internal market fragmented &l- naot have to explain the inner
transparency the causal link = Unequsl levels of specific nules across wiorkings of an Al system.
between the lizbility exposure across the internal markst
Autonomy fault and the EU [problem 2) 2. Option 1 (measures (i}-(iii) +
damage. Injured parties: Societal / economic: Ensure that persons Societalfeconomic: strict liability for Al use-cases
Complexity having suffered harm wiith a special risk-profile
- This can be = Problem 3: = Decreazed comsumer caused with the Prevent a lack of [iv) = harmonised strict liability
Continuous very difficult Lack of trust and slower uptake imvolvemeant of Al compensation in regime covering the risk
) . compensation of Al-enablad products & systems enjoy the cazes involving Al created by the operation of Al-
adaptation ?"'he n Alis services same level of [problem: 3] enzbled technologies
and lack of interposed = Less incentives to protection as persons [(w) Possibly coupled with 2n
predictability between a comply with the ELF'z Al- having suffered harm = promote obligation to ensure insurance
human action specific regulatory caused by ather societal trust and coverage of the strict lizbility ]
and the requirerments, in technologies. the uptake of Al-
damage, particular the Al Act enzbled products 3. Staged approach: Option 1
because = Le=s efficient cost Contribute to and services [measures {i}-(iii} + targetad
current liability zllocation: the damages incentivizing review of the strict lizbility =nd
rules are not causad by Al would not compliance with mandstory inzurance elements
be borne by the safety rules and of Option 2
adapted t_D l-hE responsible party but by fundamental rights
characteristics the wictim applicable to Al-
of Al enzbled products and
services

(@)

PO1: Easing the burden of proof for Al-related claims

Description: The problems are primarily linked to the difficulty of the victim to prove the
necessary facts due to the specific characteristics of certain Al systems. This PO would help the

128 For explanations on how the policy options take into account the EP’s resolution on a civil liability regime for Al
(2020/2014(INL), see point 4 of Annex 4.
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victim to handle its burden of proof in a way that justified liability claims can be successful.

PO1 would involve three complementary measures. Two of these — (i) and (ii) — are closely
aligned with the approach and duties set by the Al Act. Definitions of the Al Act (Al-system,
provider, user) would be taken over to ensure consistency. None of these two measures would
involve the introduction of any new risk categories; the risk-categorisation of the Al Act would be
mirrored. They would be fully compatible with the confidentiality safeguards included in the Al
Act. Measure (iii) would not involve any differentiation according to the risk profile of Al
systems. None of the measures of PO1 would provide for any substantive obligations regarding
the development or use of Al systems.

PO1 would not define either what constitutes in national law ‘fault’ or ‘causality’. MS would be
able to fit provisions into their national liability regimes without disrupting their legal traditions.

(i) The disclosure, for liability claims, of information that the user or provider of a high-
risk Al has to record or document pursuant to the Al Act.

Obtaining information recorded or documented pursuant to the Al Act*?® could help the victim to
make a successful liability claim.*® For instance, it could help to provide evidence for
demonstrating fault as one of the conditions of liability to be proven by the victim. This could be
done for example by proving that the liable person did not comply with their obligations under the
Al Act.

Example: A highly autonomous cleaning robot causes harm (cf. example under 2.2. and Annex 12). The
victim claims compensation from the company operating the cleaning robot. For the purpose of the Al Act,
this company is the ‘user’ of the robot’s Al systems. Access to relevant parts of the technical documentation
(Annex 1V of the Al Act), e.g. the instructions of use, would show the victim what the user was required to
do to prevent such accidents. For example, the user may be required to ensure human oversight. The user
might also be required to ensure that the Al systems are only used in certain operational environments (e.g.
geographical and meteorological conditions, etc.). This information can help the victim to establish that
the liable person has not complied with such requirements and therefore committed a fault.

According to this measure, the victim could request from the possibly liable party the disclosure of
such information concerning the victim’s claim. The competent national court could order that
such disclosure would be subject to stringent safeguards to ensure proportionality and protect the
legitimate interests of all parties concerned, for instance confidential information, intellectual
property rights and trade secrets.

If the possibly liable person does not disclose the information, the victim would benefit from a
presumption that the facts, which the withheld information might have proven actually, did occur.
Such presumption would facilitate the burden of proof of the victim.

The liable person would have the opportunity to rebut the presumption. This means that the liable
person would have the opportunity to prove that the presumed facts did in reality not occur. That
person could also avoid liability by refuting any of the liability conditions set by the applicable
liability rules, for instance demonstrate that the relevant Al system was carefully selected and
used, taking into account the requirements of the Al Act.

Example: In the cleaning robot example, the victim requests access to the data recorded during the

125 without prejudice to the possibility of disclosure of other information pursuant to national law or the PLD.

130 Similar approaches have been successfully implemented at EU level e.g. in the ‘Damages Directive’
(2014/104/EV) facilitating the private enforcement of EU competition law, and the ‘Enforcement Directive’
(2004/48/EC) enabling and effective civil enforcement of harmonised intellectual property rights.
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operation of the cleaning robot in order to prove that the robot’s sensors were not properly cleaned at the
time of the accident. The competent court can order necessary safeguard measures to ensure that all
legitimate confidentiality interests are protected. If the company responsible for operating the cleaning
robot (= the possibly liable party) nevertheless does not disclose this information, the victim could claim
and the court would presume for the purposes of the victim’s liability claim that the sensors were not
properly cleaned. This may constitute a fault of the liable party. However, the liable party could rebut the
presumption by showing that the sensors were actually clean. It could also avoid liability in other ways,
e.g. by showing that there is no causal link between the presumed failure to clean the sensors and the
damage.

This measure would not only help the victim. Providers and users of Al systems would be given
an additional incentive to comply with the documentation/logging requirements of the Al Act. If
they had complied, they could disclose the information (subject to necessary confidentiality
safeguards) and would be able to demonstrate that they acted in accordance with legal
requirements. This additional incentive would support the compliance with the Al Act. Thereby
this measure would achieve synergies with the Al Act.

(if) If the victim shows that the liable person did not comply with Al Act requirements
designed to prevent damage, the second measure could establish a rebuttable
presumption that this non-compliance caused the damage.

This measure would further facilitate the exercise of the burden of proof as regards the causality
link between fault and damage for the victim.'® The victim could demonstrate that the liable
person did not comply with Al Act requirements. In that case the victim could claim and the court
would presume for the purposes of the victim’s liability claim that such non-compliance would
have caused the harm. Again, such presumption would be rebuttable. This means that the possibly
liable person could avoid liability by proving that their non-compliance with the Al Act
requirements did not cause the damage.

Example: Under the Al Act the user of a high-risk Al system, like the company operating an Al-enabled
highly autonomous cleaning robot, is obliged to use such systems in accordance with the instructions of use
accompanying the system. These instructions of use could specify, for instance:

- the type of input data the system should be exposed to, e.g. meteorological or lighting conditions
perceived through the cleaning robot’s sensors;

- circumstances which may lead to risks to health, safety or fundamental rights, e.g. the type of terrain or
surface the cleaning robot is capable to move on safely without causing harm.

The victim may be able to prove that the company operating the Al-enabled highly autonomous cleaning
robot (= the possibly liable party) did not comply with such instruction, e.qg. that the robot’s Al-enabled
perception system was used in an environment where it was exposed to inadequate input data (e.g. poor
lighting conditions) or under circumstances which may lead to health risks (e.g. on uneven terrain
frequented by many human passers-by). Access to information in accordance with measure (i) could help
the victim to prove such facts. The competent court would presume that it was the non—compliance of the
liable party with its obligations that caused the damage.

The possibly liable party could rebut this presumption by demonstrating that there is no causal link
between the non-compliance and the damage, e.g. by showing that someone pushed the cleaning robot,
causing the accident. That party could also avoid liability by showing that they applied all the care that
could reasonably be expected of them under the relevant circumstances, which means that they were not at
fault.

131 This measure would harmonise an approach known from some national tort laws, which was recommended by the
Expert Group.
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In line with the Al Act, this measure would be primarily relevant for claims against providers and
users of high-risk Al-systems. It would give them an additional incentive to comply with the Al
Act, because in case of non-compliance it would be presumed that their behaviour caused the
damage.

However, this measure is not be sufficient to ensure that victims always have the same level of
protection when suffering harm caused by Al:

- Firstly, the information needed by the victim to prove non-compliance may for instance not be
recorded. In such cases, the victim may not be able to establish the liable party’s non-
compliance with the Al Act (and thus to trigger the presumption). For example, the victim may
not be able to know what kind of input data the Al system was exposed to or what
circumstances of use the Al system was designed for.

- Secondly, the presumption can apply only if a ‘high risk” AI-system as defined in the Al Act is
at stake. It would therefore not apply to Al systems, like for instance autonomous drones,
which are not covered by the Al Act requirements, but can cause harm.

- Thirdly, the presumption would apply only if the requirement that the liable party did not
comply with, was intended to prevent harm of a type suffered by the victim. For example, if the
victim seeks compensation for damage caused by discrimination, but can only establish non-
compliance with a requirement meant to prevent physical harm, this would not trigger the
presumption.

(iif) Targeted alleviation of the exercise of the burden of proof, so that the victim does not
have to explain the inner workings of the Al.

As explained under 2.2., the specific characteristics of the Al-system could make the victim’s
burden of proof prohibitively difficult or even impossible to meet. There will be cases when the
victim will not be able to identify or explain how something that the liable person did (or failed to
do) was ‘translated’ by the Al into the output that caused the damage.

Example: In the cleaning robot example (2.2.), several potentially liable persons are responsible for
different input parameters. Such alternative causes for the harm caused to the victim could lie, for example,
in a failure by a human supervisor to react to a distress signal, flawed training or testing data, exposure to
input data not in conformity with the instructions of use, failure to provide or install a necessary update or
an external attack (e.g. jamming, spoofing, adversarial machine learning)*®%. Each of these inputs could be
the reason of the damage caused by the highly autonomous Al system. However, the opacity of that system
can make it prohibitively difficult or even impossible for the victim to prove which of these persons
effectively caused the damage.

The victim may be able to establish facts such as that the liable party used the Al system in circumstances
or conditions that were inappropriate or failed to take instructions of use into account. If the victim can
prove such facts, the court can relieve the victim from the obligation to prove that these facts led the Al
system to arrive at the specific output that caused the damage.

As with the other measures, the potentially liable persons could prove an alternative cause for the damage
or show that they acted diligently and thus avoid liability.

The existing legal framework offers a limited set of alternative tools to help victims overcome
these proof-related difficulties:

132 These examples of potential causes of the damage are mentioned to illustrate the victim’s difficulties of proving
what triggered the harmful output of the relevant Al system. The company using the Al system would not be liable for
flawed training / testing data or an external attack (unless the latter was enabled by a failure by that company to take
appropriate cybersecurity measures).

32




Rebuttable presumptions: If the victim meets a reduced burden of proof, e.g. by demonstrating
the plausibility or likelihood of certain facts, it is presumed that those facts occurred. In order to
avoid having to pay compensation, it is then for the liable party to demonstrate that these facts
did in reality not occur or that other facts, for which the liable party is not responsible,
occurred. This tool leaves the basic distribution of the burden of proof intact, but makes it
easier for the victim to discharge that burden.

Shifts/reversals of the burden of proof: This tool departs from the general principle that the
party invoking a legal provision has to prove that the conditions for the application of that
provision are fulfilled. The victim hence no longer bears the burden of proof, but it is for the
liable person to prove that one or all conditions of liability are not fulfilled. Such a solution was
proposed by the European Parliament for fault-based liability. According to that resolution, the
operator of an Al system would by default be liable for harm or damage caused by that system,
unless they can prove that the harm or damage was caused without his or her fault.

Irrebuttable presumptions: This tool goes even further than a reversal of the burden of proof, as
it posits certain conditions or facts as given, without allowing for the possibility to proof that
this presumption is wrong.

All of these possible approaches have been analysed when designing measure (iii), giving

particular consideration to the suggestions put forward by the European Parliament. For the

following reasons, only the tool of a rebuttable presumption has been retained in the PO for

detailed assessment:

MS’ civil laws are based on the principle that the victim has to prove all the facts necessary to
support their claim. A rebuttable presumption would leave this fundamental principle in place.
This approach would make it easier for MS to integrate the harmonised Al-specific adaptations
of liability rules into their respective legal systems without friction. It also preserves a
maximum of consistency between the rules applicable in cases involving Al and the general
rules applying in other cases.

The Al liability initiative seeks to help victims meet their burden in the most targeted, i.e.
proportionate manner possible. A rebuttable presumption is the least interfering way of
alleviating the burden of proof.

A reversal of the burden of proof regarding fault and causation, as suggested by the European
Parliament, or, to an even greater extent, an irrebuttable presumption represent a more far-
reaching exception from MS’ general civil liability rules, which puts into doubt their political
feasibility.

Such approaches would create a situation where victims of damage caused with the
involvement of Al would systematically be in a more favourable situation than victims of
damage caused by other technologies. They would thus overshoot the Commission’s policy
objective defined in the Al White Paper, and risk dis-incentivising the uptake of Al.

The public consultation showed strong opposition from business stakeholders against a shift of
the burden of proof: 63 % of these respondents (54 out 86) disagreed with such an option, and
only 24,4 % (21 out of 86) agreed. Taking into account the initiative’s objective to promote the
rollout of Al, this result militates in favour of alleviating the burden of proof through less
interfering measures, that is to say in favour of a rebuttable presumption instead of a reversal of
the burden of proof or a irrebuttable presumption.

The rebuttable presumption to implement measure (iii) is a procedural tool, to help in court
proceedings, that would intervene only in the context of existing fault-based liability claims.*®? If

133 While this measure is inspired by similar tools available to national courts in many MS, the respective national
rules and approaches currently diverge significantly and their applications in Al-related cases is highly uncertain (cf.
Comparative Law Study, pp. 26-29 and 32-37).
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the victim makes it sufficiently plausible that an action or omission of the potentially liable party
led the Al system to arrive at the damaging output, the court could presume that this was indeed
the case. The potentially liable party still has the possibility to rebut such presumption. The
measure would not involve the creation of new risk categories, substantive obligations or
liabilities.

This measure would not be relevant where Al systems are used to provide advice or information to
human decision-makers (e.g. medical analysis Al informing the diagnosis and treatment decisions
of human physicians). In such cases the Al system is not interposed in the causal chain between
the relevant human action and the damage. It will thus not be necessary for the victim to establish
what triggered a specific output of the Al system.

Scope of PO1: Which Al systems would be concerned?

Measures (i), (ii) and (iii) would apply where an Al system as defined in the Al Act has caused
harm. While the specific challenges of Al to liability rules are driven by the peculiar
characteristics of certain Al systems, it is appropriate to define Al systems by reference to the Al
Act’s broad concept of Al rather than limiting its application to a subset of Al systems. As
measures (i) and (ii) are directly linked to the Al Act, their scope must be aligned to it, in any case,
so they would apply to high-risk Al systems, as defined by the Al Act. In addition, victims of
harm should not have to demonstrate that an Al system has specific characteristics or belongs to a
specific category in order to benefit from the envisaged measures. The application of PO1,
including measure (iii), should therefore not hinge on such criteria. Otherwise the objective of
preventing a lack of compensation and ensuring legal certainty would be in doubt.

However, the impact of the measures will vary depending on the specific characteristics of Al
systems. Deterministic, transparent and relatively simple Al systems entail fewer difficulties of
proof so the possibility of rebutting the presumption will be in practice particularly relevant for
those Al systems. The beneficial effect of the rebuttable presumption alleviating the victim’s
burden of proof will be thus particularly relevant for those Al systems which show the specific
characteristics of opacity, autonomous behaviour, complexity or limited predictability.

Addressing legal uncertainty and legal fragmentation and related internal market obstacles
(2.2., 2.3., 2.6.): PO1 would provide uniform rules clarifying how national burden of proof rules
would be applied to the specific challenges of Al. This would avoid that national courts need to
employ ad-hoc solutions in each case before them, to achieve equitable solutions for adequate
victim compensation. It would also prevent that MS see a need to adapt, based on their own
different approaches, the relevant burden of proof rules, to react to the characteristics of Al
challenging the application of those rules.

PO1 will provide the legal certainty needed by businesses — in particular SMEs — to foresee
possible liability risks and insure themselves against them. Accordingly, they will have investment
stability to roll-out Al-enabled products and services in the internal market. Clear conditions for
meeting the burden of proof would also facilitate ex-ante risk-assessments by insurers offering
coverage of civil liability for damage caused by Al.

Addressing the possible lack of compensation for victims leading to a lack of societal trust and
hampering take-up by consumers (2.5., 2.6.): Measures designed to alleviate the exercise of the
burden of proof by the victim allow victims to have successful liability claims obtaining
compensation in cases of damage created by Al. By avoiding that victims are less protected due to
the involvement of Al than victims of traditional technologies, PO1 contributes to the creation of
an ecosystem of trust for Al. It thereby promotes the uptake of Al-enabled products and services
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in the EU4. All companies in the Al value chain would benefit from increased demand.

Incentive effects: Finally, PO1 would have the ancillary purpose of incentivising compliance with
the Al Act and damage prevention. It will thus increase the level of protection for all persons
affected by the use of Al.

In the public consultation, responding EU citizens, consumer organisations, academic/research
institutions and NGOs in their very large majority supported the measures envisaged under PO1,
namely:

-measures regarding the disclosure of information, support by 87% among EU citizens (80 out of
92) and support by 94% among those organisations (30 out of 32), with none of the latter
disagreeing;

- inferring facts from the refusal to disclose information, support by 84% among EU citizens (77
out of 92) while only 13% disagreed (12 out of 92), and support by 68% amongst those
organisations (21 out of 31);

- presuming causality in the case of non-compliance by Al providers with their safety obligations,
support by 90% among EU citizens (82 out of 91) and support by 81% among those organisations
(26 out of 32) with only one disagreeing;

- presuming causality in the case of non-compliance by Al users with their safety obligations,
support by 59% among EU citizens (54 out of 92) while only 9% disagreed (8 out of 92) and
support by 65% among those organisations (20 out of 31) while 23% (7 out of 31) disagreed,

- an alleviation of the burden of proof regarding the functioning of Al systems, support by 88%
among EU citizens (81 out of 92)and support by 91% among those organisations (29 out of 32)
with only one disagreeing.

Among business stakeholders the responses on the disclosure of information were relatively
evenly split (33% or 28 out of 86 agreed, while 31% or 27 out of 86 disagreed).

A majority was against inferring facts from the refusal to disclose information (63% or 54 out of
86, while 22% or 19 out of 86 supported such a presumption), presuming causality (41% or 36 out
of 86, while 30% or 26 out of 86 supported such a presumption) or shifting the burden of proof
(63% or 54 out of 86, while 24% or 21 out of 86 supported such a shift)). The fact that 63 % of
business stakeholders disagreed was one of the reasons why the policy options do not include a
reversal of the burden of proof, but only targeted alleviations in from of rebuttable presumptions.
While29 % (25 out of 86) of business stakeholders disagreed, 35% (30 out of 86) agreed to apply
such a presumption vis-a-vis the user of the Al-system.

Responding individual SMEs approved of those measures. The views of business associations
representing (primarily) SMEs were in most cases roughly evenly split.

However, interests of possible liable parties in preserving compensation gaps to the detriment of
victims who would have to bear the cost of the damage they have suffered should not define
public policy. This would be against the principles of justice and fair compensation that underlie
all national liability laws. It would also be against the policy objectives of the Al White Paper to
ensure an equal — and technology agnostic — level of protection for victims of harm.

134 See 2.5. and 2.6. for explanations on the link between effective liability rules for Al and consumer trust and
willingness to take up Al-enabled products and services, as confirmed in particular by the behavioural study.
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How does this PO interact with the measures envisaged for the PLD revision?

In line with the Al White Paper objective, all PO need to ensure that victims having suffered harm
caused by Al systems enjoy the same level of protection as those having suffered harm caused by
other technologies. PO1 will therefore introduce measures to ensure that victims of Al can have
effective claims based on fault, despite the specific characteristics of Al that make the burden of
proof very difficult.

In claims against the producer, the PLD revision will ease the burden of proof for damages caused
by defects in complex products, including Al-enabled products, by rules on when producers are
obliged to disclose technical information and rebuttable presumptions. Moreover, the development
risk defence, which exempts producers from liability when a product’s defective nature was not
scientifically discoverable at the moment it was put into circulation, would be adapted to take
account of the dynamic nature of products with digital elements, such as Al-enabled robots. If the
defective nature becomes scientifically discoverable while the producer retains control of the
product’s safety features (e.g. through software updates), the defence would not be available.

PO1 uses very similar tools to ensure that a fault based claim for compensation for harm induced
by Al is as effective as for harm induced by other technologies. Compared to the PLD, PO1 covers
additional forms of damages, additional victims and additional liable persons as well as different
sources of damage. Thus, alleviations of burden of proof are complementary between the two
initiatives, as the following examples illustrate:

- the producer’s obligation to give the victim access to information for claims under the PLD
is complemented by the disclosure of information, based on this initiative about liability
for Al, in claims based on the user’s fault or in claims against the producer for damage
suffered by business,

- presumptions of defectiveness and causality under the PLD are complemented by a
targeted presumption of causality, for the purposes of other civil liability claims under this
initiative, when the liable person does not comply with the Al Act.

In their combination these measures will ensure that victims can use effectively all available
routes to compensation. Thereby they enjoy the same level of protection compared to damage
created by other technologies. They will also provide the right incentives for all entities involved
in the ‘life cycle’ of Al-enabled products and services to follow obligations meant to prevent harm
from happening. This way, the liability risks are distributed over the Al value chain to the
appropriate liable person.

(b) PO2: POL1 + strict liability for Al use-cases with a special risk-profile

PO2 combines the alleviations of the burden of proof envisaged under PO1 with a harmonised
risk-based strict liability regime applicable to professional operators/users of certain highly
autonomous Al-enabled products or services with a special risk profile.

In order to ensure, in line with the Al White Paper objective, that victims have equally effective
compensation paths for damages caused by Al and other technologies, all pillars of liability need
to be considered. All MS currently have, in addition to fault-based and PLD, also strict liability
regimes. While they vary in scope and conditions, they usually cover risk of harm to high-ranking
legal interests such as life, health, and property. These regimes assign liability to the person
benefitting from the source of risk (usually owners, users, operators). In strict liability claims, the
victim only has to prove that the risk ‘materialised’. As a consequence, the liable person
determined by law has to compensate the damage. Thus, strict liability is an easier path to
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compensation for victims. 13

Following a targeted and risk-based approach, PO2 is based on the consideration that the
operator/user is the one that decides on and benefits from the use of Al-enabled products or
provision of Al-enabled services in practice.'® The operation of certain Al-enabled products and
services creates a risk for the general public and high-ranking legal interests. For instance,
innocent bystanders, who do not choose to submit themselves to such risks and are mostly even
unaware of them, should in such cases have an uncomplicated way of obtaining compensation for
the harm suffered. Strict liability could be that solution.

Such harmonising measure would be limited to strict liability of those persons operating Al-
enabled products and services as part of their professional activity. This personal scope is justified
by the fact that it is more likely that professionals would be able to control the operation of such
products and services as part of their business activities, while consumers typically have little or
no influence on how highly autonomous Al systems function and therefore no means to control
the specific risk presented by such Al systems.. Moreover, this scope is consistent with the
approach of the Al Act and existing and future safety-relevant legislation, which impose
obligations on professionals only.

Limiting the personal scope to professional users/operators is justified by the fact that consumers
typically have no influence on how highly autonomous Al systems function and therefore no
means to control the specific risk presented by such Al systems. For this reason, it is doubtful
whether the operation of Al-enabled products with a potential to cause significant harm to legal
interests of high value will at all be entrusted to consumers in the future, in particular in scenarios
where such products could cause harm to unwitting third parties. Indeed, the Al Act shows that
professional users have a key role in controlling the risks linked to the operation of Al systems.
Should cases emerge where consumers play the role of a user/operator of Al technologies with a
‘strict liability profile’, these cases are highly likely to be already covered by strict liability in
almost all MS, as exemplified by the use-case of autonomous vehicles. The risk that the
harmonisation of strict liability for professional users/operators would create situations where the
level of protection varies arbitrarily, from the perspective of the victim, compared to cases where
the same type of Al system was used by a consumer, is therefore very small.

Similar to a common approach in MS™, this limited strict liability regime could be coupled with
an obligation for liable persons to insure themselves. This corresponds e.g. to the present situation
for car accidents, as harmonised by the Motor Insurance Directive. In addition to the measures
outlined for PO1 (measures i-iii), PO2 would thus comprise:

(i) A harmonised strict liability regime applicable to the person exercising control over the
operation of the relevant highly autonomous Al technology (operator/user) in the course of
their professional activity. The professional in whose name the relevant product is
registered or who is registered as service provider could be presumed to be the operator.
Like the approach of the Al Act, the relevant products and services could be defined by a
list in a technical Annex, complemented by the possibility for the Commission to update
that list by delegated acts to technological and market developments. The Al use-cases
included in the scope of the strict liability regime would be identified on the basis of
criteria consistent with MS’ legal traditions, such as the ability to cause frequent or severe
harm, in particular to high-ranking legal interests like life, health or property, and the

135 Cf. Expert Group Report, pp. 39 and 40.

136 The fact that someone benefits from the use of a certain technology is a common criterion under many existing
national strict liability regimes (cf. Expert Group, pp. 35 and 39.

187 Cf. Comparative Law Study, p. 61.
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likelihood that the public at large or at least unwitting third parties are exposed to such
risks. These criteria could, for instance, be met by technologies like autonomous drones or
vehicles. In contrast, strict liability would likely not be appropriate, for example, for
merely stationary robots operating exclusively in confined environments and presenting
risks to only a narrow, pre-defined range of people.

In addition, only the grounds for excluding or reducing strict liability would be harmonised
(e.g. force majeure and own fault), while other modalities would be left to national law.

(i) As a cumulative sub-option, an insurance obligation for the strictly liable persons,
combined with a right for the victim to make a direct claim against their insurance
undertaking. The insurer who paid compensation would be entitled to claim it back from
any other party that could be liable for the damage under other compensation paths (e.g.
PLD or fault-based).

Because of the high interests at stake and the victim’s particularly vulnerable position, strict
liability ensures that compensation is promptly and easily granted to the victim. However, this
does not imply that somebody else might not be at fault for the damage or, in the case of products,
that the Al-enabled product was not defective. Therefore, it is relevant for the strictly liable person
and insurance of that person to have effective liability claims for eventually recovering the
compensation paid to the victim from the person ultimately responsible for the damage.

The envisaged harmonised measures would not create additional layers of regulation. Where MS
already provide for strict liability for the cases covered by the harmonising measure, mainly
because that type of activity or goods are already subject to strict liability (e.g. cars in almost all
MS), those MS would have already transposed the measures under PO2. When EU law already
provides for respective insurance requirements (e.g. mandatory insurance for motor vehicles or for
drones above 20 kg), that requirement would continue to apply. It would neither be replaced nor
superimposed by an additional insurance requirement for certain Al systems.

Approach to addressing legal uncertainty and legal fragmentation and related internal market
obstacles (2.3. + 2.4.): By specifying the Al-enabled technologies subject to strict operator
liability at EU level, PO2 aims to increase legal certainty and predictability of liability risks for
potentially liable parties. It also prevents the emergence of divergent Al-specific strict liability
regimes at national level. The approach underpinning PO2 relies on a similar logic, a targeted and
risk-based approach, as PO1. However, it goes further into MS’ liability systems and into the risk
distribution between stakeholders because of the special risk profile of the Al technologies subject
to strict liability. The possibility for operators to cover their liability risk with (mandatory or
voluntary) insurance, thus reducing their risk exposure to the annual premium, is an important
component of this PO.

Approach to addressing the possible lack of compensation for victims leading to a lack of
societal trust and hampering take-up by consumers (2.5.): Strict liability of the operator/user
addresses the proof-related challenges posed by Al. The victim only has to prove that a certain risk
materialised in the sphere of the liable person, instead of having to establish a misconduct.*3 The
sub-option of mandatory insurance would relieve the victim of the liable party’s insolvency risk.
These features of the PO would increase societal trust in Al, even when it has a specific risk
profile. It would thereby promote its roll-out in the internal market.

In the open public consultation NGOs, academic/research institutions, consumer organisations and
EU citizens supported either full or minimum harmonisation of strict liability. In particular, 77%,
or 68 out of 88, of EU citizens favoured a ‘full harmonisation’ approach to strict liability while the

138 Expert Group Report, p. 21
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7 responding consumer organisations supported only a minimum harmonisation approach.
Business stakeholders tend to oppose the harmonisation of strict liability. Opposition was stronger
regarding a minimum harmonisation (70 %, or 59 out of 84, while only 14%, or 12 out of 84,
support) than a full harmonisation approach (42%, or 35 out of 84, disagreement while 30%, or 28
out of 84 support). Interestingly, almost all responding individual SMEs (9) approved of this PO,
and business associations representing (primarily) SMEs were evenly split regarding (both the
minimum and full) harmonisation of strict liability.

How does this PO interact with the measures under the PLD revision? The existing liability
system offers victims different avenues to seek compensation from various liable persons, under
different instruments and for different types of harm (defect-based liability of producers under the
PLD; national fault-based liability of any ‘wrongdoer’; national strict liability for certain specified
risks). It is therefore necessary to work on all the existing avenues of compensation to ensure the
same level of victim protection. These avenues attach liability to different grounds and the
proposed measures will ensure coherence.

The preferred option for the PLD revision would extend strict liability to the person who produces
software (including Al) or provides digital services necessary to make a product work. PO2 would
harmonise strict liability of the person who operates products equipped with Al or provides
services equipped with Al under particular circumstances of risk.

It can, of course, happen that the same person is linked to a damage in different capacities, and
therefore fulfils the conditions of liability under different instruments. Given that this is a well-
known and accepted situation under the existing national liability systems and an expression of the
complementary nature of the pillars of liability, it is not expected to negatively affect innovation
or uptake of Al-enabled products compared to the baseline scenario. For example, a producer of
autonomous vehicles providing transport services with a fleet of such vehicles would be liable
under the PLD for defects of the vehicles in their capacity as producer and under the harmonised
strict liability regime for Al, in their capacity as user/operator.

(c) PO3: PO1 + targeted review regarding strict liability and mandatory insurance
measures

PO3 follows a staged approach, consisting in the implementation of POL1 in a first step, followed
in a second step by a targeted review and re-assessment of the need for harmonising strict liability
of the operator/user and mandatory insurance elements of PO2. Going beyond an evaluation of the
already adopted measures, the targeted review would involve a dedicated mechanism designed to
inform the future policy decisions on those additional elements. While the usual, backward-
looking evaluation of the effectiveness, efficiency and relevance of already enacted EU rules
would be done also under PO1 in line with general better regulation rules, the targeted review
under PO3 takes a different, forward-looking perspective and provides for additional substantial
steps to be taken by the Commission. Although PO3 would not (yet) implement all elements
suggested by the European Parliament’s legislative own-initiative resolution, an EU instrument
including the targeted review mechanism would nevertheless reflect the approach suggested by the
Parliament, that is to say a combination of measures to ease the burden of proof for fault-based
claims with a harmonised strict liability regime for certain specific Al applications. It would also
demonstrate that the Commission is ready to act on the opinions expressed by non-business
stakeholders in the public consultation, who showed clear support for strict liability. The targeted
review provides a framework and prepares the ground for the Commission to take a policy
decision specifically on the harmonisation of strict liability and mandatory insurance, at a later
point in time when all the information for that decision will be available.

The review would notably cover the following points:
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the market developments regarding the rollout of products and services enabled by Al-systems
with the characteristics that challenge existing (primarily fault-based) liability rules: a high
degree of behavioural autonomy, opacity (complexity + lack of transparency), continuous
adaptation and limited predictability;

the risk-profile and operating environment of the products and services, in particular whether
they can cause harm to high-ranking legal interests of the public at large;

the incidence rate of accidents caused by Al systems, in particular those involving harm to
high-ranking legal interests of unwitting third parties in the course of the operation of the
relevant products or provision of the relevant services;

any Al-specific liability gaps regarding damage caused by the identified products and services,
despite the alleviations of the burden of proof implemented under PO1.

Aside from assessing to what extent PO1, in combination with the regulatory measures taken to
prevent highly autonomous Al-enabled technologies from causing harm (e.g. the Al Act, the
MPR, the General Product Safety Regulation, future measures under the ‘old approach’ safety
legislation) achieves the Commission’s policy objectives effectively, the review will allow to
conclude if the harmonisation of strict liability and mandatory insurance elements of PO2 are
needed as well.

The staged approach would also allow the European insurance industry to acquire sufficient
actuarial data on the realisation of Al-specific liability risks, which was a point consistently raised
by insurers in the consultation activities. PO3 would enable the Commission to take into account
how the insurance market for Al has evolved, when re-assessing the need for Al-specific
mandatory insurance during the targeted review. Future regulatory developments at EU or national
level could also be taken into consideration, namely on Al-enabled products and services with a
relevant risk profile (e.g. autonomous vehicles and unmanned aircraft). For measures to ensure
that the targeted review will be based on a sufficient evidentiary basis, see Section 9 and Annex 12
on monitoring and evaluation.

How does this PO interact with the PLD revision? At the first stage, the interplay with the PLD
revision is the same as under POL. In case of the introduction of strict liability as the outcome of
the targeted review, the interplay would be as described under PO2.

Minimum harmonisation approach: All of the PO would follow a minimum harmonisation
approach. This means that MS could maintain or — outside of the scope of the PLD — introduce
rules that are more favourable for victims. For example, MS could have more general reversals of
the burden of proof regarding fault or causation. They could also maintain general strict liability
regimes (e.g. for ‘dangerous things or activities’) applicable also to damage caused with the
involvement of Al systems.

In contrast, full harmonisation could lead to a lower level of protection compared to situations
where Member States provide already for a more general strict liability regimes in their national
law which could also apply to Al technology. In the light of the long-standing and entrenched
divergences between national tort law traditions, an attempt of a full harmonisation blocking
maintaining existing further-reaching national rules would meet with strong opposition from MS It
would also be opposed by certain stakeholders as the position of consumer associations
participating in the public consultation shows. The same is not the case for an initiative based on
minimum harmonisation. Such an approach would ensure that the new rules can be integrated
without frictions into the existing legal civil liability framework within each MS.

This approach based on a realistic assessment of political feasibility is also reflected in the draft
regulation proposed by the EP, which, after political discussion on this subject, ultimately opted
for a minimum harmonisation approach.
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While protecting the victim, it is acknowledged that minimum harmonisation does not create an
entirely level playing field. This is reflected in the reactions of business stakeholders in the public
consultation. While business stakeholders overall in their majority resist strict liability, the
opposition to minimum harmonisation of strict liability is stronger than for full harmonisation.

However, for considerations of political feasibility within both branches of the European
legislator, subsidiarity and proportionality, the measures on Al liability should interfere in the —
very heterogeneous — national tort law traditions only to the unavoidable extent.

5.3. Measures discarded at an early stage

(@) Harmonisation of risk-based liability for damage caused by all Al-enabled products
or services, irrespective of their risk-profile, possibly coupled with mandatory
insurance

A horizontal strict liability regime applicable to users/operators of Al-applications irrespective of
the risk linked to their activities would be neither proportionate nor suitable to achieve the
objectives of this initiative. While such an approach may increase legal certainty and prevent
fragmentation between possible future Al-specific national liability rules to the highest extent,
possible benefits for companies seeking to invest in Al would be negated by the far-reaching shift
of liability risks and associated compliance costs.'®® This discarded PO would entail high
adaptation costs for companies. Moreover, it is uncertain whether the insurance industry would be
able to cover the new strict liability risks across the broad range of Al-enabled technologies. 4

The combined effects would likely dis-incentivise investments in such technologies, stifling
innovation and slowing down the take-up of Al by European businesses,!*! having an overall
negative effect on cross-border trade in Al-enabled products and services.#?

This discarded PO would go beyond the objective to ensure that persons harmed by Al enjoy a
similar level of protection as persons having suffered harm caused by other technologies.
Prescribing strict liability whenever Al-systems are involved would, in many cases, treat victims
of Al-induced damage better than victims of traditional technologies.**®

(b) Harmonisation of the types of — in particular immaterial — harm giving rise to civil
liability claims when caused by Al

In its own-initiative resolution, the EP requested the Commission to analyse in depth the legal
traditions in all MS and their existing national laws that grant compensation for immaterial harm,
in order to evaluate if the inclusion of immaterial harm in Al-specific legislative acts is necessary
and if it contradicts the existing Union legal framework or undermines the national law of the MS.
The Commission’s analysis has shown that the legal situation in MS regarding the compensability
of non-material harm, as well as pure economic loss, is fragmented.** The matter is marked by
differing long-standing legal traditions. It is not an Al-specific question but rather a horizontal
one.

Creating a situation whereby victims might be able to claim compensation for a certain type of
harm, for instance immaterial harm, only if it was caused by Al would not be in line with the

135 Cf. Economic Study, pp. 170 et seq.
140 Ibid., pp. 183 et seq

141 Ibid., pp. 170 et seq.

142 |bid., pp. 197 and 198.

143 Economic Study, p. 137.

144 See Annex 9 for details.
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Parliament’s and the Commission’s common objective to ensure that victims have the same level
of protection. Such an approach would give victims of harm caused by Al-systems a better
protection compared to harm caused by other technologies.

It is therefore appropriate not to include a harmonisation of the compensable harm in the
envisaged Al-specific instrument on civil liability. By ensuring the effectiveness of existing
liability rules, the envisaged policy measures will nevertheless help victims to claim compensation
also for other types of harm such as immaterial harm or pure economic loss, to the extent that such
harm is compensable under national liability rules.

6. WHAT ARE THE IMPACTS OF THE POLICY OPTIONS?

The impacts of the policy options are, for the most part, economic in nature. However the
initiative will also have relevant social impacts, mainly related to victim compensation and
incentivising the prevention of harm. A deeper assessment of impacts was focused on the most
significant ones, identified based on stakeholders’ views. 14°

The quantification of data was to a large extent not possible, due to the novelty of the technology
and the scarcity of products and cases of damage or compensation. Mitigation actions were taken
that led to the use-case modelling of costs of insurance, macro-economic approaches to estimate
impact of legal fragmentation, as well as micro-economic approach for a specific use case. The
available quantified estimates (production value affected by the obstacles of legal uncertainty and
fragmentation of liability rules of the use-cases, overall market value affected by these obstacles,
costs of claiming compensation) were then used to extrapolate quantified estimates of the impacts
of policy options on the costs linked to the burden of proof, on the EU Al market value and of the
incremental change in insurance premiums. In light of the scarcity of quantitative evidence, the
costs and benefits of the policy options were largely assessed using qualitative scales, while taking
into account the available quantified estimates.

For the cost quantification, administrative costs are less significant under this initiative compared
with other sectoral legislation because there are no specific obligations or information
requirements imposed on economic operators. There will be some adjustment costs for potentially
liable parties, related to liability insurance premiums.¢

6.1. POL1: Easing the burden of proof for Al-related claims

(a) Effectiveness

- Degree to which SO1 and 2" would be achieved: Targeted, risk-based alleviations of the
burden of proof aligned with the Al Act would address the major sources of legal uncertainty
identified in the problem analysis. It would thereby achieve the more general objective to improve
conditions for cross-border business activities involving Al.

- Degree to which SO3 would be achieved: The envisaged alleviations of the burden of proof
would effectively prevent Al-induced compensation gaps, and thus be suitable to ensure that
victims suffering harm caused by Al — whether they are consumers or businesses — have the same
level of protection as victims harmed by other technologies. Victims would be relieved from

145 For an overview of the success criteria, relevant stakeholders and respective scores of the PO with respect to
effectiveness, and detailed explanations on the comparison of PO, see Annex 10, Section A.

146 For the interplay and synergies between the policy options under this impact assessment and the PLD impact
assessment see section 8.2.

147 Given the close links and interactions between legal uncertainty and legal fragmentation (see 2.6. and 2.7.), the
efficiency of PO is assessed together for SO 1 and 2.
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having to overcome the characteristic opacity of certain Al-systems to prove their claims.4®
Consequently, they would have to spend less on technical expertise and have better prospects of
making a successful claim.4°

The perceived low likelihood of compensation and the difficulty to determine who is liable count
amongst the most relevant reasons for low levels of consumer trust in and societal acceptance of
ALY Consumers who perceive liability rules as appropriate to protect victims of harm are
significantly more willing to take up such products and services.'>! A liability regime where the
burden of proof has been adapted in favour of the victim ranks higher in the perception of
consumers than a regime where the victim bears the full burden of proof.’® PO1 is therefore
expected to contribute — together with the already proposed adaptations of safety rules — to
increasing the level of societal trust in Al-enabled products and services and consumers’
willingness to take up such products and services.

- Indirect social impacts: By preventing liability deficits, PO1 would provide an effective
incentive to prevent harm and thus drive safety-enhancing innovation. It would thus contribute
indirectly to people’s overall level of safety.'®® This mechanism would apply firstly to businesses
subject to specific safety requirements — in particular the user and provider under the Al Act.
Secondly, by ensuring the effectiveness of general liability rules under national law, the incentive
effect of PO1 could extend to any stakeholders whose actions or omissions may have contributed
to the causation of damage, such as e.g. providers of labelled training or testing data. Moreover,
behavioural research has shown that adapting the burden of proof in favour of the injured party
makes people more likely to consider that victims receive just compensation and that the legal
framework is reasonable, predictable and transparent.’®* By promoting effective access to justice,
POL1 is hence likely to maintain or increase societal trust in the justice system.

(b)  Efficiency (costs and benefits for affected stakeholders)

- Impacts on potentially liable parties (businesses and natural persons): The reduction of legal
uncertainty and fragmentation would generate direct regulatory benefits for businesses, namely
through lower legal information/representation, internal risk management and other compliance-
related costs, as well as additional cross-border revenue.™®® By clarifying the kind of information
and evidence potentially liable parties may be required to submit in civil proceedings, PO1 would
help them to choose more efficiently between different technological options'®®, namely by
favouring more transparent and explainable solutions. As start-ups and other SMEs are
significantly more affected by the internal market barriers created by legal uncertainty and
fragmentation (see 2.6.), this stakeholder group would also benefit to a higher degree.’® The
expected positive impacts of PO1 on societal trust in Al and consumers’ willingness to take up Al-
enabled products and services, as well as the improved competitiveness of the European Al sector

148 Economic Study, p. 133.

149 1hid.

150 Behavioural Economics Study, op. cit., pp. 24, 25 and 33.

151 |bid., p. 47.

152 |bid., p. 75.

153 Economic Study, p. 164.

154 Behavioural Economics Study, executive summary, p. iii.

155 Cf. Economic Study, pp. 113 et seq., 161 and 163.

1% For explanations on how liability rules may influence how products and services are designed, see e.g.
Galasso/Luo, Punishing Robots - Issues in the Economics of Tort Liability and Innovation in Artificial Intelligence,
in: Agrawal/Gans/Goldfarb (eds.), The economy of artificial intelligence: an agenda, Chicago 2020, p. 493(501).

157 Cf. Economic Study, pp. 122 and 161.
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would directly or indirectly benefit all companies in the Al value chain.*®®

These benefits, which have been approximated in terms of increases in the Al market size by
EUR 500mIn to EUR 1.1bIn%°, are likely to outweigh the following adaptation (substantive
compliance) costs and redistribution effects linked to PO1. The business-as-usual costs under the
baseline scenario, related to the uncertainty to assess what liability rule would apply to Al and
what burden-of-proof rule a court would apply in a concrete case, are higher than any potential
adjustment costs borne by potentially liable parties. It will be easier for companies to estimate
liability risks and related costs. While under the baseline scenario courts might apply on an ad-hoc
basis alleviations of the burden of proof to remedy what they consider an unequitable result, clear
and harmonised alleviations of the burden of proof will help liable parties to know what to expect
in case Al is involved both domestically and cross-border. Companies operating cross-border
would benefit from reduced compliance costs compared to the very fragmented baseline scenario.
Such clarity might also help companies get appropriately priced liability insurance coverage.

In cases where the specific characteristics of Al would not have allowed the victim to prove the
necessary facts under the baseline scenario, PO1 would shift the cost of compensating the relevant
damage from the victim to the liable person, increasing the latter’s liability exposure. This result is
not regarded as an undesirable impact or undue burden. It is in line with the policy objective to
ensure that victims of damage caused with the involvement of Al systems have the same level of
protection as victims of damage caused by other technologies and in general with the purpose of
liability law. It also achieves a more efficient cost-allocation to the person best placed to prevent
damage from occurring. For the impact analysis, it is taken into account as a re-distribution effect.
These effects are inherent in the Commission’s objective of avoiding that victims are less
protected due to the use of Al. In practice, the added burden on potentially liable parties is likely
not to be substantial because:

a major share is likely to have professional liability insurance!®®, which covers also risks linked
to business activities involving AI*®L. It allows to limit costs to the annual insurance premium,
making it even more predictable and easier to manage;

PO1 does not involve a general reversal of the burden of proof, but only targeted adjustments to
counter-balance the specific challenges of Al. The negative economic impacts for potentially
liable parties are likely to be very marginal®®?;

PO1 is likely to achieve an overall more efficient allocation of the burden of proof, as the
difficulty to establish how or why an Al system arrived at a harmful output is typically less
burdensome for potentially liable parties having influenced the operation of that Al-system
(e.g. developers, users) than for victims;

as PO1 does not introduce new grounds of liability and keeps the basic allocation of the burden
of proof intact, it is not expected to lead to a major increase in the number of civil actions — or
an associated increase of insurance premiums — compared to the baseline, nor to significant
familiarisation and implementation costs for businesses.

Especially the instrumental role of insurance in distributing and managing the impacts of the

1%8 |bid., p. 165.

159 See below in ‘indirect economic impacts’ for details

160 |bid., pp. 141, 142, 163, 164. The study supporting the evaluation of the PLD found that around 80% of
manufacturers hold liability insurance (cf. Ernest & Young, Evaluation of Council Directive 85/374/EEC, 2018,
p. 19). While insurance uptake may not be identical amongst operators/users of Al technologies subject to strict
liability, it can nevertheless be deduced that voluntary insurance coverage is widespread, at least amongst businesses
whose activities involve the risk of causing substantial damage.

161 This was confirmed by input received from the insurance industry during the consultation activities feeding into
this 1A,

162 This is indicated by the quantified estimates set out under the relevant quantification box.
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envisaged policy measures needs to be underlined. Ultimately, insurance coverage will allow
potentially liable parties to spread liability costs across the community of all insured. This
mechanism limits the economic burden on each individual insurance holder to the premium,
preventing a possible deterring effect of liability risks and keeping market entry barriers low,
which facilitates the roll-out of Al in particular by start-ups and other SMEs.%3 A large portion of
potentially liable parties concerned will likely procure insurance coverage voluntarily to benefit
from this cost-limiting effect.64

In this context, the regulatory framework established by the Al Act for the development and use of
high-risk Al systems is likely to improve the conditions for Al risk assessment by insurers over
the coming years. In addition, the proposed Data Act will promote access to data generated by a
user’s product and thus facilitate the provision of services that depend on or can be improved by
such data, including insurance and data analytics.'®® Moreover, the Commission services will
respond to the EP’s call to work closely with the insurance market to develop innovative insurance
products'®® and facilitate a dialogue between the insurance industry and companies active in the
Al market (in particular SMEs).

Consequently, while a lack of actuarial data at both the current and the initial stage of
implementation is likely to influence to some extent the premiums of Al-specific insurance
products, for a transitional period, and make these premiums more volatile, this effect is expected
to dissipate quickly as the data generated during the operation of these technologies will allow risk
estimations to converge faster towards the optimum than in the case of ‘traditional’ technologies.

Hence, a development of a competitive insurance market for Al-related liability risks may safely
be expected; and such development will provide the necessary conditions for effective coverage at
moderate prices.!®” This expectation is supported by the fact that the insurance industry is
forcefully pursuing the development of innovative Al-specific insurance products, to explore the
substantial new opportunities linked to this growth market.'®® First insurance policies designed to
cover specifically Al-enabled technologies have already been rolled out.*%® Al liability insurance
may also be incorporated as an additional feature into existing general policies.!”®

163 Economic Study, p. 163.

164 |bid., pp. 163 and 164.

165 See the proposal for a Regulation on harmonised rules on fair access to and use of data (Data Act), COM(2022) 68
final ; cf. also Economic Study, p. 201.

166 EP, Resolution 2020/2014(INL) on a civil liability regime for artificial intelligence, recital 22.

167 |bid., pp. 148 et seq., 164.

168 Cf. e.g. Harvard Business Review, The Case for Al Insurance, April 2020.

189 E.g. Ensure Al‘ by MunichRe, enabling Al providers to guarantee the performance of their Al systems, including
for Al-systems controlling physical products (e.g. robots). Novel technologies are being developed through statistical
research (e.g. ‘distribution-free uncertainty quantification’ including ‘conformal inference’), which will enable a more
standardised failure rate assessment.

Cf. also La Playa, offering brokerage of specialist Al insurance. Experts working on Al insurance for a leading re-
insurance company confirmed in bilateral contacts with the Commission services that the insurance industry expects
an increasing demand for specific Al liability coverages and are developing capabilities to assess Al risks with a view
to developing new products, including for the coverage of third-party losses.

170 See e.g. Insurance Europe’s reply to the public consultation: “...insurance can lessen the negative consequences of
accidents involving Al by ensuring that the victim receives compensation. There are already many such insurance
solutions available in the European insurance market. Protection against material damage incurred by Al generally
falls within the remit of general liability insurance policies, which are sold on an all-risks basis.” Similarly, the
German Insurance Association (GDV) submitted that “the voluntary insurance market works well in providing actors
of all kinds with appropriate liability insurance.” Likewise, a leading European insurance company explained in a
bilateral exchange with the Commission services that Al liability will be likely be incorporated as additional feature
into existing insurance policies, and that the increasing integration of Al in business activities is not expected to lead
to an increase of premiums on a general level.
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The results of the public consultation confirmed that insurance solutions could ensure that the
victim receives compensation (64% agreement v. only 5 % disagreement) and limit the costs of
potential damage for the liable person to the insurance premiums (49 % agreement v. only 19 %
disagreement). Even the share of business stakeholders (business associations +
companies/business organisations) who confirmed the latter effect (38 %) was more than three
times as large as the share of those not agreeing with it (12 %).

All business stakeholders that agreed with the harmonisation of strict liability also agreed with the
benefits of insurance (limiting cost, ensuring compensation). Specifically, they agreed that
mandatory insurance coverage ultimately spreads —from a moderate to a very large extent- the
liability costs over everyone taking out insurance, avoiding too high and burdensome one-off costs
for the liable party and that, by limiting such costs to the insurance premiums, it facilitates
business planning and lowers market entry barriers, especially across borders. In this respect,
Insurance Europe submitted that “liability insurance plays a vital role by transferring liability
risks from companies and consumers to insurers and thereby, protecting the insureds’ economic
position as well as ensuring that injured persons are compensated for loss or damage.”

Along the same lines, 33% of business stakeholders expect that insurers will increase risk
premiums (at least to a small extent) due to a lack of predictability, if the current liability
framework is not adapted to the characteristics of Al, while 36% of business stakeholders do not
expect this at all. At the same time, 50% of them expect an increase of insurance premiums,
compared to only 14% that do not expect this at all, if MS adopt fragmented liability rules for Al
at national level. Namely, business stakeholders acknowledge that while EU action might lead to a
transitional, moderate increase of the insurance premiums, the absence of it would have a more
negative impact on the market. In addition, approximately 31% of business respondents agreed
that in cases where possible facilitations of the burden of proof would apply, the potentially liable
party would likely be covered by (voluntary or mandatory) liability insurance, as opposed to only
11% who disagreed. Given that this statement, interestingly enough, also received a share of 31%
‘neutral’ responses, i.e. almost equal to those in favour of the statement, these results point clearly
to POS3 - adopting both such facilitations and a staged approach towards insurance - as the option
that is most representative of the views of the market and thus, the preferred one, as compared to
the other two options.

Quantification: Given the future-oriented nature of this initiative the lack of quantified data
meant that, regarding liable parties, the re-distribution effect of preventing compensation gaps was
approximated based on reasoned assumptions on the insurance cost linked to Al liability risks and
the incremental change PO1 might entail in the level of claims and insurance premiums’. The
absolute overall amount of annual liability insurance premiums in the EU is estimated to increase

171 This assumption is based on the following considerations:

- In many cases, national courts already have similar tools (disclosure orders, presumptions) at their disposal
under the baseline scenario, although it is highly uncertain whether and how these tools would be used in
practice.

- Under the baseline, some MS might take partly similar measures in their national legal systems to address the
specific challenges of Al. However, it is uncertain how many would do so and what precise shape these
measures would take. National initiatives would in all likelihood not be aligned and thus entail further legal
fragmentation.

- The increased legal certainty and reduced fragmentation delivered by PO1 will have a premium-lowering
effect on insurance, which will partly offset the premium-driving effect of preventing Al-induced compensation

gaps.
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moderately by EUR 5.35mIn-16.1min due to this PO."2

This estimate was based on available information on annual premiums paid for general liability
insurance (EUR 42bn in 2019'7), estimates of the shares of these premiums linked to Al-related
economic activities (between EUR 10.57mIn and EUR 32.21mln, based on the low and high
estimates of Al market sizes), input from insurance stakeholders to the effect that Al-related
liability risks can largely be covered by existing general liability insurance policies!’4, and
estimates of the extent to which PO1 could shift the burden of compensating damage caused by Al
from the victim to the party responsible for that damage. The quantified estimates also take into
account that, during an initial transitional period, the scarcity of relevant actuarial data on Al
liability risks will make it more difficult for insurers to calculate premiums compared to insured
activities not involving Al. It was notably estimated that alleviations of the burden of proof as per
PO1 would cause an increase by 15 % of the general liability insurance premiums attributable to
Al liability risks.

With respect to high-risk Al-systems, PO1 could indirectly entail some minor administrative
burden, namely to the extent that it prompts the disclosure, in particular in the framework of civil
proceedings, of information documented pursuant to the Al Act. However, POL1 relates only to
information that had to be logged, documented, and stored, in any case, for possible disclosure to
supervisory authorities pursuant to the Al Act. This measure would thus firstly not affect private
individuals or companies not falling in the scope of the Al Act. In addition, providing the same
information, in particular also in the context of civil proceedings, is not expected to entail a
significant added burden. Moreover, the harmonised disclosure rules would require national courts
to ensure proportionality, i.e. to avoid any excessive administrative burden.

- Impacts on victims of damage caused by Al (natural persons and businesses): PO1 would
relieve the victims of the burden of bearing the damage, to the extent that their claims for
compensation would have failed under the baseline due to the specific challenges of Al. This
burden would be re-distributed to the person responsible for causing the damage. This applies not
only in respect of material damage, but also pure economic loss and non-material harm (such as
psychological harm and damage caused by discrimination) to the extent that these types of harm
are compensable under existing rules. PO1 would also reduce victims’ costs linked to the burden
of proof (e.g. for expert analysis), by ensuring access to relevant information and ensuring that
victims do not have to prove how or why an Al-system arrived at a certain output.

Quantification: Based on conservative assumptions regarding the costs to be advanced by victims
to meet the burden of proof under existing liability rules, and the effect of PO1 on this cost factor,
it is estimated that this PO would reduce this cost by ca. EUR 2000 on average per case in which

172 See Annexes 3, 4 and 10 (A.2.1.3.(e) and B.2.1.(a)) for further detailed information on the quantification
challenges and steps undertaken to remedy the scarcity of quantified data, as well as the methodology and
assumptions underlying the quantified estimates.

173 Insurance Europe, European Insurance in Figures, 2019 data, p. 48,
https://www.insuranceeurope.eu/publications/689/european-insurance-in-figures-2019-data/download/EIF+2021.pdf.
174 See e.g. Insurance Europe’s reply to the public consultation: “...insurance can lessen the negative consequences of
accidents involving Al by ensuring that the victim receives compensation. There are already many such insurance
solutions available in the European insurance market. Protection against material damage incurred by Al generally
falls within the remit of general liability insurance policies, which are sold on an all-risks basis.” Similarly the
German Insurance Association (GDV) submitted that “the voluntary insurance market works well in providing actors
of all kinds with appropriate liability insurance.” Likewise, a leading insurance company explained in a bilateral
exchange with the Commission services that Al liability will be likely be incorporated as additional feature into
existing insurance policies, and that the increasing integration of Al in business activities is not expected to lead to an
increase of premiums on a general level.
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the targeted alleviations of the burden of proof apply.1”

This quantification builds on the following estimates and assumptions (explained in detail in
Annex 10):

- Based on expert estimates provided in the framework of the economic study’®, the average costs
to be advanced by victims for technical expertise in cases where Al was involved in causing
damage were assumed to be EUR 4149 higher than the same average in cases not involving Al.
These costs for technical expertise are used as a proxy for the costs linked to the burden of proof.

- It was further assumed that the targeted alleviations of the burden of proof envisaged under PO1
would reduce the costs to be advanced by victims due to the Al-specific difficulty of meeting the
burden of proof by at least 50 % (i.e. ca. EUR 2000)

It is important to stress that the estimated cost reduction for victims should not be misconstrued as
a quantification of the Al-specific difficulty of meeting the burden of proof, because it does not
take into account cases in which liability claims would not be pursued at all based on current
liability rules (because the victim either cannot identify the liable party or considers the prospect
of a successful claim insufficient to justify legal action). The preferred PO will help victims also in
the latter cases, by overcoming the compensation gaps induced by the specific characteristics of
Al.

- Consumers: A faster roll-out of Al-technologies under PO1 would benefit consumers, e.g. in the
form of faster and more personalised services, innovative and performant products as well as
advances in the fields of health, safety, security, mobility, sustainability, circular economy, media,
etc. Given the overall positive economic impacts also on businesses, it is not expected that the
envisaged measures would lead to costs being passed on through increased consumer prices.

- Insurance companies: PO1 may marginally increase the take-up of insurance by potentially
liable parties — provided the insurance coverage is not already included in existing all-risks-
policies'’’. Increased legal certainty and reduced fragmentation create more favourable conditions
for offering insurance coverage and awareness of liability risks may slightly rise due to this
initiative. An increased coverage rate would benefit victims of damage as insurance claims
provide an easier path to compensation and relieve victims of the liable party’s insolvency risk.

- Indirect economic impacts and impacts on the competitiveness of the internal market:
Through the avoidance of liability gaps, PO1 would contribute to an efficient cost allocation. Its
combined impacts are expected to have a positive effect on cross-border trade in Al-enabled
products and services and the development of the European Al-sector as a whole.!’® The economic
study estimated that a combination of alleviations of the burden of proof (as per PO1) and
measures to harmonise strict liability for certain Al-enabled products and services (cf. PO2 and 3)
would increase the cross-border trade in the Al-enabled goods and services falling under the six
use-cases analysed in depth for that study by about 5 %. While PO1 does not include all of the
assumptions made for that estimation, it is nevertheless relevant because the decisive drivers of the
expected economic benefits — increased legal certainty, reduced fragmentation and increased
consumer trust — are likely to materialise under PO1.1"®

175 For detailed explanations regarding the methodology and assumptions underlying this estimate, see Annex 10,
A.2.1.3.(d) and B.2.1.(b).

176 For detailed explanations regarding these cost estimates, see Annex 10 and the Economic Study, pp. 48 et seq.

177 Al liability risks are likely to be covered by existing all-risk policies in many cases, cf. fn. 157.

178 Economic Study, p. 196 and 197.

179 |bid., pp. 196-198.
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Quantification:

(1) Based on the overall value of the EU Al market affected by the liability-related problems
addressed by this initiative, and reasoned assumptions regarding the incremental impact of PO1 on
this market, it is estimated that the increased legal certainty, reduced fragmentation and increased
level of consumer uptake will generate an additional market value between ca. EUR 500min and
ca. EUR 1.1bIn.* These values are obtained by multiplying the estimated shares of the Al market
affected by legal uncertainty and fragmentation regarding civil liability in 2025 under the baseline
scenario (low and high scenarios assumed by the economic study ) with the estimated impact of
the policy options (+5%). This percentage was determined conservatively, taking into account the
estimated impact generated by a combination of measures to ease the burden of proof with a
harmonisation of strict liability limited to certain Al applications®®!,

(2) The Joint Research Centre has provided a complementary micro-economic quantification of
the impacts of PO1, based on the use-case of robotic vacuum cleaners. This analysis reaches the
conclusion that PO1 would generate an increase in consumer welfare of EUR 11.5-19.12mln and
in total welfare!®? of EUR 30.11-53.74min for this product category alone in the EU-27.183

(3) Previous attempts by the EP to quantify the benefits of a clear and coherent EU civil liability
regime for Al remained inconclusive.'® Nevertheless, its preliminary analysis suggests that the
added value of EU action on liability could generate EUR 54.8 billion by 2030 for the EU
economy in terms of acceleration of the level of research and development in Al, and in the range
of EUR 498.8 billion if other impacts, including reductions of accidents, health and environmental
impacts and user impacts are also taken into consideration.'8 As these numbers were not linked to
a clearly defined set of PO, they cannot be readily applied to the PO described in this impact
assessment. However, they provide a reasoned view on the order of magnitude of potential
economic benefits linked to a clear and consistent civil liability framework for Al.

- Only small incremental impacts on enforcement, adjudication and litigation costs, borne by
MS and parties to the proceedings respectively, are expected under POLl. The envisaged
alleviations of the burden of proof are not likely to entail a substantial increase in the number of
civil actions, as they are designed to apply only in the confined cases where the specific
characteristics of an Al system make it unduly difficult to meet the default burden of proof.
Moreover, the burden of proof will be distributed more efficiently overall, as potentially liable
parties must by definition be capable of influencing the operation of Al-systems. They are
therefore typically in a position to more easily discharge the burden of proof, with respect to how
or why such systems arrived at a certain harmful output. This has a cost-cutting effect on overall
enforcement, adjudication and litigation costs.

Quantification: Where the measures envisaged under PO1 apply, they could lead to an increase
between ca. EUR 200 and ca. EUR 1600 of the cost to be advanced by potentially liable
businesses to defend against claims for the compensation of damage caused by AL This
estimate takes as a starting point the average costs that victims would no longer have to advance

180 For detailed explanations on the methodology and assumptions underlying this estimate, see Annex 10, A.2.1.3.(e).
181 Economic Study, pp. 195 et seq. and the explanations on the evolution of policy options in section 6.4.

182 Sum of vacuum cleaners consumer surplus, vacuum cleaner sellers® profits and third party victims receiving a
compensation).

183 See Annex 11 for details on the methodology and results of this quantification effort.

184 EPRS, European added value assessment, September 2020.

185 1bid.

186 For detailed explanations on the methodology and assumptions underlying this estimate, see Annex 10, A.2.1.3.(d)

and B.2.1.(9).
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due to POl (EUR 2000, see above). These are litigation costs that arise in the framework of
pending litigation, if the defendant needs to provide or procure technical expertise in order to
defend against claims for damages.

Further reasoned assumptions were made regarding the extent to which each policy option would
lead to a transfer of the cost linked to the burden of proof to the defendant (i.e. the allegedly liable
party).It is assumed that a fraction ranging from 10 % to 80 % of the amount saved by victims due
to the alleviations of the burden of proof under PO1 will have to be advanced by potentially liable
businesses. This broad assumed range is based on the following considerations:

- In certain cases, for instance where the defendant is a provider of a high-risk Al systems falling
under the Al Act, they will have optimal information on and understanding of the functioning of
the relevant Al system. They will thus not need to procure any external technical expertise to
discharge the burden of proof.

- On the other end of the spectrum of conceivable cases, the defendant may not have any advanced
understanding of the functioning of the relevant Al system, nor easy access to detailed information
on that system. This may for instance be the case where the defendant is an SME using an Al
system not falling under the transparency and documentation requirements of the Al Act. As this
type of defendant is nevertheless in a better position than the victim for establishing the trigger of
the damage, it is assumed that even in such cases the amount saved by victims would not be re-
distributed to the defendant in its entirety (but only to a large extent, e.g. by 80%).

The estimates and assumptions underpinning this quantification are based on expert assessment,
stakeholder feedback and legal-economic analysis. They are hence necessarily subject to a degree
of uncertainty which is reflected by the broad range of estimates.

(c)  Coherence — in particular with the PLD review

As explained under 5.2.(a), PO1 would be coherent with the — not Al-specific — measures
envisaged in the framework of the PLD review. These instruments are complementary as they
address challenges posed by emerging digital technologies with respect to claims based on
different grounds, directed against different liable persons and covering compensation for different
victims and types of harm. The respective instruments use a consistent approach and similar tools
(access to information, alleviations of the burden of proof) to ensure in their combination that
products or services using Al or other digital technologies do not make it more difficult under any
of the existing pillars of liability to get compensation compared to traditional products. The
envisaged measures will together contribute to creating a more consistent and adequate liability
framework, without upsetting the balance established by the existing rules.

PO1 would also be coherent with the proposals already adopted as part of the follow-up to the Al
White Paper, in particular the Al Act. It would namely take over definitions of key concepts such
as ‘Al-system’, ‘provider’ and ‘user’, although additional criteria would be necessary to ensure
that the envisaged alleviations of the burden of proof apply only where the specific characteristics
of Al effectively challenge existing liability rules. The provisions on disclosure of information and
presumptions of causality would build specifically on the requirements of the Al Act. PO1 would
thus complement this act providing an additional incentive for ensuring the safety of Al-enabled
products and services as well as the respect of fundamental rights.

Finally, MS could fit the envisaged alleviations of the burden of proof into their national liability
regimes without disrupting their respective legal traditions. This PO allows for sufficient
flexibility and is based on tools that are already well-known in MS’ civil liability systems.

(d)  Proportionality

50




POL1 is limited to the measures strictly necessary to address the Al-specific problems identified. In
particular, it would not touch upon the substantive conditions of liability like fault or causality, but
focus on targeted proof-related measures ensuring that victims have the same level of protection as
in cases not involving Al.

(e)  Considerations regarding the choice of instrument (binding v. non-binding)

A directive would be the most suitable instrument, as it could provide the desired harmonisation
effect and legal certainty, while also being the adequate instrument to enable MS in a flexible
manner to fit the harmonised measures without friction into their national liability regimes.

A mandatory instrument would prevent protection gaps stemming from partial or no
implementation. It would thus likely ensure higher and more harmonised protection of victims
compared to the baseline scenario.'®” While a non-binding instrument presents a less intrusive
approach, it is unlikely to address the identified problems in an effective manner. The
implementation rate of non-binding instruments is difficult to predict and there is no sufficient
indication that the persuasive effect of a recommendation would be strong enough to produce
consistent adaptations of national laws. This effect is even more unlikely for measures concerning
private law, of which extra-contractual liability rules form part. This area is characterised by long-
standing legal traditions, which makes MS reluctant to pursue harmonised reform unless driven by
the clear prospect of internal market benefits under a binding EU instrument*® or the need to
adapt to new technologies in the digital economy. Moreover, the significant existing divergences
between MS’ liability frameworks (see 2.4.), are another reason why a recommendation is
unlikely to be implemented in a consistent manner.

Divergences and reduced legal certainty in cross-border cases would thus persist even to the —
likely very limited — extent that MS choose to implement a recommendation. A selective and
inconsistent implementation would solve neither the problem of legal uncertainty nor that of
impending fragmentation and it would not ensure consistent victim protection throughout the EU.
The economic study confirmed that a non-binding initiative would not address the identified
internal market obstacles effectively, as the underpinning problems will likely be perpetuated to a
substantial extent.!8 It concluded that a non-binding instrument would not achieve any increase in
cross-border trade.'® Due to this likely lack of effectiveness, choosing a non-binding instrument
would not be in line with the principle of proportionality, which requires the choice of the least
burdensome PO, which is still suitable to achieve the policy purpose.

While the above considerations clearly militate in favour of implementing PO1 by way of a
binding legal instrument, that instrument has to allow Member States to integrate the harmonised
measure into their traditional legal systems without creating frictions. A directive would therefore
be the most appropriate tool to achieve the policy objectives while maintaining the necessary
flexibility to preserve the various established national approaches and legal traditions in the
politically sensitive field of civil law.

6.2. PO2: PO1 + strict liability for Al use-cases with a specific risk-profile, possibly
coupled with mandatory insurance

PO2 differs from PO1 as regards the strict liability regime applicable to users of Al technologies
with a special risk-profile, possibly coupled with a mandatory insurance regime. The following

187 Economic Study, p. 133 and 134.

18 Cf. e.g. Caruso, The Missing View of the Cathedral: The Private Law Paradigm of European Legal Integration,
European Law Journal, Vol. 3, No. 1 March 1997, p. 3.

189 Economic Study, pp. 131, 132, 158-160 and 195.

190 1bid., p. 196.
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impact analysis therefore focuses on these elements.
(a) Effectiveness

- Degree to which SO1 and 2™ would be achieved: A harmonised strict liability regime,
possibly coupled with mandatory insurance, is a suitable instrument to ensure legal certainty and
prevent fragmentation, as MS would have to implement a consistent minimum strict liability
standard with respect to the covered activities. Provided that the Al-enabled technologies covered
by that regime can be specified with precision, the companies operating/using those technologies
could have an even clearer and consistent basis for assessing their liability risk. However, the time
horizon of the roll-out of technologies with a relevant risk profile and degree of autonomy as well
as their features which allow to define them in a legal act with sufficient certainty are not yet
known. It would therefore, at this point in time, be to a certain degree difficult to define the risk
profile of those technologies with the desirable degree of precision, and to specify them in a
legislative instrument in a way that ensures the legal certainty necessary for the definition of the
scope of the harmonised strict liability regime. This consideration would apply also to a possible
mandatory insurance regime covering strict liability. The obligation to ensure insurance coverage
IS a market entry requirement. This means that it is crucial to enable market participants to assess
with a high degree of certainty whether they fall under this requirement or not.

Moreover, because of the uncertainty related to the risk profiles explained above, it cannot be
easily assessed at this stage if having an alleviation of the burden of proof (PO1) would not be
sufficient to address the identified problems. This means that the effectiveness of the strict liability
element of PO2 is also reduced.

For these reasons, an instrument including strict liability for the use/operation of certain types of
Al-enabled technologies would likely be less effective than it should be, at this point in time, in
achieving specific objectives 1 and 2 than POL.

- Degree to which SO3 would be achieved: A harmonised strict liability and possible mandatory
insurance regime, as the distinguishing features of PO2, could prevent a lack of compensation
even more effectively than the alleviations of the burden of proof common to PO1 and 2. The
expected effects on societal trust follow a similar pattern as under POL1, as strict liability represents
simply another — potentially even more effective — way of ensuring an effective compensation of
victims. As with the alleviations of the burden of proof, this is likely to have a positive effect on
consumers’ perception of the appropriateness of liability rules, as well as their trust in Al
applications.® This in turn is likely to increase their willingness to take up Al-enabled products
and services.'®® At the same time, it would need to be acknowledged that pending the market
maturity of relevant Al-enabled products and services, the specific modalities of their operation
and the degree of control exercised respectively by the relevant stakeholders over the risks linked
to the operation are at this point in time not known yet.

- Indirect social impacts: The ability of strict liability rules to incentivise safety efforts depends
to a large extent on whether the strictly liable person has cost-efficient means to prevent
damages.’® The control criterion envisaged for assigning strict liability to professional
users/operators is therefore conducive to the desired incentive effects.

Moreover, behavioural research has shown that a strict liability framework for Al is more likely to

191 Given the close links and interactions between legal uncertainty and legal fragmentation (see 2.6. and 2.7.), the
efficiency of PO is assessed together for SO1 and 2.

192 Behavioural Economics Study, pp. 67 and 68.

193 1pid, p. 47.

194 Economic Study, p. 142.
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be perceived as predictable and transparent than fault-based liability.' The strict liability element
is thus likely to increase societal trust in the justice system.

(b)  Efficiency

- Impacts on businesses (in particular as potentially liable parties): Provided that the Al-
enabled technologies covered by the harmonised strict liability can be determined with a sufficient
degree of precision, this element of PO2 would be suitable to increase legal certainty and reduce
fragmentation by reducing legal information/representation, internal risk management, and other
compliance-related costs, and generate additional cross-border revenue.'*® Moreover, the expected
positive impacts of PO2 on consumers’ willingness to take up Al-enabled products and services
(see below) would directly or indirectly benefit all companies in the Al value chain. Start-ups and
other SMEs would benefit to a higher degree from the overall positive economic impacts of
PO2.1%7

In certain cases, beyond merely harmonising existing strict liability rules, PO2 would entail the
application of strict liability and possibly an insurance obligation to users of Al technologies that
would otherwise be subject only to fault-based liability under national law. In such cases, PO2
could be a dis-incentivising factor for businesses choosing between Al-enabled technologies and
functionally equivalent alternatives. However, this effect is likely offset by the cost reduction and
internal market opportunities generated through harmonised liability rules. The economic study
found that the moderate compliance costs linked to PO2 would be outweighed by cost savings
thanks to higher legal certainty, saved resources on compliance, and higher revenue enabled by a
clearer and less fragmented legal framework.%

Moreover, the role of insurance solutions, as described under PO1, is instrumental in this respect,
as it limits potentially liable parties’ costs to the insurance premiums, keeping market entry
barriers low.'®® In principle, this mechanism holds true whether the relevant risk is covered by
voluntary (market-driven) insurance or a mandatory insurance regime (either harmonised or
regulated at national level).2% In the public consultation, insurance stakeholders have pointed to a
lack of statistical data on accidents and damages, which could initially drive risk margins and thus
insurance premiums. Some SME stakeholders have also raised concerns about high insurance
premiums due to the difficulties in assessing the covered liability risks. On the other hand, the fact
the insurance industry is already proactively developing new insurance products for Al risks?0!
and that this field is considered as the next big growth market?°? confirm the expectation that
coverage will be offered at competitive prices. An additional important factor is the parallel
initiative adapting the PLD to the digital age. Based on a (statutory or contractual) subrogation of
the victim’s claim to the insurer, it will facilitate it for insurers to take recourse against producers,
where defective Al software caused or contributed to the insured damage. This would allow
insurers having compensated the victim’s damage to claim the compensation back from the
insurer, thus also contributing to keeping premiums low.?%* In any event, the Commission

195 Behavioural Economics Study, op. cit., executive summary, p. iii.

19 Cf. Economic Study, pp. 113 et seq., 161 and 163, and Executive Summary, p. ii.

197 Ibid, pp. 122 and 161.

198 | bid, p. 164.

199 |pid., p. 163.

200 1hid., 141.

201 E.g. Ensure Al¢ by MunichRe, enabling Al providers to guarantee the performance of their Al systems. Cf. also
La Playa, offering brokerage of specialist Al insurance.

202 Cf, e.g. Harvard Business Review, The Case for Al Insurance, April 2020.

203 Cf. Economic Study, pp. 153.
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services will respond to the Parliament’s call to work closely with the insurance market.?* The
Commission will notably facilitate a dialogue between the insurance industry and companies
active in the Al market (in particular SMEs).

Quantification: Where strict liability applies, the effect of redistributing the burden of damage
from the victim to the responsible party is stronger compared to mere alleviations of the burden of
proof under fault-based liability rules. This effect is approximated by the expected impact on
insurance premiums. If PO2 would be limited to a combination of alleviations of the burden of
proof under fault-based liability rules (=PO1) with a limited strict liability regime, it is estimated
to entail an increase of the overall absolute amount of annual liability insurance premiums in the
EU by 25 %, that is to say by EUR 8.89mIn-26.82mlIn. In this scenario, the voluntary or
mandatory nature of insurance regimes would be the same as under the baseline scenario,
mandatory insurance regimes existing under EU or national law would continue to apply, but PO2
would not introduce any additional mandatory insurance requirements. If PO2 would include, in
addition, an insurance obligation covering strict liability, the increase of the overall amount of
annual liability insurance premiums paid in the EU is estimated at 35 %, i.e. ranging between
EUR 12.44min and EUR 37.57mIn.?® These assumptions are based on the following
considerations:

- Where strict liability applies, the effect of re-distributing the burden of bearing the damage is
significantly stronger, as the liable party cannot avoid liability even if not at fault but this regime
would apply only with respect to a small number of Al-enabled products and Al-enabled services,
and would therefore change the estimated impact on insurance premiums only to a limited extent.

- Coupling strict liability with an insurance obligation would entail an incrementally bigger
increase of insurance premiums, as PO2 would preclude to some extent the possibility for insurers
to manage risks through contractual exclusions and limitations of coverage. Mandatory insurance
in particular can have a premium-driving effect for a transitional period marked by scarce actuarial
data, but is expected to dissipate gradually as data becomes available. Even during the initial
stage, the harmonised safety framework provided by the Al Act and sectoral safety legislation
proposed at EU level will help insurers to assess the risks linked to the operation of relevant Al
systems. In addition, the proposed Data Act will promote access to data generated by a user’s
product and insurance provision will be facilitated by such data.

- Victims of damage caused by Al applications with a special risk profile (natural persons
and businesses): A harmonised strict liability regime would facilitate victims’ access to
compensation to an even greater extent than alleviations of the burden of proof. A possible
mandatory insurance regime would relieve victims’ of the liable parties’ insolvency risk and
provide them with an even cheaper, faster and easier path to compensation.2%

Quantification: Based on conservative assumptions regarding the costs to be advanced by victims
to meet the burden of proof under existing liability rules, and the effect of PO2 on this cost factor,
it is estimated that this PO would reduce this litigation cost by at least 60 %, that is to say ca.

204 EP, Resolution 2020/2014(INL) on a civil liability regime for artificial intelligence, recital 22.

205 For details regarding methodology and assumptions underlying these estimates, see Annex 10, A.2.1.3.(e) and
B.2.2.(a).

206 This liability risk can be substantial, in particular in the case of robotics start-ups. Cf. e.g. Schmelzer, Why Are
Robotics Companies Dying?, 2018; Fresh Consulting, Why Robotics Companies Fail, 2021.
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EUR 2500, on average per case in which the envisaged measures apply.?°” This assumption is
based on the consideration that victims would not bear any significant costs linked to the burden
of proof in cases where they can invoke strict liability. The added benefit for victims compared to
PO1 concerns however only the relatively limited number of cases involving certain specific Al-
enabled technologies, where strict liability would apply.

- Consumers: The expected benefits in terms of a faster roll-out of Al-enabled products and
services are likely to be similar under PO2 as under PO1, because their common element —
alleviations of the burden of proof under fault-based liability rules — applies to the major part of
Al-enabled products and services affected by the initiative. The strict liability and mandatory
insurance elements of PO2 are much more limited in scope. In respect of these elements, the
difficulty linked to specifying already at the present point in time the Al-enabled technologies
with a ‘strict liability profile’ could lead to a certain degree of legal uncertainty, which could
potentially dis-incentivise Al rollout in certain cases.

- Insurance companies: The harmonisation of strict liability under PO2 is likely to entail some
additional demand for insurance, in particular when coupled with a compulsory insurance regime,
which generates new market opportunities for insurance companies.

- Indirect economic impacts and impacts on the competitiveness of the internal market:
While the envisaged strict liability regime may be the most certain and easiest way to ensure that
the victim does not bear the cost of the damage, it may not in all cases lead to the cost allocation
on the party which was at the origin of the damage. However if it is coupled with mandatory
insurance, such a cost-allocation will be achieved through subrogated recourse claims.?% In case
the insurance company of the strictly liable person compensates the victim, a damage claim of the
victim based on fault or product liability would be re-assigned to the insurance company. On the
basis of this claim, the insurance company could have recourse against the person at the origin of
the damage, for instance against the producer if the product was defective. Thereby the most
efficient cost allocation would be achieved. This scenario could be extended along the value chain.
For example, if the producer has a liability claim against the developer, the insurance company of
the producer would have a recourse possibility on the basis of this contractually subrogated claim
against the developer. In the end, the insurance of the developer would pay. At the same time,
insurance coverage of liable persons would limit the economic costs to the annual insurance
premium and keep the market entries for Al producers and operators low, while it would be
ensured at the same time that the victim’s harm would be compensated in a smooth way.

- For similar reasons as under PO1, only small incremental impacts on enforcement,
adjudication and litigation costs are expected under PO2.

Quantification: Where the measures envisaged under PO2 apply, they could lead to an increase
between ca. EUR 100 and ca. EUR 1500 of the litigation costs to be advanced by potentially liable

207 For further detailed explanations regarding the methodology and assumptions underlying this estimate, see Annex
10, A.2.1.3.(d) and B.2.2.(b). This estimate should not be misconstrued as a quantification of the Al-specific difficulty
of meeting the burden of proof, because it does not take into account cases in which liability claims would not be
pursued at all based on current liability rules (because the victim either cannot identify the liable party or considers the
prospect of a successful claim insufficient to justify legal action). The preferred policy option will help victims also in
the latter cases, by overcoming the compensation gaps induced by the specific characteristics of Al.

208 Economic Study, pp. 142, 154 and 156.
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businesses to defend against claims for the compensation of damage caused by AL2% This
quantified estimate is based on the assumption that a fraction ranging from 5 % to 60 % of the
amount saved by victims due to the eased burden of proof under PO2 will be re-distributed to the
defendants. The following factors were taken into consideration in this respect:

- the cost savings for victims due to the fact that they do not have to prove fault would not be
shifted to the defendant because the latter cannot avoid liability by establishing, possibly with the
help of costly technical expertise, that the damage was not caused by their fault.

- By dispensing with the need to establish fault and a causal link between fault and damage, strict
liability considerably reduces the overall evidentiary complexity and need for costly technical
expertise.

To the extent that risks within the scope of the strict liability element of PO2 are not already
covered by a national strict liability regime under the baseline, the easier and more predictable
path to compensation afforded by this measure may lead to a slight increase in the number of
claims made. Any such possible increase is likely to be marginal. As strict liability would apply
only in cases involving significant risks to important legal interests (life, health, property), victims
would in such cases be likely to seek compensation also under the baseline, despite the challenges
and costs linked to fault-based claims.?%

(c)  Coherence — in particular with the PLD review

PO2 would complement the measures envisaged in the PLD review. In particular, the liable
persons defined by law are different and their liability is based on a different relationship they
have to the risk. The law would attribute liability to the operator/user under the harmonised strict
liability regime because the operation of the Al system would realise the risk for the victim. At the
same time, the operator draws a benefit from the operation. The law also attributes liability to the
producer under the (revised) PLD, despite the fact that the producer is a step more removed from
the contact with the victim. The producer is made liable because of producing a defective product
(including the Al that is necessary for it to work).

In cases where the producer is nevertheless at the same time also the user/operator, the fact that
they would be subject to the revised PLD and the harmonised strict liability regime for Al would
not lead to inconsistent results because these liabilities would intervene in different capacities.
Such scenarios already exist in the national laws where national strict liability schemes and
product liability apply in parallel.

As regards national law, the coherence of PO2 with the existing legal framework could be
questioned in cases where the use of Al-enabled technologies would be subject to the
harmonised strict liability regime while the use of functionally equivalent non-Al
technologies is not subject to strict liability under national law. (d) Proportionality

At this point in time, it is not clear whether, despite the alleviations of the burden of proof
envisaged under PO1, , there is a liability gap which would need to be filled with a harmonised
strict liability regime for Al operators. It is possible that the less interfering measures under PO1
will be sufficient to achieve the policy objectives. Moreover, at this point in time there is still
some uncertainty regarding the precise characteristics, risk-profile and conditions of deployment
of Al-enabled technologies with a potential ‘strict liability profile’. Therefore the proportionality

209 For details regarding methodology and assumptions underlying these estimates, see Annex 10, A.2.1.3.(d) and
B.2.2.(g).
210 Economic Study, p. 61.
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of PO2 cannot be affirmed with certainty at this point in time.
(e) Considerations regarding the choice of instrument (binding v. non-binding)

The considerations made in the context of PO1 apply to an even larger extent: As a harmonised
strict liability and mandatory insurance regime involves more far-reaching adaptations of MS’
liability rules, a non-binding instrument is not suitable to ensure a consistent implementation of
PO2. For the same reasons as set out under PO1, a Directive seems to be the most appropriate
legislative tool.

6.3. PO3: PO1 + targeted review regarding the strict liability and mandatory insurance
elements of PO2 (staged approach)

(a) Effectiveness

During the first stage, PO3 would be equally effective to PO1. The second stage, i.e. the targeted
review mechanism, would systematically re-assess the need for the strict liability and mandatory
insurance elements of PO2. PO3 would ensure that the necessary information for this re-
assessment is available. The review would assess if the technological and market developments as
well as empirical evidence on Al liability cases confirm the need for such measures. This
mechanism does not pre-empt the necessary future policy decision on the harmonisation of strict
liability and mandatory insurance. But if there were a policy decision to that effect, the targeted
review mechanism would have prepared the groundwork for realising the potentially even greater
effectiveness described under PO2. The second stage would also gain more certainty about the
technological and regulatory context defining the risk-profile and conditions of deployment of the
Al-enabled technologies with a potential strict liability profile. This would thus allow to specify
the material and personal scope of a possible strict liability regime with greater precision. It would
therefore be conducive to ensuring legal certainty and uniform implementation (SO1 and 2).

(b) Efficiency

During the 1% stage, PO3 would have the same impacts as PO1. As MS anyway have to report on
the implementation of the initiative in line with better regulation requirements on evaluation and
monitoring, targeted reporting requirements supporting the review mechanism under PO3 would
not entail a significant burden for them.

Quantification: The decision on a possible harmonisation of strict liability and mandatory
insurance for certain Al-enabled products and services with a specific risk profile would be taken
only at the stage of the targeted review. Thus, the same macro-economic benefits (added Al
market value in the EU of ca. EUR 500mIn to ca. EUR 1.1bln) and the same incremental increase
of insurance premiums (an additional EUR 5.35mIn-EUR 16.1min liability insurance premiums
paid in the EU per year) are assumed as for POL1. Likewise, the same litigation cost savings for
victims linked to the alleviated burden of proof (ca. EUR 2 000 per case on average) and the same
incremental cost increase linked to that burden for potentially liable businesses (ca. EUR 200 to
EUR 1 600 per case) are expected.

The potential benefits of a harmonised strict liability regime would materialise later than under
PO2. If there is a liability gap which would have needed to be filled with a harmonised strict
liability regime for Al operators, the disadvantages of such liability gap would have their effect
during a length of time corresponding to the period of data collection and assessment of the need
for strict liability. However, the following factors will improve the efficiency of the measures
potentially taken at the second stage:

- By ensuring that the assessment of a possible strict liability regime for the use of Al-enabled
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technologies can rely on a more developed factual basis, the staged approach minimises the risk
of creating an uneven playing field for Al-enabled technologies.

- The staged approach allows the development of tailored market-driven insurance solutions,
which can be taken into account at the second stage when assessing the need for and effects of
a mandatory insurance regime. Moreover, Al-technologies potentially subject to such a regime
will be rolled out over the coming years and statistical accident data will be accumulated.
Therefore the lack of actuarial data as main potential cost-driver of Al-specific liability
insurance will have become considerably less relevant by the time of the targeted review under
PO3.

- As relevant safety standards for the Al-enabled technologies will be available by the time of the
targeted review, the conditions for assessing liability risks will have improved for both insurers
and liable users/operators.

(c) Coherence

PO3 would insert itself without friction into the existing liability system and be consistent with the
other strands of the Commission’s Al policy. The staged approach would allow the Commission to
take stock of the practical effect of the planned adaptations to the PLD, in particular as regards
providers of safety-relevant Al-systems. The targeted review mechanism would allow the
Commission also to ensure coherence with future Al-related policy measures beyond the proposed
Al Act. This may for instance concern future safety rules tailored to Al-systems with a ‘strict
liability profile” like autonomous vehicles and highly autonomous Al-enabled drones.

(d)  Proportionality

PO3 would ensure that future technological, regulatory and jurisprudential developments will be
systematically taken into account to verify the need to harmonise strict liability for certain uses of
Al. The staged approached is thus strictly based on the principle of proportionality.

(e)  Considerations regarding the choice of instrument (binding v. non-binding)

6.4.For the same reasons as set out under POl and PO2, a binding legal instrument — a
Directive — would be the most appropriate tool to implement PO3. Evolution of policy
options

It is important to note that the policy options retained for detailed assessment have evolved
due to the conclusions of the economic study, as well as due to the results of the public
consultation and following discussions with stakeholders.

The economic study assumed two different combinations of alleviations of the burden of
proof under fault-based liability rules with a harmonised strict liability regime and, by
consequence, did not explicitly assess the economic impacts of alleviations of the burden of
proof, as per PO1, taken in isolation.

However, it proved important to consider alleviations of the burden of proof on their own
(PO1), as an alternative to introducing these alleviations together with strict liability (PO2).
We consider that the assessments made by the economic study are still largely relevant
because:

- According to the study, the economic benefits of an EU initiative on Al liability are
primarily attached to the expected gains of legal certainty and reduced legal fragmentation.
These effects are expected to materialise also with respect to the alleviations of the burden of
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proof taken in isolation (PO1 and first stage of PO3), which will clarify in a harmonised
manner how the burden of proof is to be handled in cases involving Al.

- The measures that PO1 shares with two of the policy options assumed for the purposes of
the economic study are relevant for the major share of Al-enabled products and services, and
thus decisive for the economic impacts on most stakeholders. This is because only a small set
of Al-enabled technologies would have a risk profile warranting the application of strict
liability.

6.5.UN Sustainable Development Goals and indirect environmental impacts

The policy options are expected to contribute to the rollout of Al and thus to achieving the related
SDGs and targets?!!. They would also impact positively on them by contributing to the
enforcement of the Al Act, because effective legislation on transparency, accountability and
fundamental rights will direct AI’s potential among other benefits for individuals and society
towards achieving the SDGs.

As regards indirect environmental impacts, all policy options are expected to contribute — albeit to
a non-quantifiable extent — to the uptake of Al applications that are beneficial for the environment.
For instance, Al systems used in process optimisation make processes less wasteful (e.g. by
reducing the amount of fertilizers and pesticides needed, decreasing the water consumption at
equal output, etc.). However, there is no sufficient basis for assessing the environmental impact,
since this basis could only relate to actually marketed Al-enabled products/services. However, this
initiative will improve, to a great extent, the market roll-out conditions of Al-enabled
products/services, which are not yet on the market.

In addition, Al systems supporting improved vehicle automation and traffic management
contribute to the shift towards cooperative, connected and automated mobility, which in turn can
support more efficient and multi-modal transport, lowering energy use and related emissions. On
the other hand, possible unintended effects cannot be excluded. For instance, an increase in traffic
may be possible that could partly offset the lower energy use and emissions achieved through
more efficient and multi-modal transport.

7. How DO THE OPTIONS COMPARE?

The PO were compared by way of a multi-criteria analysis (MCA) taking into account their
effectiveness, efficiency, coherence and proportionality.?!? The following impact matrix compares
the scores of the options for all of the main impact assessment criteria, using simple aggregation
and assuming an equal weight of each individual criterion. The respective scores flow from the
expected impacts as presented under heading 6 above. This ranking is linked primarily to the fact
that PO2 includes a strict liability element which, for the reasons explained in section 6.2. a),
lowers the effectiveness of this option at this point in time. Therefore, PO2 scores slightly lower
in terms of its effectiveness to achieve specific objective 1 (increase legal certainty regarding
liability for Al), coherence and proportionality, leading to a marginally lower overall score.

MCA (simply aggregation)

Score net of the baseline (scale of -5 to +5)

211 Cf. section 1.1. above and see Annex 3 for further details.

212 The detailed assessment of POs (cf. Annex 10) has shown that the sub-option of implementing the policy measures
through a non-binding instrument (recommendation) consistently scored lower across the IA criteria. This sub-option
was therefore discarded for the purposes of the comparison. The scores in the table relate to the option to implement
the respective policy measures through a binding legislative instrument (Directive).
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Criterion Option 1 Option 2 Option 3

Effectiveness

Specific objective 1

Specific objective 2

Specific objective 3

Efficiency

Coherence

INFNFNFNFNFN
wlw|s|s|n|w
INFNINFNFNFEN

Proportionality

-> Simple sum 24 21 24

-> Ranking based on simple aggregation 1 3 1

As three out of these six individual impact assessment criteria would come under the umbrella of
effectiveness, effectiveness is de facto given more importance than the other IA criteria.
Therefore, sensitivity analysis was carried out. The results of the MCA and sensitivity analysis
are summarised in the following table?*® which shows that PO1 and PO3 rank highest. This result
Is consistent with the fact that they involve the same harmonising provisions at the present stage.
The feature distinguishing these options, the targeted review mechanism, does not lead to different
impacts of the implemented measures to be implemented at this first stage.

Policy Option Simple sum of Score based on equal Score based on
scores weight of impact individually weighted
assessment criteria | impact assessment criteria
PO1 24 (1Y 4 (1Y 4 (1%
PO2 21 (39 3,42 (3"9) 3,3 (3"
PO3 24 (1%Y) 4 (1% 4 (1%
Ranking of POs 1. PO1 and PO3 3. PO2

8. PREFERRED OPTION
8.1. Selection of the preferred option: PO3 (staged approach)

While liability rules are instrumental in controlling the risk associated with the development and
use of Al, the findings of the research and the results of the public consultation informing this
impact assessment have shown that the specific features of the Al will challenge their application.
They also point towards a staged approach, as the best way to serve the objectives of this
initiative, accommodate the concerns of the public and the industry, and at the same time allow
Member States to integrate the adaptations into their existing traditional systems without frictions.

Specifically, a clear majority of business stakeholders opposed strict liability in the public
consultation. In addition, the relevant insurance market is still under development due to the
currently lower predictability of Al-related risks linked to the lack of sufficient data.

In this respect, the multi-criteria analysis provides a clear ranking between PO1/PO3 and PO2,
confirming that it is preferable not to lay down a harmonised strict liability regime for certain
types of Al-enabled products and services at the present time, whether or not coupled with
mandatory insurance.

In addition and in order to inform the necessary political decision between PO1 and PO3, it is also
important to consider how well these options take into account the suggestions of the European

213 See Annex 10 for detailed explanations on the assessment and comparison of the POs.
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Parliament as well as stakeholder opinions. In this respect, firstly, only the staged approach (PO3)
incorporates both main elements suggested by the Parliament — a facilitated burden of proof under
fault-based liability rules and a limited strict liability regime for certain Al-enabled technologies —
explicitly into the proposed legislative instrument. While the strict liability element is not yet
implemented at the present stage, the targeted review mechanism provides a dedicated framework
preparing the ground for the future policy decision on this element. Secondly, by explicitly
acknowledging the possible need for a harmonised strict liability regime in the proposed
legislative provisions, PO3 also satisfies to a greater extent the opinions expressed by non-
business stakeholders, a large majority of whom supported the harmonisation of strict liability.

If, at the stage of the review, a political decision is taken to propose a harmonised strict liability
regime, this measure could be designed in a way to meet concerns expressed by business
stakeholders, which are at present sceptical towards it.

In light of these considerations, the staged approach (PO3) is the most balanced, politically
feasible, proportionate and yet effective option. It is most suitable to deliver the desired economic
benefits in terms of roll-out of Al-enabled products and services in the internal market, and to
increase citizens’ trust in Al by ensuring that victims who suffered harm caused with the
involvement of Al systems enjoy the same level of protection as victims who suffered harm
caused by other technologies. It is also most adapted to the political context of the Al liability
initiative, including the Parliament’s legislative own-initiative resolution, and stakeholder
feedback.

8.2. Rationale and main impacts of the preferred PO

PO3 would achieve the SO of reducing legal uncertainty, preventing fragmentation and protecting
victims by ensuring an effective path to compensation. The measures included in PO3 would also
incentivise compliance with safety requirements and requirements designed to safeguard
fundamental rights, applicable to Al-enabled products and services and thus reinforce the eco-
system of trust in Al.

The main impacts concern potentially liable persons and potential victims. On the one hand, the
internal market obstacles identified will be reduced and this will lead to reduced costs for
business, which would outweigh any possible adaptation (substantive compliance) costs. On the
other hand, PO3 will reduce victim’s costs and re-distribute the burden of bearing the damage to
the person responsible for causing it.

The choice of PO3 as preferred option is a result of the application of the proportionality principle.
This PO will allow to reassess the need for harmonising, in addition to aspects related to the
burden of proof, also situations with specific risk profile where the use of Al would warrant strict
liability. At that point in time, the price of insurance will likely be more stable because of more
available data.

8.3. The interplay with the PLD review: consistency and complementarity of the
package of measures for the compensation of damage caused by Al

As explained above, the measures from the preferred PO of the two impact assessments address
challenges posed by emerging digital technologies with respect to claims based on different
grounds, covering different types of damages and victims and against different liable persons.
Both preferred PO have a consistent approach and use similar tools (access to information,
adaptations of the burden of proof) to ensure, in their combination, that victims of damage caused
by Al-systems have the same level of protection compared to damage caused by traditional
products, no matter the liability path taken.
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8.4. One-In-One-Out

The preferred PO involves small incremental adjustment costs for liable parties. These costs are
linked to a transfer of costs of compensation from victims. The envisaged alleviations of the
burden of proof will allow victims to claim compensation successfully in cases where they would
have been unable to prove a justified claim under the baseline scenario due to the Al-specific
difficulties of proof. This transfer is fully in line with the policy objectives and the spirit and
purpose of liability rules. Its effect on liable parties has been approximated in terms of possible
increases of general liability insurance premiums for a transitional period, where data is lacking.
Also, potentially liable entities are in many cases likely to be covered by voluntary insurance, so
that their exposure —which will be in any case done at their own interest- would again be limited to
the premiums. Overall, it is expected that the annual volume of premiums paid for liability
insurance will increase by EUR 5.35mlIn - 16.1mlIn due to the preferred option. This incremental
increase does not represent a significant burden for stakeholders active in the Al market, given
that the overall amount of these premiums is over EUR 42bln per year, since it only represents an
increase of 0,013% - 0,04%

This cost transfer will be mostly relevant for businesses as potentially liable parties rather than for
natural persons. This is because the Al-specific liability gaps addressed by the preferred policy
option are more likely to affect the liability exposure of actors with an active influence on the
functioning of the relevant Al systems. The benefits of the policy options for companies in terms
of increased legal certainty and reduced legal fragmentation outweigh these marginal adjustment
costs, because the business-as-usual-costs under the baseline scenario related to the uncertainty
about what liability would apply to Al and what burden-of-proof rule a court would apply in a
concrete case are higher.

The preferred PO will not introduce any administrative requirements (e.g. reporting, registration,
monitoring) for any of the entities within its scope, i.e. potentially liable parties or victims. A
possible incremental increase in judicial claims and the related costs borne by the parties or the
courts are not included in the ‘administrative costs’ for the purposes of the One-In-One-Out
approach, as they are not directly linked to the compliance with a law.

The preferred policy option will not entail costs incurred in related markets or experienced by
stakeholders that are not directly targeted by the initiative. In particular, as the initiative is
expected to generate net cost savings for businesses active in Al, it is not expected to lead to
increased consumer prices.

9. HOW WILL ACTUAL IMPACTS BE MONITORED AND EVALUATED?

In order to ensure that the targeted review mechanism under the preferred PO (staged approach)
can rely on a sufficient evidentiary basis, this mechanism could:

- provide for reporting and information sharing by MS regarding the application of the measures
under PO 1 in national judicial or out-of-court settlement procedures;

- use information collected by the Commission or market surveillance authorities under the Al
Act (in particular Article 62) or other relevant instruments;

- use information and analyses supporting the evaluation of the Al Act and the reports to be
prepared by the Commission on the implementation of that act;

- take into account any information and analyses supporting the assessment of relevant future

policy measures under the ‘old approach’ safety legislation?!#;

214 Cf. Section B of Annex Il to the Al Act.
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- rely on the information and analyses supporting the Commission’s report on the application of
the Motor Insurance Directive with regard to technological developments (in particular
autonomous and semi-autonomous vehicles) pursuant to its Article 28c(2)(a).

To evaluate the effectiveness of the preferred PO, success criteria and data sources have been
defined on a provisional basis for each of the SO.?!® For instance:

- for SO1, effectiveness will be evaluated based on the level of legal certainty as perceived by
business stakeholders, compared to the results of the public consultation;

- for SO2, the adoption of any diverging measures on Al liability, as reported by MS, will be
taken into account to evaluate the initiative’s effectiveness;

- for SO83, the degree to which compensation gaps have been prevented and consumer trust has
increased will be assessed based on expert and behavioural analysis, and MS reporting.

Efficiency would be evaluated against specific operational objectives, for example:

- With respect to companies, cost reductions due to increased legal certainty and reduced
fragmentation could be used as benchmark, based on stakeholder feedback.

- Regarding victims, the level of difficulty encountered when claiming compensation for damage
caused by Al could be compared to the experts’ estimates in the Economic Study.

- For insurers, the liability-related conditions for offering insurance coverage could be assessed,
based on feedback from a stakeholder survey and/or a dedicated workshop.

In addition, criteria for evaluating the proportionality, coherence and continued relevance as well
as the EU added value of the policy measures have been developed. For instance, the emergence of
any more effective or efficient means to achieve the policy objectives would be assessed by
Commission services taking into account stakeholder feedback and information reported by MS
on relevant legal cases. Moreover, the synergetic interplay between this initiative and the Al Act
as well as the revised PLD would be assessed.

215 For details on how the impacts will be monitored and evaluated for all the relevant categories, see Annex 12.
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Annex 1: Procedural information

1. LEAD DG, DecIDE PLANNING/CWP REFERENCES

DG Justice and Consumers, PLAN/2020/9848 - Adapting liability rules to the digital age and
Artificial Intelligence, CWP 2020

2.  ORGANISATION AND TIMING

Roadmap consultation period — 30 June to 28 July 2021
Open public consultation period — 18 October 2021- 10 January 2022

ISSG meeting on the Impact Assessment — 18 February- participants: SG, LS, JUST, GROW,
CNECT, JRC, SANTE, EMPL, COMP, FISMA, AGRI, ECFIN, ENV

3.  GLOSSARY

Term or acronym Meaning or definition
Al Artificial intelligence
Al Act Artificial Intelligence Act: Proposal for a Regulation of

the European Parliament and of the Council laying down
harmonised rules on artificial intelligence (Artificial
Intelligence Act) (COM/2021/206 final)

IPR Intellectual Property Right(s)

MID Motor Insurance Directive:

Directive 2009/103/EC of the European Parliament and
of the Council of 16 September 2009 relating to
insurance against civil liability in respect of the use of
motor vehicles, and the enforcement of the obligation to
insure against such liability

MPR Machinery Products Regulation:

Proposal for a

Regulation of the European Parliament and of the
Council on machinery products (COM(2021) 202 final).

MS Member State(s) of the European Union

PLD Product Liability Directive:

Council Directive 85/374/EEC of 25 July 1985 on the
approximation of the laws, regulations and administrative
provisions of the Member States concerning liability for
defective products

PO Policy Option(s)

SO Specific Objective(s)
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4.

CONSULTATION OF THE RSB

4.1. Upstream meeting with the RSB — 30 March 2020

The guidance and advice provided by the RSB was implemented in this impact assessment, in
particular:

The interplay of this planned initiative with other relevant policy measures (in particular
the PLD review and the Al Act) were addressed in detail in close cooperation with other
Commission services, to ensure that related initiatives fit into a coherent overall
intervention logic, serve consistent objectives and achieve synergies. Explanations on these
aspects are provided throughout the impact assessment as well as in Annexes 6, 7 and 8.
The measures suggested in the European Parliament’s resolution on a civil liability regime
for Al were to a large extent incorporated into the assessed policy options. For detailed
explanations regarding the degree of alignment with the Parliament’s resolution, see
Annex 4, section 4.

The lack of quantified data (mainly due to the fact that the relevant Al-enabled products
and services are for the most part not yet on the market) is acknowledged. The measures
undertaken to remedy the scarcity of data and to nevertheless generate quantified estimates
are described. See in particular Annexes 4 and 10.

The specific challenges of Al regarding existing civil liability rules are explained in detail
in the impact assessment and Annex 5, and illustrated with examples. Concrete use-case
scenarios demonstrating these challenges have been elaborated together with Al experts
from the Joint Research Centre (Annex 13). In this respect, the communalities and
differences between the Product Liability Directive and national civil liability rules are
explained.

The role of insurance solutions has been emphasised and addressed in detail in the
assessment of policy options, taking into account detailed discussions with insurance
experts and stakeholders, as well as the feedback received from these stakeholders during
the public consultation and other consultation activities.

The preferred option was conceived specifically to enable an effective monitoring and
evaluation of the envisaged measures, and to ensure that policy decisions on the more far-
reaching measures considered (strict liability, possibly coupled with mandatory insurance)
will be taken, at the stage of the targeted review, on an even more comprehensive evidence
base.

4.2. Opinion of the RSB and responses

The Impact Assessment report was reviewed by the Regulatory Scrutiny Board. It received a
positive opinion with reservations. The Impact Assessment has been revised to take into account
the Board’s comments:

Comments by the RSB

Description of how and where comments were
addressed

(1) The report should explain clearly, why the
initiative cites fragmentation of national rules
as the main justification for the proposed single
market legal base, yet limits the scope of the
initiative to Al alone, given the highly
fragmented state of tort law covering other
products and services between different
Member States. It should better justify how, in
the specific case of Al, the variety of national
rules on burden of proof differs from other

The factors distinguishing Al from other
technologies and the reasons for proposing Al-
specific measures regarding civil liability have
been clarified in the problem definition and the
subsidiarity analysis. In particular, the pivotal
importance of Al for the internal market as a
set of crucial enabling technologies and the role
of the liability initaitive as a key component of
the Commission’s overall Al policy have been
explained in this context. Additional
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Comments by the RSB

Description of how and where comments were
addressed

types of products or services. The subsidiarity
assessment should be strengthened, given the
initiative’s aim to create harmonised Al
liability rules in deeply embedded and diverse
national liability systems. The initiative should
also present evidence on the perception and
level of support from businesses, Member
States and the European Parliament.

explanations on the views of business
stakeholders as well as MS and the EP have
been included in the revised version,
acknowleding transparently that MS were for
the most part not expressing firm positions on
the Al liability initiative.

(2) The likely evolution of the problem and the
baseline should better incorporate the likely
positive effects of the proposed EU legislation
on Al, as it should reduce the risks for damage
from Al and the need for liability
compensation. Given their timing, it is not
clear whether or to what extent the supporting
studies and consultations incorporate the
expected positive effects of the proposed Al
legislation.

Explanations inserted in the description of the
baseline, to clarify that the preventive effect of
the Al Act and other relevant safety legislation
was taken into account, including by the
supporting studies. It is however acknowledged
that this effect could be expressed in
qualtitative terms only, as no quantitative
estimates for Al-enabled products and services
are available.

(3) The report should analyse a more complete
set of options. The report needs to discuss the
reasons why it does not consider as an option
the European Parliament’s Article 225
Resolution for a complete reversal of the
burden of proof. If it considers that this option
is not realistic or feasible, it should
demonstrate this clearly in the discarded
options section. In addition, the report should
be more specific on the exact content of some
of the measures, such as the ‘targeted
alleviation of the burden of proof” or the
‘harmonised strict liability regime’. It should
consider whether there are possibly alternative
solutions and should analyse these as sub-
options if policy choices need to be made.
Again, if some of them are not feasible or
realistic, the report should discuss this in the
discarded options section.

Further detailed explanations were inserted in
the description of the policy options to address
this comment. In particular, the possible
alternative approaches for alleviating the
burden of proof (in particular the reversal of the
burden of proof suggested by the EP) are
described more concretely. Moreover, the
reasons for retaining (only) the tool of a
rebuttable presumption for detailed assessment
are further developed, taking into account
stakeholder feedback as well as considerations
of proportionality and coherence with national
legal systems.

Similarly, with respect to policy option 2, the
design and content of the strict liability regime
IS presented in more detail, mentioning the
content of a harmonised strict liability rule and
the approach to determine the scope of this rule
with a list of Al use cases in a technical Annex,
which could be updated by way of Commission
delegated acts.

(4) The structure of the policy options should
be presented in a coherent manner. The report
should present genuine and credible
alternatives that can tackle the identified
problems. The report should bring out much
more clearly the differences between options 1
and 3, which, in terms of substance and of
expected impacts, appear to be identical given
that both options can be reviewed once a more
robust evidence base (that could justify more
ambitious action) is in place. Given that the

The description of the policy options was
revised to clarify the differences between
options 1 and 3. In particular, it has been
further explained how the ‘targeted review’
under option 3 differs from a standard
evaluation as required by general better
regulation rules. It is now mentioned that this
mechanism also fulfills the function to integrate
the approach suggested by the European
Parliament — a combination of measures to ease
the burden of proof for fault-based claims with
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Comments by the RSB

Description of how and where comments were
addressed

two options, on substance, seem identical, the
report should consider the continued practical
relevance of option 3, and, if retained, it should
be adjusted to make it substantively different
from option 1 both in terms of measures
included and expected impacts. Such
differences would need to be substantiated by
credible and robust evidence.

a harmonised strict liability regime for certain
specific Al applications — into the Al liability
instrument, while allowing the Commission to
take the necessary policy decision on strict
liability at a point in time when all the
necessary information and evidence will be
available.

(5) At the minimum, the report should ensure
that options 1 and 3 score equally in terms of
effectiveness, efficiency and coherence since
any other scoring lacks credibility given their
inherent similarity. The assessment of impacts
for option 2 needs to be revisited and clarified,
in a manner that justifies why it is not the
preferred option, considering the objectives to
be reached, assuming it is maintained as a
realistic and feasible option at this point in
time. The sub-option on insurance should be
explicitly analysed.

The scoring was adapted in line with RSB
comments. Options 1 and 3 now receive equal
scores and additional clarifications are
provided justifying why option 2 is not the
preferred option. Option 3 remains the
preferred option because it strikes the best
overall balance It namely takes into account all
elements suggested by the European
Parliament’s legislative own-initiative
resolution, including a harmonised strict
liability regime for certain Al-technologies, as
well as the broad support from non-business
stakeholder for such a measure. At the same
time, it is strictly aligned with the principle of
proportionality and the constraints imposed by
political feasibility, given that the Al use cases
with a potential strict liability profile are
presently not on the market yet, and business
stakeholders were strongly opposed to
harmonising strict liability for Al at the present
time. The revised version of the impact
assessment elaborates on these considerations
to substantiate the choice of option 3 as the
preferred option.

In addition, the revised version contains
additional explanations pertaining specifically
to the sub-option of combining strict liability
with a mandatory insurance regime.

(6) The report should be more transparent
about the credibility and relevance of the
guantitative impact estimates. As the economic
support study did not model the impacts of the
options as described in the report, it should
clearly explain the limitations of its results. It
should better justify the conclusion that the
(non-quantified) benefits for businesses
resulting from increased legal certainty and
reduced legal fragmentation outweigh their
(quantified) costs, not least given this appears
to contradict businesses’ views.

The uncertainty linked to the fact that the
policy options were adjusted compared to the
economic study is explicitly acknowledged in
the revised impact assessment. The reasons for
nevertheless considering the findings of that
study relevant for the assessment of the policy
options are explained. These explanations are
namely provided in the context of PO1,
because the economic study did not explicitly
assess alleviations of the burden of proof taken
in isolation, as per POL.

(7) The report should add a separate subsection
on the application of the ‘one in, one out’

A subsection on the application of the O100
approach has been inserted in section 8
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Comments by the RSB

Description of how and where comments were
addressed

approach. It should explain why it has been
concluded that the preferred option will not
entail significant administrative costs. As
indirect administrative costs are in scope of the
‘one in, one out’ approach, they should also be
discussed.

(‘Preferred option’), explaining that the
initiative will not entail administrative costs,
but only small incremental adjustment costs for
liable parties.

(8) The report should explain the reasons
behind divergent stakeholder views on the
policy options and, if possible, differentiate the
views of various businesses segments (e.g.
producers, service providers, distributors
versus users etc). It should explore and discuss
the reasons cited by stakeholders opposed to
EU-level action. The report needs to explain
particularly why business stakeholders are less
positive about the initiative than other
stakeholders are. It should also explain whether
and how such less positive views have been
taken into consideration in the impact analysis
and the comparison of the options. The report
should be upfront about the absence of
Member States views and the reasons for their
decision not to engage in the tailored
consultations.

The revised version of the impact assessment
elaborates on the reasons for varying
stakeholder positions, with a particular focus
on the views submitted by business
stakeholders.

In the revised version, it is also acknowledged
and explained that MS have not yet expressed
any clear views on the Al liability intiative,
reserving their positions for the negotiations on
the legislative proposal.
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5.  EVIDENCE, SOURCES AND QUALITY

The discussion on liability for Al has started with the work undertaken by the Expert Group on
Liability and New Technologies®'®, which had a series of meetings in 2018 and 2019 and was
organised in two formations: Product Liability and New Technologies. The New Technologies
formation of the Expert Group adopted a Report in 2019 on the topic of liability for artificial
intelligence and other emerging digital technologies.?!” This report informed the Commission
services in the preparation of the Commission Report on Al Liability?'® accompanying the White
Paper on Al.

In view of preparing this Impact Assessment, the Commission also contracted legal experts for
further comparative legal analysis?!®, an additional study to provide economic analysis??° and a
third study focusing on behavioural analysis.??!

The specific details of all these studies, their scope and methodology are described in Annex 4.

In addition, the Commissions services also considered the ‘Comparative study on national rules
concerning non-contractual liability, including with regard to Al’ which accompanied the
European Added Value Assessment on a Civil liability regime for Al?22 commissioned by the
European Parliament.

The Impact Assessment was further based on the results of the public consultation, the input
provided by stakeholders on the roadmap, online webinars, survey with citizens (over 8,000) done
in the context of the behavioural economics study and numerous bilateral contacts with
stakeholders and meetings with public authorities. Annex 2 provides more details about these
sources.

216 Register of Commission expert groups and other similar entities (europa.eu)

27 Liability for artificial intelligence and other emerging digital technologies, November 2019,
https://op.europa.eu/en/publication-detail/-/publication/1c5e30be-1197-11ea-8c1f-01aa75ed71al/language-en

218 Report from the Commission to the European Parliament, the Council and the Economic and Social Committee on
the safety and liability implications of Artificial Intelligence, the Internet of Things and robotics, 19.2.2020,
COM(2020) 64 final.

219 Karner/Koch/Geistfeld, Comparative Law Study on Civil Liability for Artificial Intelligence, 2021,
https://op.europa.eu/en/publication-detail/-/publication/8a32ccc3-0f83-11ec-9151-01aa75ed71al/language-en

220 Deloitte, Study to Support the Commission’s Impact Assessment on Liability for Artificial Intelligence, 2021
(‘Economic Study’).

221 Behavioural Economics Study, op.cit.

222 EPRS, Civil liability regime for artificial intelligence, September 2020, Author: Tatjana Evas,
https://www.europarl.europa.eu/RegData/etudes/STUD/2020/654178/EPRS_STU(2020)654178 EN.pdf
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https://www.europarl.europa.eu/RegData/etudes/STUD/2020/654178/EPRS_STU(2020)654178_EN.pdf

Annex 2: Stakeholder consultation

A. Outline of the consultation strategy/process

In line with the Commission’s Better Regulation requirements, an extensive consultation strategy
has been implemented to ensure a wide participation throughout the policy cycle of this initiative.
The consultation strategy was based on both public and targeted consultations. The Commission
has sought a wide and balanced range of views on this issue by giving the opportunity to all
relevant stakeholders to express their views. In particular, the stakeholders addressed by the
strategy were:

EU and national consumer associations and civil society organisations active in the justice
field, victims associations and individual victims of damage caused by products

Industry associations at EU, national or sectoral level

Economic operators, including SMEs (e.g. manufacturers of products and components,
software developers, Al programmers, medical devices manufacturers, manufacturers of
pharmaceutical products, retailers (offline and online), online marketplaces, repair and
refurbishment providers, providers of services, operators and users of various products)

Insurance associations and individual insurers
Legal firms and lawyers

Academic experts and research bodies
Citizens

National authorities.

The extensive consultation process included various activities, for which the content and results
are described in greater detail in the subsequent sections of this Annex, along with explanations
about how the received feedback was taken into account for the development of policy options
covered by this IA:

public consultation on the White Paper on Al and the Commission report on safety and
liability;

online interactive webinars with a broad range of stakeholders, focused on specific
questions regarding Al liability;
gathering of feedback on the published inception impact assessment;

surveys and targeted interviews carried out in the framework of two supporting studies
(general economic and behavioural analysis);

a dedicated 12-weeks public consultation on Adapting Civil Liability Rules to the Digital
Age and Al, which covered both the general review of the Product Liability Directive and
the Al-specific issues addressed by this 1A;

a workshop with Member State representatives organised to gather feedback on the Al
liability initiative and the review of the PLD.

The results of the dedicated public consultation are summarised first (Section B), and other
consultation activities subsequently (Section C).
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B. Public consultation on Adapting Civil Liability Rules to the Digital Age and Al

1. Introduction

The public consultation on Adapting Civil Liability Rules to the Digital Age and Al covered both
the general review of the Product Liability Directive and the Al-specific issues addressed in this
IA. Section I of the public consultation aimed to gather stakeholders’ views on how to improve the
Product Liability Directive (PLD); this section received a total of 291 responses. Section Il
concerned problems linked to certain types of Al that make it possibly difficult to identify the
potentially liable person, to prove that person’s fault and/or the defect of a product and the causal
link with the damage. There was a filter question asking respondents to choose if they want to
continue with Section Il or finish the survey after Section I, so only 233 responses were provided
in Section Il. A large number of business associations (63), representing a wide variety of
interests and company sizes, contributed as well as individual companies (29), including SMEs
(9). Associations representing consumers also contributed (7), including BEUC. The consultation
includes also input from individual citizens (95) and NGOs (10), as well as research institutions
(14) and national ministries (5)?23. Some questions received less answers, since not all participants
answered all the questions. The following summary focuses on the results relevant concerning Al-
related questions in particular (section Il of the public consultation survey).

Respondents by stakeholder category
National Ministries, 5=2%  Trade union, 1 =0%
Consumer organisation, 7 = 3% Non-EU citizen, 1 = 0%
Other, 8 = 4%
Non-governmental organisation

(NGO), 10 = 4%

Research institutions,
15=7%

EU citizen, 94 = 40%

Company/business
organisation, 29 = 13%

Business association,
63=27%

In terms of geographical representation, the consultation includes contributions from 21 Member
States, as well as from third countries. The geographical coverage, however, is broader because
some associations, which indicated Belgium as their country of origin, also represent stakeholders
from Member States not directly mentioned in the responses. The majority of contributions come
from Germany (91), followed by Belgium (39) and France (20). No campaigns were identified.

223 The Czech Ministry of trade and industry, the Austrian Ministry for Social Affairs, the Bulgarian Ministry for the
Economy and the Ministries of Justice of Estonia and Finland participated in the Survey.
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There were also 70 position papers submitted separately in the public consultation.2. Short
summary of key results

2.1.  Problems and problem drivers

(a) The specific characteristics of Al make it difficult to meet the burden of proof
The results of the public consultation confirm the existence of this problem driver:

Amongst responding consumer organisations, NGOs, national ministries, academic/research
associations and EU citizens, an overwhelming majority agreed that:

(i) it could be difficult to link damage caused by highly autonomous Al to the actions and or
omissions of a human actor (91%, or 85 out of 93, agreement amongst responding citizens;
unanimous agreement amongst responding consumer organisations, NGOs, national ministries
and academic/research associations),

(it) in the case of opaque and complex Al, it could be difficult for victims to prove that the
conditions of liability are fulfilled (84%, or 78 out of 93, agreement amongst responding
citizens; unanimous agreement amongst responding consumer organisations, national ministries,
NGOs and research institutions), and

(iii) because of AI’s specific characteristics, victims may in certain cases be less protected that
victims of damage that did not involve Al (79%, or 74 out of 94, agreement amongst responding
EU citizens; 84% agreement amongst responding consumer organisations, national ministries,
NGOs and research institutions, with only one disagreeing).

Responding business stakeholders (business associations and companies/business organisations)

also agreed broadly with this problem driver, but were less unequivocal:

- An absolute majority agreed that because of AI’s specific characteristics, victims may in certain
cases be less protected that victims of damage that did not involve Al (54 %, or 45 out of 85, v.
26 %, or 22 out of 85, who disagreed).

- A relative majority agreed that in the case of opaque and complex Al, it could be difficult for
victims to prove that the conditions of liability are fulfilled (41 or 35 out of 85 % v. 28 % or 24
out of 85 who disagreed).

- Only with respect to the statement that it could be difficult to link damage caused by highly
autonomous Al to the actions and or omissions of a human actor , more business stakeholders
disagreed (45% or 38 out of 85) than agreed (36% or 30 out of 85).

(b) Lack of compensation leads to a lack of trust in Al

A clear majority of overall respondents confirmed that the lack of adaptation of existing liability
rules to Al may negatively affect trust in Al (60 %, or 135 out of 227, agreement v. 25%, or 58 out
of 227, who disagreed) and the uptake of Al-enabled products and services (56%, or 126 out of 227,
agreement v. 27%, or 60 out of 227, disagreement). In particular, responding NGOs, consumer
organisations, academic/research institutions and EU citizens overwhelmingly confirmed these
problems (92%). By contrast, close to 60 % (or 49 out of 85) of responding business stakeholders
(business associations and companies/business organisations) did not confirm them, while around
27 % (or 23 out of 85) did.

(c) Legal uncertainty

The public consultation confirmed legal uncertainty leading to internal market obstacles: Amongst
responding consumer organisations, NGOs, academic/research associations and EU citizens, an
overwhelming majority agreed that:
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0] it is uncertain whether and how liability rules under national law apply to damage caused by
Al (84%, or 27 out of 32, agreement amongst consumer organisations, NGOs and
academic/research associations; 85%, or 80 out of 94, amongst EU citizens),

(i) it is uncertain how national courts will address possible difficulties of proof and liability
gaps in relation to Al (81%, or 25 out of 31, agreement amongst consumer organisations,
NGOs and academic/research associations; 91%, or 84 out of 92, amongst EU citizens).

Responding business stakeholders were more divided: A bigger share disagreed with statement (i)
(52%, or 44 out of 85), while still a sizeable share of 32 % (or 27 out of 85) confirmed uncertainty
as to how national liability rules will apply. More business respondents agreed with the uncertainty
as to how national courts will react to the challenges of Al: 34% (29 out of 85) confirmed
uncertainty, while 43% (36 out of 85) did not.

Substantial shares of businesses stakeholders (although not the overall majority) think that the lack
of adaptation of the current liability rules to Al will entail a number of negative economic
consequences. They expect for instance that this lack of adaptation of liability rules will entail
additional costs (e.g. legal information costs, insurance costs) for companies (27% or 23 out of 85),
and that companies may defer or abandon certain investments in Al technologies if the current
liability framework is not adapted (20% or 17 out of 85).

A slight majority of business associations representing primarily SMEs think that, if the liability
framework is not adapted:

- companies will face additional costs (e.g. legal information costs, increased insurance
costs) (4 agree while 3 disagree),

- insurers will increase risk-premiums due to a lack of predictability of liability
exposures (3 agree and 2 disagree) and

- there will be a negative impact on the roll-out of Al technologies in the internal
market (3 agree and 2 disagree).

(d) Legal fragmentation

A majority of overall respondents expect that legal fragmentation with respect to civil liability for
Al and/or the lack of adaptation of the existing liability framework will, for instance, entail at least
to some extent additional costs for companies (e.g. legal information costs, insurance costs) (75 %
or 153 out of 205) and the need to adapt Al technologies, distribution models and cost-management
models (70 % or 146 out of 205). They will also cause at least some companies to limit their cross-
border activities related to the production, distribution or use of Al-enabled products or services
(67 % or 135 out of 203).

Regarding business stakeholders in particular, more than half of these respondents expect that, if
Member States adapt their liability rules to Al in a divergent way, this will entail at least some
additional costs for companies (54%, or 46 out of 85 agree), may reduce cross-border activities
involving Al (36% (31 out of 85) ) and have a negative impact on the roll-out of Al technologies
(39% or 33 out of 85) while 29% (or 25 out of 85) do not expect such an impact. ).

2.2. Policy options
(a) Policy Option 1

EU citizens, consumer organisations, academic/research institutions and NGOs overwhelmingly
supported the measures envisaged under Option 1.
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Replies from business stakeholders (business associations and companies/business organisations)
were more nuanced: Their agreement and disagreement is roughly evenly distributed as regards
rules on the disclosure of information (33%, or 28 out of 86, agreement v. 31%, or 27 out of 86,
disagreement). A majority of business stakeholders is against inferring facts from the refusal to
disclose information (63% or 54 out of 86, disagreement), shifting the burden of proof (63% or 54
out of 86, disagreement), or presuming causality if the provider of an Al system did not comply
with their obligations under the Al Act (41%, or 36 out of 86, disagreement v. 30%, or 26 out of 86,
agreement). By contrast, business stakeholders’ views were roughly evenly split about applying
such a presumption vis-a-vis the user of the Al-system: while ca. 35 % (or 30 out of 86) of them
disagreed with that approach, close to 30 % (or 25 out of 86) supported it.

SME stakeholders were more supportive of measures to ease the burden of proof: The responding
individual SMEs approved of those measures. The views of business associations representing
(primarily) SMEs were in most cases roughly evenly split.

(b) Policy Option 2

The results of the open public consultation showed support amongst EU citizens, NGOs,
academic/research institutions and consumer organisations for either full or minimum
harmonisation of strict liability for the operation of certain Al-enabled products and the provision of
certain Al-enabled services. In particular, EU citizens favoured a ‘full harmonisation’ approach to
strict liability (77 %, or 68 out of 88, v. 54 %, or 47 out of 88, supporting minimum
harmonisation??4). By contrast, more responding consumer organisations supported a minimum
harmonisation approach, allowing MS to maintain broader and/or more far-reaching national strict
liability schemes (4 out of 7 agreed with a minimum harmonisation of strict liability). None of the
responding consumer organisations supported full harmonisation of strict liability.

Business stakeholders tend to oppose the harmonisation of strict liability. Opposition was stronger
regarding a minimum harmonisation approach (70 %, or 59 out of 84, v. 14%, or 12 out of 84,
support) than a full harmonisation of strict liability (42 %, or 35 out of 84, disagreement v. 30 %, or
28 out of 84, agreement). Interestingly, SME stakeholders were distinctly more supportive of a
harmonised strict liability regime: Almost all of responding individual SMEs (9) approved of this
policy option, and business associations representing (primarily) SMEs were evenly split regarding
both the minimum and full harmonisation of strict liability. Business stakeholders consistently
argued against the harmonisation of strict liability in their position papers.

(c) Policy Option 3

The ‘staged approach’ (= preferred option) was not presented as a separate policy option in the
public consultation, because it is a combination of elements included under the other policy options.
Therefore, there are no results linked specifically to this PO. The staged approach was developed
and refined in light of feedback received from stakeholders throughout the impact assessment
process. It strikes a balance between the needs expressed and concerns raised by all relevant
stakeholder groups.

3. Detailed summary of results

224 The answer options were multiple choice, respondents could express support for both full and minimum
harmonisation.
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The following summary explains for each of the topics covered by the public consultation the
respective results as regards the problem analysis as well as the development and assessment of
policy options and how they were taken into account in the IA.

3.1. Problems to be addressed: Lack of compensation and consumer trust, legal
uncertainty and fragmentation

€)] Problem for victims of damage caused by Al: Lack of compensation

The problem of lack of compensation due to the specific characteristics of Al was largely
confirmed.

- 74% (or 167 out of 227) of overall respondents (56%, or 127, strongly) agreed that in
the case of Al that lacks transparency and explainability, it could be difficult for
injured parties to prove that the conditions of liability (fault or causation) are
fulfilled. Only 12 % (or 26 out of 227) of respondents disagreed.

Difficulties in proving the conditions of liability

6,3%
2,7%

8,9%
m Strongly agree

m Agree
8,5%
= Neutral
= Disagree
56,3%

Strongly disagree

No opinion
17,4%

Looking at specific stakeholder groups, all responding consumer organisations and
national ministries as wells as research institutions confirmed this problem. An
overwhelming majority of EU citizens (91% or 85 out of 93) also agreed. Also a relative
majority of businesses, including business associations and individual companies, agreed
with this statement (41% or 35 out of 85), while 28% (or 24 out of 85) disagreed.

- On
the question about whether it could be difficult to link damage caused by Alto the
actions or omissions of a human actor when Al operates with a high degree of
autonomy, approximately 67% of respondents agreed (153 out of 227, of which 105
strongly, i.e. ca. 46%) that it could be difficult to link damage caused by highly
autonomous Al to the actions or omissions of a human actor. 20% (or 47 out of 227)
disagreed. In this respect, high agreement was reached amongst responding citizens (84%
or 78 out of 93) and almost unanimous agreement (94%, or 31 out of 33, with only one
disagreeing) amongst responding consumer organisations, national ministries and
academic/research associations. The same applies for the responding national ministries
and research institutions. Businesses were split on this question: while 36% (or 30 out of
85) agreed with this question, 45% (or 38 out of 85) disagreed.
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- 61 % (or 139 out of 232) of respondents also agreed (42%, or 95 out of 232, strongly) that
because of specific Al characteristics, victims of damage caused by Al may in certain
cases be less protected than victims of damage that did not involve Al; only 23% (or
52 out of 232) disagreed. While a majority of businesses disagreed with such statement
(54% or 45 out of 85), 26% (or 22 out of 85) did think that victims will be less protected
due to the specific characteristics of Al. Respondent consumer organisations, national
ministries and EU citizens overwhelmingly confirmed this problem.

The positions submitted in writing point to a similar trend: Representatives of academia, NGOs
and consumer associations agree that Al characteristics make it more difficult for victims to claim
compensation and some agree with the legal uncertainty of applying existing rules. Many business
associations and companies cast doubt on the specific challenges linked to Al, although some
admit that victims might have difficulties claiming compensation.

=>» These results of the public consultation were analysed and taken into consideration to fine-
tune and confirm the problem definition. In particular, it was further clarified in the 1A
that the Al-specific difficulties in claiming compensation do not affect only private
individuals harmed by Al, but companies — in particular SMEs — may face similar
problems. The link between Al-specific challenges to current liability rules and the
identified internal market barriers was also further clarified.

(b) Problem of lack of trust in Al — reduced uptake

For a majority of respondents the lack of adaptation of the current liability framework to Al may
negatively affect trust in Al (60%, or 135 out of 227, agreed; 25%, or 58 out of 227, disagreed)
and the uptake of Al-enabled products and services (56%, or 126 out of 227, agreement v. 27%, or
60 out of 227, disagreement).

Lack of adaptiation and trust in Al
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NGOs and consumer associations overwhelmingly confirm these problems (89%, or 16 out of
18, expect a lack of trust and 78%, or 14 out of 18, reduced uptake). Similarly, a large majority of
EU citizens consider that the lack of adaptation of the current liability framework may negatively
affect trust in Al (81% or 77 out of 95) and the uptake of Al-enabled products and services (79%
or 74 out of 94). Likewise, the vast majority of research institutions share this opinion. Among
responding national ministries 1 confirmed the problem and 1 denied it. While the majority of
business stakeholders (business associations and individual companies) (58% or 49 out of 85), did
not confirm these particular problems, significant shares of these stakeholders did consider that
current liability rules will lead to lower consumer trust (27% or 23 out of 85) and uptake (25 % or
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21 out of 85), if not adapted. Moreover, amongst those business stakeholders who considered that
Al can make it difficult to claim compensation:

- 64% agreed that the lack of adaptation of the current liability framework to Al may
negatively affect trust in Al, and

- 59% considered that the lack of adaptation of the current liability framework to Al may
negatively affect the uptake of Al-enabled products and services.

=>» These results were taken into account in particular to complement the findings of the
behavioural economics study regarding the link between the perception of liability rules
and consumer trust in Al-enabled products and services (see Annex 4 for details on that
study).

(©) Legal uncertainty

Almost 63% (or 144 out of 227) of respondents agreed (36%, or 81 out of 227, strongly) that there
is uncertainty as to whether and how liability rules under national law apply to damage caused by
Al; only 22% (or 50 out of 227) disagreed (only 5 (11) strongly).
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Consumer associations unanimously confirmed their perception of legal uncertainty, and
responding EU citizens NGOs and research institutions agreed with a very large majority. In
particular, 85% of EU citizens (or 80 out of 94, with only one citizen disagreeing) and 84% of
responding NGOs, consumer organisations and academic/research institutions (or 27 out of 32,
with none disagreeing) agreed that it is uncertain whether and how liability rules under
national law apply to damage caused by Al. Responding national ministries were split. While
about half of businesses stakeholders (52% or 44 out of 85) do not perceive legal uncertainty
specifically with respect to liability for Al, about one third (32% or 27 out of 85) of these
respondents did confirm that problem as well.

This picture is mirrored by the responses to the question whether it is uncertain how national
courts will address possible difficulties of proof and liability gaps in relation to Al. An
overwhelming majority of responding NGOs + consumer organisations (77% or 13 out of 17)
agreement; 0% disagreement) and EU citizens (91% or 84 out of 92, agreement) agreed that the
approach of national judges is uncertain (while some of these respondents did not have an opinion
on this, none disagreed). 2 out of 5 responding national ministries also confirmed the existence of
such uncertainty, while one disagreed. Respondents from the business side were again evenly split
on this: 34% (or 29 out of 85) confirmed the existence of such uncertainty while 43% (36 out of
85) did not.
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Businesses stakeholders in particular were asked to provide feedback on the expected
consequences of a lack of adaptation of the existing liability rules to Al. In this respect:

Substantial shares of businesses stakeholders (although not the overall majority) think
that the lack of adaptation of the current liability rules to Al will entail a number of
negative economic consequences. They expect for instance:
o that this lack of adaptation of liability rules will entail additional costs (e.g. legal
information costs, insurance costs) for companies (27% or 23 out of 85),
o that companies may defer or abandon certain investments in Al technologies if
the current liability framework is not adapted (20% or 17 out of 85) and refrain
from using Al when automating certain processes (21% or 18 out of 85).
Interestingly, when looking specifically at business associations representing primarily
SMEs, opinions are even more balanced. In particular, a slight majority of these
respondents slightly agree with the statements that companies will face additional costs
(e.g. legal information costs, increased insurance costs) (4 agree while 3 disagree), that
insurers will increase risk-premiums due to a lack of predictability of liability
exposures (3 agree and 2 disagree) and that if the liability framework is not adapted there
will be a negative impact on the roll-out of Al technologies in the internal market (3
agree and 2 disagree). They slightly disagree with the statement that if the framework is
not adapted companies may refrain from using Al when automating certain processes
(4 against 3) and that there will be higher prices of Al-enabled products and services (4
against 3).
Most of the few responding individual SMEs expect additional costs, reduced investments
and cross-border business activities, higher prices and insurance premiums as well as a
negative impact on the roll-out of Al as a result of the lack of adaptation of current liability
rules.
When focusing specifically on those business stakeholders who agreed that there is
legal uncertainty regarding the application of national liability rules to damage caused by
Al, strong majorities expect that, if the current liability framework is not adapted:
o companies will, at least to a moderate extent, face additional costs (82%);
o companies may refrain, to a moderate, large or very large extent, from using Al
when automating certain processes (66 %);
o companies may limit their cross-border activities related to the production,
distribution or use of Al-enabled products or services (62%);
o insurers will increase risk premiums, at least to a moderate extent, due to a lack
of predictability of liability exposures (67%).

The results regarding legal uncertainty and its impacts were incorporated into the problem
analysis in this IA. In particular, significant shares (although relative minorities) of
business stakeholders confirmed the perception of legal uncertainty, and amongst those
who did, strong majorities linked the lack of adaptation of existing liability rules to Al to
negative consequences such as additional costs and reduced cross-border activities in Al.
The fact that a clear overall majority of respondents confirmed the existence of legal
uncertainty regarding the application of national liability rules to Al also fed into the
problem definition.

(b)

Legal fragmentation

If Member States adapt liability rules for Al in a divergent way, or national courts follow
diverging interpretations of existing liability rules in the case of damage caused by Al, 75% (or
153 out of 205) of respondents expect that this will entail at least some additional costs for
companies active in Al (e.g. legal information costs, increased insurance costs). 70% (or 146 out
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of 205) also expect legal fragmentation with respect to liability for Al to entail a need to adapt Al
technologies, distribution models and cost management models at least to some extent.

Businesses stakeholders in particular were asked to provide feedback on the expected impacts of
Al-specific legal fragmentation. Amongst these respondents:

A majority (54% or 46 out of 85) expects that legal fragmentation with respect to civil
liability for Al will entail at least some additional costs for companies (e.g. legal
information costs, increased insurance costs). Only 15% (or 13 out of 85) of businesses
would not expect such costs at all.
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A relative majority (46% or 39 out of 85) also expects that legal fragmentation with respect
to liability for Al entails a need to adapt Al technologies, distribution models and cost
management models, while only 18% (or 15 out of 85) disagree. 59% (or 49 out of 83) of
responding businesses stakeholders anticipate that fragmented Al-specific liability rules
would entail at least some (including small) need for technological adaptations when
providing Al-based cross-border services (v. 27% or 22 out of 83 who do not anticipate
such a need for adaptation at all).

50% (or 42 out of 84) expect that insurers will increase premiums due to more
divergent liability exposures (whereas 14% or 12 out of 84 do not).

36% (or 31 out of 85) expect that companies may limit their cross-border activities
related to the production, distribution or use of Al-enabled products or services,
while only 28% (or 24 out of 85) would not.

Similarly, 38% (or 32 out of 85) think that legal fragmentation regarding liability for Al
will lead to higher prices for Al-enabled products and services (while only 24%, or 21
out of 85, disagree).

39% (or 33 out of 85) expect that increased legal fragmentation regarding liability for Al
would have a negative impact on the roll-out of Al technologies, whereas only 29% (or
25 out of 85) dispute this impact.

Responding business associations representing in particular SMEs tend to agree even more
strongly that legal fragmentation would lead to additional costs, reduced investments and cross-
border activities, higher prices and insurance premiums, as well as a negative impact on the roll-
out of Al. For instance, 7 of these respondents agreed that legal fragmentation can entail
additional costs for companies (e.g. legal information costs, increased insurance costs) when
producing, distributing or using Al-enabled products or services, while only 1 of them
disputed this. The same trend was confirmed by the responding individual SMEs.
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=>» The results regarding legal fragmentation and its impacts confirmed the economic analysis
commissioned for this impact assessment (see Annex 4 for details), and were taken into
account in the problem definition in this IA.

3.2. Need for EU action

The public consultation results showed clear overall support for EU action on Al liability. When
asked to rank policy options by order of preference from 1 (most preferred) to 8 (least preferred),
respondents gave by far the lowest average score to the option ‘No EU action’ (baseline).22> There
was particularly strong support for EU action amongst consumer organisations and NGOs, almost
all of which chose ‘No EU action’ as their least preferred option. Likewise, EU citizens clearly
support EU action.22¢

The following chart shows that:
- only 14% of respondents supported No EU Action;
- only 11% expressed a preference for addressing Al-specific issues exclusively by easing
the burden of proof under the PLD;
- 75% of respondents preferred one of the policy options involving harmonised measures to
adapt also national liability rules to Al:

Need for EU action- all stakeholders

m Support for EU measures on Al
liability beyond PLD review

11,2% (Options 2-7)

m Support for addressing Al liability
issues only through PLD review
(Option 1)

Preference for No EU action
(Option 8)

While support for EU action on Al liability was consistently strong across responding EU citizens,
consumer organisations, NGO and research institutes, it was a bit less pronounced amongst
business stakeholders in particular. Nevertheless, as shown by the following graph, while a
preference for ‘No EU Action’ was considerably more widespread amongst these respondents
(32 %), the largest share nevertheless expressed a preference for one of the policy options
involving harmonised measures to adapt also national liability rules to Al:

225 Average score of 5,87 on a scale of 1 (most preferred) to 8 (least preferred), with the second least popular option
having an average score of 4,44, and the best average being 4,03.

226 Only 2 responding citizens chose ‘No EU action’ as their preferred option, and this option scored an average 7,56
on the scale from 1 (most preferred) to 8 (least preferred).
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Need for EU action - businesses' views
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=>» The results of the dedicated public consultation are aligned with the trend indicated

already by the public consultation on the Al White Paper. This confirmation was taken into
account in particular in the context of the proportionality and subsidiarity assessment in
this IA.

3.3. Policy options

(a) Al-specific measures to ease the burden of proof under national civil liability rules

The public consultation showed overall support for targeted EU measures to ease the victim’s
burden of proof under existing national liability rules:

More than two third of respondents (67%) agreed that the defendant (e.g. producer, user,
service provider, operator) should be obliged to disclose necessary technical information
(e.g. log data) to the injured party to enable the latter to prove the conditions of the claim
(v. only 14% who disagreed with this policy option). Consumer associations and
research institutions unanimously supported this option and EU citizens were also
strongly in favour of it. Amongst business stakeholders, a slightly bigger share (33%, or
28 out of 86) agreed with this policy approach than disagreed (31% or 27 out of 86).

In connection with the previous question, 57% of respondents agreed that if the defendant
refuses to disclose relevant information, courts should infer that the conditions to be
proven by that information are fulfilled (v. 33% who disagreed with this). This option
received strong support from responding NGOs + consumer organisations (61% support v.
17% disagreement) and EU citizens (84%, or 77 out of 92) support v. 13%, or 12 out of 92,
disagreement). By contrast, business stakeholders were more sceptical in this regard: close
to two thirds (63% or 54 out of 86) of these respondents were opposed to such a rule.

51% (or 114 out of 225) of respondents consider that if the provider of an Al system
failed to comply with their safety or other legal obligations to prevent harm (e.g.
those proposed under the proposed Al Act), courts should infer that the damage was
caused due to that person’s fault. While all the other stakeholder categories support this
approach, with consumer associations supporting it unanimously, businesses were more
split: 30%, or 26 out of 86, agreed with his option and 41%, or 36 out of 86, disagreed.

The option to apply a similar mechanism (presuming causality in the case of non-
compliance with Al Act) to users of Al systems, received more support from businesses
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(35%, or 30 out of 86, agreed, while 29%, or 25 out of 86, disagreed) and was supported
also by a clear majority of the other stakeholder categories.

- 63 % (or 142 out of 226) of overall respondents consider that if, in a given case, it is
necessary to establish how a complex and/or opaque Al system (i.e. an Al system with
limited transparency and explainability) operates in order to substantiate a claim, the
burden of proof should be shifted from the victim to the defendant in that respect (v.
27% (or 61 out of 226) who disagreed with this option). While about a quarter of business
stakeholders also supported this approach, a clear majority (63% or 54 out of 86) disagreed
with it.

The position papers submitted in the consultation revealed similar trends: representatives of
consumer organisations, citizens and NGOs agree that victims should not bear the burden of proof
and there is a need for an alleviation while opinions vary about how this could be done (for
example some consider that access to information is not helpful as the victim would not be able to
understand and use it). Business organisations and companies usually do not favour a shift of the
burden of proof or state that sufficient alleviations can be granted by courts under the various
national laws. In addition, some of these stakeholders caution against an obligation to make
technical information available to the victim, because of intellectual property considerations.
Academia recognises the difficulties in finding the right balance and is suggesting, for example, to
focus on further defining duties of care or introducing rebuttable presumptions for breaches of
such duties of care.

=>» The overall support for measures to ease the burden of proof showed that the envisaged
options go into the right direction. In particular, responses from business stakeholders
reinforced the Commission’s approach to focus not only on producers but also other
responsible actors in the Al value chain (in particular users of Al systems). The feedback
received during the public consultation also allowed for a fine-tuning of the policy options
covered by this IA. For instance, the intellectual property concerns raised by businesses
stakeholders will be taken into consideration when conceiving provisions on the disclosure
of information to be recorded/logged pursuant to the Al Act. In addition, the results
showed that businesses considered liability-related questions primarily from the
perspective of a potentially liable party, which is in line with the PLD’s approach to
exclude property damage suffered by businesses or economic loss from its scope. However,
the Al-specific issues covered by this IA can affect also businesses suffering Al-induced
harm, in particular SMEs. The explanations in the problem definition and the policy
options have been strengthened to clarify this angle for business stakeholders.

(b) Strict liability and mandatory insurance

EU citizens, NGOs and research institutions were strongly in favour of harmonising strict liability
for operating Al-enabled products and providing Al-enabled services, limited to cases where these
activities pose serious injury risks to the public:

- EU citizens: 54% (or 47 out of 88) agreement with minimum harmonisation of strict
liability; 77% (or 68 out of 88) agreement with full harmonisation;

- NGOs + research institutions: 73% (19 out of 26) agreement with minimum harmonisation
of strict liability; 69% (18 out of 26) agreement with full harmonisation.

They also tended to agree with laying down a harmonised insurance obligation, where it does not
exist yet, covering such a strict liability regime.
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Consumer organisations supported strict liability only in the form of minimum harmonisation,
allowing Member States to maintain broader and/or more far-reaching national strict liability
schemes applicable to other Al-enabled products and services (4 agreed with minimum
harmonisation of strict liability v. 3 that disagreed; 6 disagreed with full harmonisation whereas
none agreed with this approach).

Written contributions submitted by citizens, consumer organisations, NGOs and research
institutions were not very clear on the strict liability option; the ones that supported it did not
provide much input or referred to the need to exempt consumers from strict liability, to take risks
and circumstances of use into account or to allow national law to have in place more favourable
regimes.

The survey results showed that business stakeholders tend to disagree with the harmonisation of
strict liability and mandatory insurance, but their disagreement was stronger as regards a minimum
harmonisation approach to strict liability (70% opposition (59 out of 84) v. 14% support (12 out of
84) than a full harmonisation approach (42% disagreement (35 out of 84) v. 30% agreement (28
out of 84)). In the position papers, business associations and companies almost universally
opposed a harmonisation of strict liability, for various reasons: some consider that Al does not
warrant strict liability in general as not being more dangerous than other technologies, others
consider that it is too soon, as uses of Al that would pose serious risks are not yet here and
harmonising it would deter innovation, while others believe that existing national strict liability
regimes are sufficient. The few representatives of this category that supported strict liability had
done so to the extent it would be clearly limited to a few high-risk cases, if the heads of claims
would be restricted or if clear exceptions would also be harmonised.

=> Stakeholders’ diverging views on the harmonisation of strict liability and mandatory
insurance for Al fed into the design and assessment of the policy options covered by this
IA. The results namely confirmed the importance of achieving a balanced distribution of
risks by following a targeted and strictly proportionate approach, focused only on Al-
systems with the most critical risk profile. In addition, business stakeholders’ reservations
regarding the need for harmonised strict liability rules and the technological scope of such
a regime were aligned with the policy option involving a ‘staged approach’, whereby an
EU initiative would be initially limited to targeted measures easing the burden of proof
under fault-based liability rules, and the need for a harmonised strict liability regime
would be re-assessed at a later stage, when more evidence on possible liability gaps and
the relevant Al-enabled products and services is available.

(c) Types of compensable harm

Stakeholders were asked whether an EU instrument on Al liability should harmonise the types of
harm that give rise to a compensation claim when caused by Al. Here again, views varied widely
between different stakeholder categories.

Amongst EU citizens, consumer associations, NGOs and research institutions there was clear
support for EU rules prescribing the compensability of pure economic loss (e.g. loss of profit),
loss of or damage to data (not covered by the GDPR) and immaterial harm (like pain and
suffering, reputational damage or psychological harm).

By contrast, business stakeholders were mainly opposed to such rules. Their opposition was
strongest regarding the compensability of immaterial harm (63% (or 52 out of 83) disagreement v.
23% (or 19 out of 83) support) and of data loss/damage not resulting in a verifiable economic loss
(75% (or 63 out of 84) opposition v. 12% (or 10 out of 84) support). This picture is confirmed also
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by written contributions submitted by business stakeholders. They namely emphasised the very
diverse approaches under existing national rules and the concern that harmonisation for Al-related
damage would create compares to cases not involving Al.

=>» Stakeholders’ opinions contributed to shaping the preferred policy option as presented in
this 1A. The widespread calls for ensuring the compensation of various types of harm
support the Commission’s holistic approach to look not only at the existing EU instrument
(the PLD) — which covers only damage caused by physical harm or damage to individual
private property. Under existing national civil liability rules, victims can claim
compensation also for other types of harm (including e.g. immaterial harm, damage to
business property, etc.). This is why it is crucial to ensure that victims have the same level
of protection also under those national rules. At the same time, the Commission took into
consideration the concerns raised by (primarily business) stakeholders, who pointed out
that a harmonisation of the types of compensable harm only with respect to cases where Al
causes damage could lead to an internal fragmentation within national legal systems, and
inconsistent outcomes.

=> In light of these results, it was determined that the most coherent and proportionate
approach is to ensure that victims are not less protected under existing national liability
rules when Al causes damage, but abstain from harmonising the types of compensable
harm in an Al-specific instrument

C. Other consultation activities

1. Public consultation launched by the White Paper on Al and the Commission report on
safety and liability

An open 16 weeks web-based public consultation ran from February 19 to June 14, 2020. The
objective of the consultation was to collect views/opinions on the White Paper on Atrtificial
Intelligence - A European Approach to excellence and trust, COM(2020) 65 and on the
Commission Report on the safety and liability implications of Artificial Intelligence, the Internet
of Things and robotics, COM (2020) 64. The public consultation resulted in more than 1200
responses from all categories of stakeholders from across the EU.

63 % of respondents to the open public consultation on the Al White Paper in 2020 were in favour
of adapting national liability rules for all or for specific Al applications to better ensure proper
compensation and a fair allocation of liability. In that context, citizens were particularly supportive
with 72% of respondents calling for some adaptations. While the overall support among
companies was 45%, it was higher among SMEs with 60% of respondents.

=>» These results confirmed the need to examine specifically the need for EU policy measures
on Al liability, which was taken up in the further evidence gathering and impact
assessment activities.

2. Online interactive webinars

Twelve webinars were organised from 8 to 12 June 2020 for a total of 18 hours of interactive
discussions with stakeholders. The webinars had the objective to inform the Commission as part of
the consultation launched by the Al White Paper and to encourage stakeholders to participate in
the public consultation.

211 stakeholders registered and 170 participated. Many stakeholders’ categories were represented:
the majority were from the tech industry, including medical tech companies, producers and
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software developers. Organisations representing consumers were also well represented as well as
academia and legal professions. Interested citizens and non-European stakeholders also
participated. A successful effort in the communication strategy was put in place to make sure that
the most important organisations representing SMEs and start-ups participated in the discussions.

The webinars covered three main topics related to liability: how to define high-risk Al
applications, who should be held strictly liable and possible measures to help victims in case of
fault-based rules.

2.1. Webinar 1: Risk-based approach: How should high-risk and non-high-risk Al applications be
determined?

Stakeholders provided feedback on the risk based-approach presented in the Al White Paper and
on the possible criteria to identify the Al applications with a specific risk profile. Several
stakeholders asked for consistency on what is high risk in the different dimensions presented in the
WP (fundamental rights, safety and liability). However, a slight differentiation could be justified
with respect to strict liability, which should have a narrower scope.

=>» These insights were taken into account when developing the policy options. In particular,
the need for consistency with the other strands of the Commission’s Al policy is reflected
by the fact that the policy options on easing victims’ burden of proof are closely linked
with the Al Act. Moreover, the call for a narrow scope of a possible strict liability regime
was taken into account for designed the strict liability element of Policy Option 2.

A European organisation representing consumers stressed that consumers should be entitled to an
effective redress mechanism and access to justice irrespective of the risk level. Another consumer
organisation stated its preference for a precautionary approach taking into account how new an
application is and how little it is known about the risks it can raise. Interests of minorities should
also be considered.

=>» This feedback was consistent with the Commission’s objective to ensure that, whichever
route to compensation victims of harm caused by Al choose (fault-based, strict or PLD),
they need to enjoy the same level of protection as persons having suffered harm caused by
other technologies.

A number of participants emphasises that a possible liability instrument would need to fit into the
current framework. The need for a mandatory insurance should also be carefully considered. An
organisation representing start-ups added that strict liability for high-risk Al applications could
stifle innovation. The same representative also stated that any legislation put forward needs to be
easy for companies to understand. Compliance is difficult for many start-ups. Other participants
emphasised that any policy measures should be based on empirically established issues to address
real gaps. Some stakeholders representing different interests argued that the level of autonomy
should be considered for the criteria to define Al applications with a particular risk profile. A
greater degree of autonomy leads to a higher risk. Another element to consider is whether the Al
system merely supports the human decision or replaces it. While participants largely agree that the
Al currently on the market is merely assisting human decisions, it was highlighted that some
challenges might arise in those cases where Al is autonomous and continues to develop once it is
put on the market. The Al could for example learn to act outside previously awarded safety
certificates.

=>» This input was taken into account in developing the policy options. In particular, the
measures were designed in a flexible manner to fit seamlessly in MS’ existing liability
frameworks. Moreover, the staged approach was developed to support an empirical and
evidence-based approach to Al liability, in particular when it comes to the more far-
reaching measures such as strict liability and mandatory insurance.
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2.2. Webinar 2: Strict liability of the operator of high-risk Al applications: Who is the operator in
that case?

The majority of the speakers agreed in principle that the liable person could be defined based on
the criterion of control. Some stakeholders representing tech companies mentioned that the
criterion of “economic benefit” should also be considered, particularly in the B2B context. In
addition, it was stated that the person who is closest to the operations would probably be the best
addressee for liability. Some stakeholders were also in favour of joint and several responsibility,
with the possibility to take redress along the supply chain. A number of stakeholders representing
different interests were of the opinion that in the case of strict liability there is a need for
mandatory insurance and caps are important, otherwise it would be difficult for the insurers to
calculate the coverage. Medtech representatives supported caps in the medical industry.
Mandatory insurance should be without prejudice to developers’ claim against the players in the
upstream value chain. Stakeholders representing the automobile industry voiced scepticism
regarding the idea of regulating liability caps at EU level because Member States do not calculate
damage the same way. A lawyers’ association brought the counter-argument that different caps in
different MS could result in forum shopping. Representatives from industry and legal professions
took the view, with some variations, that exceptions/defences are important, namely:

- Force majeure - Several speakers were of the opinion that an exception from liability in
unforeseen circumstances should be applicable

- Contributory damage — most speakers were also in favour of contributory damage (e.g. in
cases where the victim doesn’t carry out a necessary update);

- Cybersecurity attacks/3rd party interference — several speakers were in favour of such an
exception. However, some industry representatives argued against an absolute exception,
but in favour of a defence allowing the liable person to demonstrate that he or she has
complied with cyber standards;

- Open source Al — Some representatives from academia suggested that the liability of the
developer of open source Al should be limited;

- A few stakeholders mentioned the misuse of Al by a user.

By contrast, representatives of consumer interests spoke against any kind of defence, caps,
threshold or other exceptions, because digital goods expose consumers to particular difficulties
when it comes to claiming compensation.

=> All of this feedback was taken into consideration when developing and assessing the policy
options. In particular, participants’ input regarding the detailed elements of a possible
strict liability and mandatory insurance regime fed into the design of policy option 2.
Moreover, the importance of taking into account redress possibilities for liable persons
was reflected in the IA.

2.3. Webinar 3: Burden of proof for Al applications other than those with a specific risk profile:
How can it be made easier for victims of damage caused by such applications to prove their
claim?

Representatives of consumer interests emphasised the crucial importance of the burden of proof
for all Al products, stressing that it is it is almost impossible for the consumer to prove fault and
even harder to prove causality. Consumers should have to prove only the existence of a damage,
because the prevailing information asymmetry between consumers and professionals justifies a
reversal of the burden of proof with respect to all other liability conditions. These arguments were
seconded by some representatives from academia, who stated that the difficulty of proving fault is
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particularly relevant in discrimination cases. An organisation representing businesses, in particular
SMEs, added that a reversal of the burden of proof was necessary not only for consumers but also
for companies that suffer harm.

By contrast, several representatives of the tech and software industry argued against a reversal of
the burden of proof for Al, questioning the need to deviate from the general rules. One of these
discussants stressed that providers of Al-services or products should not be required to prove a
negative fact (i.e. that they did not commit a faulty act). Large software companies argued that a
reversal of the burden of proof was a very sharp tool and represented a significant burden for the
defendant. Therefore, such a tool should only be considered on a case-by-case basis if it is
prohibitively difficult for the victim to prove a claim. Representatives of tech companies
submitted that the claimant should in any case be required to provide at least prima facie evidence
that the defendant did something wrong. Representatives of manufacturing companies stated that
a reversal of the burden of proof should apply only under the condition that it is impossible to
ascertain the facts of the case, for instance in the case of traffic accidents. Legislative
modifications of the burden of proof should be limited in scope based on the risk and the need for
protection.

=>» These diverging views were taken into consideration to develop targeted measures to ease
the burden of proof (only) to the extent necessary to ensure that victims of harm caused by
Al enjoy the same level of protection as persons having suffered harm caused by other
technologies, in strict alignment with the principle of proportionality. For instance, the
policy options do not envisage a general reversal of the burden of proof, which was
criticised as unjustified by a number of stakeholders, but a targeted alleviation only with
respect to the question how or why an Al system arrived at a certain output.

3. Feedback on inception impact assessment

Thirty-four stakeholders submitted feedback throughout the feedback period (30" June 2021 — 28™
July 2021). Many categories were represented. The majority of the stakeholders came from the
tech industry, including medical tech companies and software developers. Several NGOs
submitted feedback, as well as some organisations representing consumers. EU citizens, public
authorities and academic institutions also participated.

=>» Stakeholders from different sectors drew attention to the need for consistency with the
current and up-coming legislation (e.g. PLD and its possible revisions, Al Act). This
feedback was taken into account, firstly, by aligning the timing of the planned review of the
PLD with the proposal on Al Liability to ensure consistency and complementarity. While
the PLD review aims at ensuring the effectiveness of its horizontal and technology neutral
rules for claims against producers based on defects, it has to be combined with the
measures assessed in this 1A to ensure that, whichever route to compensation victims of
harm caused by Al choose (fault-based, strict or PLD), they enjoy the same level of
protection as persons having suffered harm caused by other technologies. Secondly, the
Al-specific measures to ease the burden of proof are closely linked to the Al Act, and the
definitions of the Al Act are taken over to ensure consistency.

Some stakeholders support a minimum harmonisation or an approach based on non-binding
measures.

=> These points were reflected in the further policy development, namely by assessing
possible non-binding measures (e.g. a recommendation) and by designing the envisaged
measures as a minimum harmonisation instrument.
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A number of stakeholders urged for a risk-based approach, stressing that Al applications ought to
be treated according to the specific risk each of them poses.

=>» This feedback was aligned with the Commission’s risk-based approach, which the Al
liability initiative notably implements by referring to the risk-based measures of the Al Act.

In order to provide legal certainty and avoid fragmentation among MS, several stakeholders from
different sectors favour a broader harmonisation of rules concerning extra-contractual liability.
Some industry stakeholders argued that the producer should not be burdened with strict liability
for damage caused by Al, as it would be impossible for him/her to anticipate every conceivable
use of the product or service. This is because Al applications can be employed in unlimited
scenarios and can even be misused or used in ways not specified by or foreseeable for the
producer.

=>» These views confirmed the Commission’s holistic approach looking at all routes to
compensation currently available to ensure that, whichever route victims of harm caused
by Al choose (fault-based, strict or PLD), they enjoy the same level of protection as
persons having suffered harm caused by other technologies. The call to focus not only on
the producer supported in particular the Commission’s approach to look also at the
liability of Al users.

Many stakeholders from NGOs and consumers’ organisations expressed support for an alleviation
of the burden of proof, in order to overcome challenges typical of Al which make it difficult for
the injured parties to get compensation (such as autonomous behaviour, continuous adaptation,
limited predictability and opacity). Another aspect that makes the burden of proof particularly
heavy for the injured parties is their lack of technical information. Within the tech industry, while
some stakeholders are generally in favour of a promotion of the exchange of technical information
throughout the value chain to ensure that Al systems remain predictable, others cautioned that no
obligation to disclose technical information should be imposed, if it infringes the intellectual
property or legitimate confidentiality interests of the producer. An EU citizen expressed support
for the introduction of an obligation to disclose technical information, whereas an NGO argued
that such an obligation, although generally desirable, would not be sufficient to educate consumers
about whether or not the Al system is defective in their case.

Several stakeholders support a reversal of the burden of proof, whereas the majority of industry
representatives opposed it, arguing that it would deter innovation. However, an NGO counter-
argued that such a reversal would incentivise producers to invest more in preventing defects,
which would in turn increase the customers’ willingness to pay higher prices for products that they
reasonably trust to be safe. Finally, some companies caution against a blanket reversal of the
burden of proof, since such a tool should only be applied to very specific cases as a measure of
last resort.

=>» These diverging views were taken into consideration to develop targeted measures to ease
the burden of proof (only) to the extent necessary to ensure that victims of harm caused by
Al enjoy the same level of protection as persons having suffered harm caused by other
technologies, in strict alignment with the principle of proportionality. For instance, the
policy options do not envisage a general reversal of the burden of proof, which was
criticised as unjustified by a number of stakeholders, but a targeted alleviation only with
respect to the question how or why an Al system arrived at a certain output.

Finally, medtech companies maintained that, whenever Al is employed in the healthcare system, it
is only used as a supporting tool, while the final decision rests with the healthcare professional
who should then ultimately be responsible for his/her choices.
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=>» This feedback confirmed the Commission’s analysis according to which the specific
challenges of Al are relevant (only) in situations where autonomous Al systems are
interposed in the causal chain between a human action/omission and the damage. The
envisaged policy options are therefore designed to help victims in such situations rather
than in cases (like med tech) where Al systems only a advise a human decision maker.

4. Surveys and targeted interviews carried out in the framework of two supporting studies
(general economic and behavioural analysis)

Two external studies commissioned to inform this IA contributed to the consultation of
stakeholders:

- aneconomic analysis of Al-specific problems affecting current civil liability rules??’;

- a behavioural economics study investigating the link between liability-related problems
and policy measures and societal trust in / consumer uptake of Al-enabled products and
services?2,

The methodology implemented by these studies is described in more detail in Annex 4. The
following summary is limited to the tasks relevant as part of the consultation activities for this 1A.

4.1. Economic study

- Consultation activities to collect data on the costs and time required to claim
compensation under current liability rules, as a means of approximating victims’
difficulties in claiming compensation due to the specific characteristics of Al: The
study team consulted legal experts in 13 Member States and the UK, with long-standing
experience in civil liability cases related to information and communication technologies
and novel technologies. The legal experts estimated the costs and time required by lawyers
and technical experts in “traditional” cases of damage, as well as in cases involving Al
applications. The data collection was complemented by desk research. The results
confirmed that Al can make it substantially more difficult for victims to claim
compensation (see Annex 4 for more detailed explanations).

- Consultation activities to collect data on the impact of liability-related legal
uncertainty and fragmentation on the roll-out of Al: The study team principally used
two methods to collect data for this task: (i) A survey targeted to European trade
associations and companies with activities linked to Al, and in particular the operation,
production, development of Al systems in relation to the six selected use cases; (ii)
Interviews with trade associations, companies and experts. The interviews were conducted
in a semi-structured manner, with an overall list of questions shared in advance and the
possibility to address also different topics during the interviews. The findings supported
the consultant’s overall conclusion that legal uncertainty and fragmentation regarding civil
liability for Al entail significant internal market barriers

- Consultation activities to assess the impact of preliminary policy options: Here as well,
the study team used a combination of survey and interviews. In order to receive targeted

227 Deloitte, Study to Support the Commission’s Impact Assessment on Liability for Artificial Intelligence, 2021
(‘Economic Study’).

228 Kantar/Behavia/CEPS, Behavioural study on the link between challenges of Artificial Intelligence for Member
States’ civil liability rules and consumer attitudes towards Al-enabled products and services, December 2021
(‘Behavioural Economics Study’).
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data across different relevant stakeholder groups, the survey was designed in three
different versions: (i) for operators of Al-enabled products and providers of Al-enabled
services (including companies that are at the same time manufacturers/developers of Al-
systems); (ii) for the legal experts consulted also on the cost of claiming compensation
under the current liability rules, to ascertain whether the preliminary policy options were
suitable to improve victims’ situation; (iii) for insurance companies. The results supported
the consultant’s conclusion that policy measures to ease the burden of proof, in
combination with a limited harmonised strict liability regime for Al, would significantly
increase legal certainty, prevent fragmentation, and thus have a significant positive effect
on the functioning of the internal market in Al-enabled products and services.

The study team organised and hosted a webinar during the month of October 2020. The
webinar enabled over 40 participants from various industrial sectors to provide views on
the preliminary findings of the study and to debate the major research questions (impact of
legal uncertainty, future legal fragmentation, and preliminary policy options). The webinar
allowed the study team to confirm and adjust the findings and provided useful input to
orientate the subsequent data collection activities.

4.2. Behavioural economics study

In the framework of the behavioural economics study, the consultant sought stakeholder feedback
was through the following activities:

In-depth interviews with consumers, which helped to deepen the understanding of the
behavioural dynamics that link, on the one hand, societal acceptance of Al applications,
consumers’ trust and their willingness to take up Al applications and, on the other hand,
civil liability rules. The insights derived allowed the consultant to fine-tune the design of
the survey and of the survey-based experiment, while also partly complementing their
results. The interviews were carried out individually with 18 consumers from three
countries.

An online survey carried out on representative samples of the adult population from eight
countries (Denmark, Netherlands, Ireland, France, Germany, Italy, Poland, and Romania),
with a sample size of at least 1,000 respondents per country, amounting to a total of 8,079
respondents across the eight countries. The sample for each country was a quota-based
one, with additional demographic weights being computed and appended to the data in
order to correct any potential distortions of the characteristics of the respondents within the
sample from the characteristics of the population from which the sample was extracted.

The results of the behavioural survey and experiments showed that the perception of liability rules
is one of the factors shaping societal trust and consumers’ willingness to take up Al-enabled
products and services (see Annex 4 for a more detailed summary of findings).

5. Workshop with Member States

A workshop with representatives of MS’ governments was organised on 1 February 2022, with a
view to gathering MS’ views and input on the problem definition and policy options before
finalising this 1A. Most MS did not express a clear position yet, but some conveyed preliminary
observations.

Need for EU action: Some MS formulated reservations regarding the need for
harmonisation of liability for Al, considering notably that existing national liability rules
are sufficiently flexible to deal with the specific challenges of Al.
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=>» This feedback was taken into account by re-assessing and strengthening the problem
analysis in this IA. Moreover, the policy options were designed specifically to strike a
delicate balance between, on the one hand, addressing the legal uncertainty and internal
market obstacles linked precisely to the far-reaching flexibility in applying existing
national liability rules, and on the other hand, MS’ legitimate interest in preserving the
consistency of their national private law systems. The Commission’s targeted minimum
harmonisation approach strikes this balance, and the staged approach was designed to
ensure that comprehensive empirical evidence is available before deciding on the more
far-reaching measures (strict liability and mandatory insurance).

- Types of Al to be covered: Several MS favoured a narrow definition of Al, e.g. focused
on highly autonomous and/or opaque Al.

=>» These views are aligned with the Commission approach of addressing only the particular
challenges linked to the specific characteristics of certain types of Al systems (e.g. highly
autonomous functioning and opacity) through targeted measures.

Fault-based liability: A few MS were sceptical about harmonised measures to ease the
burden of proof under fault-based liability rules, or at least encourage a cautious approach.
However, other MS were open to the adaptation of rules on access to information to help
victims make a successful claim as well as the targeted adaptation of the burden of proof.

=>» MS cautious stance vis-a-vis measures adapting national rules on the burden of proof was
taken into consideration when fine-tuning the design of the envisaged measures.

- Some MS expressed the view that the types of damages compensable for harm caused by
Al ought to be determined at national level or that the EU proposal should only cover
economic loss, whereas the rest should be left to national law. Some MS oppose the
harmonisation of rules regarding contractual limitations or exclusions of liability while one
MS would welcome such intervention at EU level.

=>» These opinions correspond to the Commission’s assessment that the types of compensable
harm and the admissibility of contractual limitations/exclusions of liability, not being Al-
specific questions, do not need to be harmonised in an instrument targeting specifically the
challenges linked to the peculiar characteristics of Al.

- Strict liability: One MS deems it advisable to reassess the need for strict liability after the
roll-out of Al-enabled products and services. According to another MS, if strict liability is
considered, then a risk-based approach should be followed, although the definition of high
risk is yet to be determined. Two MS opposed a harmonisation of strict liability in their
responses to the public consultation. Some MS stated at the workshop that the initiative
should not lower the level of protection provided by national law and that B2B, C2C and
B2C relationships ought to be treated equally.

= Member States cautious stance vis-a-vis the harmonisation of strict liability for damage
caused by Al was taken into consideration when designing the policy options covered by
this IA. In particular, the staged approach is aligned with MS’ concern that there might
currently not yet be a sufficiently robust evidence base for introducing far reaching
measures such as strict liability coupled with mandatory insurance.
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- Insurance: MS that provided input are of the opinion that, should strict liability be
introduced, mandatory insurance should also be considered. However, it should first be
evaluated whether the insurance sector offers such coverage on the market. A few
additional points were raised: such obligation ought to be enshrined within the relevant
national legal acts; mandatory insurance might cause an increase of premiums and it
should be technology-neutral to ensure proportionality.

=> These points raised by Member States were taken into account in developing and assessing
the policy options. In particular, the staged approach is designed specifically to ensure
that the concrete market conditions (including available insurance coverage) defining the
products and services potentially subject to strict liability are empirically established
before deciding on the harmonisation of strict liability and mandatory insurance.
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Annex 3: Who is affected and how?

1. PRACTICAL IMPLICATIONS OF THE INITIATIVE

1.1.  Implications for the most relevant stakeholder groups
The preferred option has two elements: targeted alleviations of the burden of proof and a targeted
review mechanism to re-assess the need for more far-reaching measures, including strict liability
and possibly a mandatory insurance for the use of certain Al-technologies. Given that the review
mechanism would not have practical implications for stakeholders, as it might lead only in the
future to changes of the proposed Directive, this analysis will focus on the implications of the
targeted alleviations of the burden of proof.

(a) Impacts on businesses (in particular as potentially liable parties):

The implications for businesses would mainly concern an increased legal certainty and a reduced
fragmentation. It will be easier for companies to estimate liability risks and the related costs.
While under the baseline scenario courts might apply on an ad-hoc basis alleviations of the burden
of proof to remedy what they consider an unequitable result, clear and harmonised alleviations of
the burden of proof will help companies know what to expect in case Al is involved both
domestically and cross-border. Although for what concerns cross-border relations Member States
can impose more stringent measures (for instance strict liability), companies would still benefit
from reduced compliance costs compared to the very fragmented baseline scenario. Such clarity
might also help companies get more appropriately priced liability insurance coverage. The
combined economic gains linked to these impacts have been approximated in terms of increases in
the Al market size. For further explanations on this quantification of indirect economic benefits,
see heading 1.2.(a) below and the cost-benefits table at the end of this Annex.

These benefits outweigh the adjustments costs as the business-as-usual costs under the baseline
scenario related to the uncertainty to assess what liability rule would apply to Al and what burden-
of-proof rule a court would apply in a concrete case are higher. These benefits also outweigh the
redistribution effects linked to the alleviations of the burden of proof: an improved liability regime
would allow shifting the costs of the damage born by the victim to the wrongdoer. However, this
shift cannot be considered as an undesirable impact or undue burden. Firstly, it is in line with one
of the fundamental justice-related purposes of liability law, i.e. to ensure that a person who harms
another person in an illegal way will compensate the harm caused to the victim. Secondly, it is in
line with the Commission policy objective to ensure that victims of damage caused with the
involvement of Al systems have the same level of protection as victims of damage caused by other
technologies. Finally, it also achieves a more efficient cost-allocation, i.e. to the person having
caused the damage/best placed to prevent damage from occurring, instead of being borne by the
victim.

(b) Impacts on victims of damage caused by Al (natural persons and businesses)

The targeted alleviations of the burden of proof would allow victims of damage caused by Al to
have the same level of protection as victims of damage caused by other technologies. This means
that it would be prevented that victims of Al induced damage would be left without compensation.
Instead, the economic cost for compensating the harm occurred would be allocated to the person
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who is indeed responsible for causing the damage. In addition, victims’ costs linked to the burden
of proof would be reduced, including the costs of expert analysis, by ensuring access to relevant
information and alleviating the victim’s burden of establishing how or why an Al-system arrived
at a certain output.

(c) Consumers

The practical benefits for businesses would also have impacts on consumers because of the faster
rollout of Al-technologies. In particular, consumers will benefit from faster and more personalised
services, innovative and performant products as well as advances in the fields of health, safety,
security, mobility, sustainability, circular economy, media, etc.

(d) Insurance companies

Targeted harmonisation and adaptation of the rules on the burden of proof may lead to a slight
increase in the take-up of insurance policies by liable parties due to increased legal certainty and
reduced fragmentation. These aspects increase awareness of liability risks and create more
favourable conditions to offer insurance policies.

1.2. Broader economic and societal implications
(a) Implications for the European economy

The targeted and harmonised alleviations of the burden of proof would contribute to an efficient
cost allocation. By increasing legal certainly and reducing fragmentation, the harmonised rules
would incentivise the rollout of Al and consumer trust. Its combined impacts are expected to have
a positive effect on cross-border trade in Al-enabled products and services and the development of
the European Al-sector as a whole.??® The economic study commissioned for this impact
assessment estimated that a combination of alleviations of the burden of proof and measures to
harmonise strict liability for certain Al-enabled products and services would increase the cross-
border trade in the Al-enabled goods and services falling under the six use-cases analysed in depth
for that study by about 5 %. While the preferred option does not include all of the assumptions
made for that estimation (the need for strict liability would be assessed at a later stage), it is
nevertheless relevant because the decisive drivers of the expected economic benefits — increased
legal certainty, reduced fragmentation and increased consumer trust — are likely to materialise also
under targeted and harmonised alleviations of the burden of proof. Under the same assumptions,
the expected increase in cross-border trade could translate to an increase by EUR 150 million of
the production value of cross-border trade in those products and services alone.?®® While these
figures give some conservative indication of the direction of economic impacts, they do not
provide an estimate of their overall magnitude. As they do not take into account trade in products
and services within individual MS and only refer to the six specific use-cases, the overall
economic impact is likely to be significantly larger, because the overall affected market size is

229 Economic Study, p. 196 and 197.
20 |hid., pp. 196-198.
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much larger: the preferred policy option is estimated to generate an overall increase in the Al
market size by ca. EUR 500 min (low estimated value) to EUR 1.1 bin (high estimated value)?3Z.

(b) Environmental impacts

On a general level, it is expected that Al-solutions can generate efficiencies and contribute to the
innovation of environmentally friendly technologies. By contributing to an increased roll-out of
Al-enabled products and services, the preferred policy option might hence yield certain indirect
environmental benefits. However, it is acknowledged that there is no sufficient basis for assessing
such effects even approximatively, because they are too far removed from the envisaged
adaptations of liability rules.

(c) Impacts relating to the UN sustainable development goals

By incentivising the development and rollout of Al, the preferred option would support several
targets?®? across all the Sustainable Development Goals (SDGs). The Covid pandemic has already
showed the potential of Al to contribute to Goal 3 on good health and well-being, as it can
contribute to finding effective vaccines, detecting diseases via pattern recognition using medical
imagery, calculating probabilities of infection, or providing emergency response with robots
replacing humans for high-exposure tasks in hospitals®3. Al can also be an enabler by supporting
the provision of food, health, water and energy services to the population. It can also support low-
carbon system by supporting the creation of circular economies and smart cities that efficiently
use their resources?34. Looking at SDGs related to the environment, especially Goal 13 on climate
action, there is evidence that Al can support the understanding of climate change and the
modelling of its possible impacts. For instance, Al techniques can help to identify desertification
trends over large areas, information that is relevant for environmental planning, decision-making
and management to avoid further desertification, or help reverse trends by identifying the major
drivers?3,

Since the present initiative aims specifically to minimise the risks related with the use of Al
systems as regards access to justice, it is expected to contribute to Goal 16, target 16.3, that seeks to
promote the role of law at national and international levels and, especially, to ‘ensure equal access
to justice for all’. In particular, this initiative addresses the potential risk of non-effective remedies
for victims of harm caused by Al-enabled products and services by helping them meet their burden
of proof on the difficult-to-prove requirements where Al is concerned, namely fault, defect and
causality. The preferred policy option is expected to contribute to the rollout of Al and thus to
achieving the related SDGs and targets. It would also impact positively on them by contributing to
the enforcement of the Al Act, because effective legislation on transparency, accountability and
fundamental rights is essential to direct AI’s potential towards the highest benefit for individuals,
society and the environment, as well as towards achieving the SDGs. The policy option also

231 See the overview of benefits below, p. 32.

232 Vinuesa, R. et al., ‘The role of artificial intelligence in achieving the Sustainable Development Goals’, Nature
communications 11(1), 2020, pp. 1-10.

233 OECD, Using artificial intelligence to help combat COVID-19, 2020.

234 |bid., p.2.

23 |bid., p. 4.
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contributes to raising awareness of the risks and SDGs trade-offs associated with possible failures
of Al systems.

As regards indirect environmental impacts, all policy options are expected to contribute, albeit to a
non-quantifiable extent, to the uptake of Al applications that are beneficial for the environment.
For instance, Al systems used in process optimisation make processes less wasteful (e.g. by
reducing the amount of fertilizers and pesticides needed, decreasing the water consumption at
equal output, etc.). Al systems supporting improved vehicle automation and traffic management
contribute to the shift towards cooperative, connected and automated mobility, which in turn can
support more efficient and multi-modal transport, lowering energy use and related emissions.
However, it is probable that unintended effects may occur. For instance, an increase in traffic may
be anticipated that could partly offset the lower energy use and emissions achieved through more
efficient and multi-modal transport.

2. SUMMARY OF COSTS AND BENEFITS

The costs and benefits of the preferred policy option are summarised in the following tables.

I. Overview of Benefits (total for all provisions) — Preferred Option

Description Amount Comments
Direct benefits
Reduced Al induced No quantified estimates available.?*® The Citizens and businesses as potential victims
compensation gap targeted alleviations of the burden of proof are

expected to effectively ensure that victims of
damage caused with the involvement of Al
enjoy the same level of protection as persons
having suffered harm caused by other
technologies.

Reduced costs For citizens and businesses as potential victims,
the alleviations of the burden of proof are
expected to reduce litigation and enforcement
costs linked to meeting the burden of proof
under current liability rules by ca. EUR 2 000
per case in which those alleviations apply.?’
This estimate should not be misconstrued as a Citizens and businesses as potential victims
quantification of the Al-specific difficulty of
meeting the burden of proof, because it does not
take into account the cases in which liability
claims would not pursued in the first place based
on current liability rules, because the victim
either cannot identify the liable party or

236 Due to the future-oriented nature of this initiative, aimed at creating the right conditions for the rollout of Al-
enabled products and services, the technologies to which this initiative would apply are in most cases not yet on the
market. There is hence no statistical data available on damage caused by such products and services, nor on the
success rate of liability claims brought on the basis of current liability rules. The qualitative assessment of the
expected compensation gaps (under the current liability rules = baseline scenario) and the extent to which the policy
options would address those gaps are based on expert analysis, stakeholder feedback and desk research on the tools
used in national and EU law to overcome information asymmetries and difficulties of proof.

237 This quantification is based on estimated costs of technical expertise to be advanced by victims to claim
compensation under current liability rules. In the framework of the supporting economic study (Deloitte), these costs
were estimated, on the one hand, for cases where Al systems are involved in causing damage, and on the other hand,
for cases not involving Al. The difference between these estimates was used to approximate the cost of meeting the
burden of proof due to the specific characteristics of certain Al systems. On that basis, assumptions were made
regarding the effect each policy options would have on this cost factor. For detailed explanations regarding the
methodology and assumptions made, see Annex 10, A.2.1.3.(d) and B.1.1.(b).
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considers the prospect of a successful claim
insufficient to justify legal action. The preferred
policy option will help victims also in the latter
cases, by overcoming the compensation gaps
induced by the specific characteristics of Al.
This benefit is reflected in the previous row
(‘reduced Al induced compensation gaps’).

The burden of proof will be distributed more
efficiently overall, as potentially liable parties
must by definition be capable of influencing, to
some extent, the operation of Al-systems. They
are therefore typically in a position to discharge
more easily the burden of proof, with respect to
how or why such systems arrived at a certain
harmful output. This has a cost-cutting effect on
overall litigation costs.

Indirect benefits

Increased Al market value
in the EU, due to reduced
costs and increased
revenues achieved through
increased legal certainty,
reduced legal fragmentation
and increased consumer
uptake

From ca. EUR 500 min (low estimated value) to
ca. EUR 1.1 bin (high estimated value)?®

Businesses active in Al

Safer Al systems

Citizens and businesses as potential victims

Administrative cost savings related to the ‘one in,

one out’ approach*

(direct/indirect) n/a
I1. Overview of costs — Preferred option
Citizens/Consumers Businesses Administrations
One-off Recurrent One-off Recurrent One-off |Recur
rent
Targeted | Direct EUR 5.35min (based

238 These values are obtained by multiplying the estimated shares of the Al market affected by legal uncertainty and
fragmentation regarding civil liability in 2025 under the baseline scenario (low and high scenarios assumed by the
economic study supporting this 1A) with the estimated impact of the preferred option (+5%). This percentage was
determined conservatively, taking into account the estimated impact generated by a combination of measures to ease
the burden of proof with a harmonisation of strict liability limited to certain Al applications (cf. Economic Study,
pp. 195 et seq.). In the supporting study, policy options including these elements were estimated to increase the
production value of the affected cross-border trade by 5-7 %, for the six use-cases analysed specifically by that study
(Al-enabled autonomous vehicles, autonomous drones/delivery robots, Al-enabled road traffic management systems,
Al-enabled warehouse robot, Al-enabled medical-diagnosis services, Al-enabled automated lawnmowers/vacuum
cleaners). In order to quantify the overall economic benefits generated by the preferred option (not limited to the six
use-cases), a conservative extrapolation of this estimate was applied to the relevant market shares of all sectors
affected by legal uncertainty and fragmentation, taking into account that the preferred PO does not include the strict
liability element assumed for the supporting study with respect to a small number of specific Al application.

The Joint Research Centre (JRC) has provided complementary micro-economic quantification of the impacts of the
preferred policy option, based on the use-case example of robotic vacuum cleaners. This analysis reaches the
conclusion that the envisaged measures to ease the victim’s burden of proof would generate an increase in consumer
welfare of EUR 11.5-19.12mln and in total welfare of EUR 30.11-53.74mln for this product category in the EU-27.
See Annex 11 for the JRC report with detailed explanations and results.
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and adjustme on the lower estimate

harmonis | nt costs of the Al market

ed size) to

alleviatio EUR 16.1min (based
n of the on the higher

burden of estimate of the Al
proof market size)?* This

estimate represents
the possible increase,
due to the preferred
policy option, of the
overall amount of
general liability
insurance premiums
paid annually in the
EU. This cost factor
is likely to be mostly
relevant for
businesses as
potentially liable
parties rather than for
natural persons. This
is because the Al-
specific liability gaps
addressed by the
preferred policy
option are more
likely to affect the
liability exposure of
actors with an active
influence on the
functioning of the
relevant Al systems.

Direct

administr| The preferred policy option does not involve administrative obligations that would entail direct

ative administrative costs.

costs
n/a Between ca.
In particular, the EUR 200 and ca.
preferred policy EUR 1600 to be
option is not expected advanced by

Direct to entail additional businesses as

enforcem litigation costs for potentially liable

ent costs private persons (as party, per case in
potentially liable which the measures
parties).?*® These to alleviate the
stakeholders are burden of proof
likely to defend apply.2#

239 See footnotes 25 and 26.

240 Ag explained in the main part of the IA, only the targeted alleviation of the burden of proof regarding the ‘inner
workings’ of an Al system could apply vis-a-vis citizens as potentially liable parties. The other measures forming part
of the preferred policy option (presumption of causality in the case of non-compliance with relevant requirements of
the Al Act/ harmonised rules on the disclosure of information on Al systems to be documented/logged pursuant to the
Al Act) are designed to apply only to addressees of obligations under the Al Act, that is to say businesses.

241 This quantified estimate is based on reasoned assumptions regarding the extent to which the liable parties might
have to advance the costs of technical expertise that would otherwise be borne by victims under the baseline scenario.
This extent would vary widely in practice, as it depends on the liable party’s knowledge and information on the Al
system. Moreover, it is important to underline that this cost increase would apply only in cases where national courts
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themselves against
liability claims using
the same type of
arguments and
evidence as under the
existing burden of
proof rules. For
example, they might
seek to avoid liability
by demonstrating that
they acted diligently
and in accordance
with the instructions
of use accompanying
an Al-enabled
product. Contrary to
potentially liable
businesses, which
may have special
knowledge and be
subject to certain
requirements
regarding the
functioning and
‘inner workings’ of
an Al system (in
particular under the
Al Act), private
persons would not
have to base their
defence on an
analysis of the
functioning of such a
system. The
envisaged alleviation
of victims’ burden of
proof regarding the
‘inner workings’ of
Al systems is
therefore not
expected to prompt
potentially liable
private persons to
commission technical
expertise.

Indirect | The preferred policy option would not entail costs incurred in related markets or experienced by

costs stakeholders that are not directly targeted by the initiative. In particular, as the initiative is expected to
generate net cost savings for businesses active in Al (see benefits), it is not expected to lead to increased
consumer prices.

Costs related to the ‘one in, one out’ approach

consider it necessary to establish how or why an Al system arrived at a certain output. As it is not possible to estimate
in how many instances this might be the case, the costs are estimated only per individual case in which the targeted
alleviation of the burden of proof would apply. The estimate also takes into account that for businesses falling under
the Al Act, the preferred PO can trigger, aside from the targeted alleviation of the burden of proof, the disclosure
(subject to appropriate confidentiality safeguards) of information on the relevant Al system as well as a presumption
of causality in the case of non-compliance with the Al Act. For details regarding the methodology and assumptions
underpinning these estimates, see Annex 10, A.2.1.3.(d) and B.2.1.(g).
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Direct |n/a n/a n/a EUR 5.35min to
adjustmer EUR 16.1min per
costs year
Indirect |n/a n/a n/a n/a
adjustmer

Total costs
Administy n/a n/a n/a n/a
ative
costs (for
offsetting
)

3. RELEVANT SUSTAINABLE DEVELOPMENT GOALS
I11. Overview of relevant Sustainable Development Goals — Preferred Option(s)
Relevant SDG Expected progress towards the Goal Comments

SDG no. 3 — healthy lives and
well being

Reduce mortality rate caused by existing or
future diseases by supporting doctors in early
detection of symptoms (including through
telemedicine), finding appropriate cures
(including vaccines) and supporting hospitals in
case of tasks dangerous for humans or shortage
of staff.

Citizens as potential victims

SDG no. 9 — foster innovation

Promote the development and rollout of
innovative Al enabled products and services, in
particular safe Al solutions.

Citizens and businesses active in Al

SDG no. 13 — climate action

Help strengthen resilience and adaptive capacity tg
climate-related hazards and natural disasters in all
countries, since Al systems can be used to
improve environmental prediction, as well as
optimising operations.

Citizens and businesses as potential victims

SDG no. 16 — access to justice
for all

Ensure effective access to the evidence necessary
to build a case in court for victims of harm
caused by Al-enabled products and services, in
order for them to enjoy the same chances of a
successful claim as victims of harm caused by
other technologies.

Citizens and businesses as potential victims
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Annex 4

Analytical methods and key findings of supporting studies /
Explanations on how the European Parliament’s legislative own-
initiative resolution on a civil liability regime for Al was taken into
account

This Annex presents the analytical techniques applied in the framework of the studies supporting
this IA and explains how the European Parliament’s legislative own-initiative resolution on a civil
liability regime for Al (2020/2014(INL) was taken into account. Detailed explanations on the
methodology and criteria used for the comparison of policy options (multi-criteria analysis), as
well as the results of that comparison, are presented separately in Annex 10. That Annex contains
also detailed explanations, in the context of the efficiency assessment, on the available quantified
estimates, and the assumptions and methodology underlying the quantification approaches. In
order to avoid duplication, reference is made to the parallel 1A on the PLD review for a
presentation of the analytical methods used by the study supporting that IA.

1. Legal comparative analysis

Building on the report on from the Expert Group on Liability and New Technologies (New
Technologies Formation)?42, the challenges posed by the specific characteristics of Al with regard
to various national legal systems was further investigated by legal experts using the method of
comparative legal analysis.?*

1.1. European tort laws

Based on input provided by experts covering representative legal systems, the comparative legal
analysis of European tort laws focused on key Al-related issues, such as:

- the standard of proof;
- the burden of proving fault and causality, respectively;
- causal uncertainty and procedural alleviations of the burden of proof available in national
legal systems;
- the varieties of strict liability in Europe.
The comparative problem analysis was illustrated based on relevant use-cases, namely
autonomous vehicles, autonomous lawnmowers and combine harvesters, and autonomous drones.

Regarding the application of European tort laws to damage caused by Al, the study came to the
following key conclusions?#4:

242 |jability for artificial intelligence and other emerging digital technologies, November 2019,
https://op.europa.eu/en/publication-detail/-/publication/1c5e30be-1197-11ea-8c1f-01aa75ed71al/language-en

243 Karner/Koch/Geistfeld, Comparative Law Study on Civil Liability for Artificial Intelligence, 2021,
https://op.europa.eu/en/publication-detail/-/publication/8a32ccc3-0f83-11ec-9151-01aa75ed71al/language-en

244 Cf. Comparative Law Study, Executive Summary.
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It is to be feared that at least some victims will not be indemnified at all or at least remain
undercompensated if harmed by the operation of Al technology. The outcome of such
cases in the Member States will often not be the same due to peculiar features of these
legal systems that may play a decisive role especially in cases involving Al.

Identifying the cause of damage and convincing the court of its impact on the turn of
events is challenging if it is an Al system that is suspected to have at least contributed to
causing harm to the victim. This is due to the very nature of Al systems and their peculiar
features such as complexity, opacity, limited predictability, and openness. ldentifying
harmful conduct will be the more difficult the more independent the behaviour of the Al
system is designed, or — figuratively speaking — the more black the box is. After all, while
human conduct is literally visible and can be witnessed, identifying the processes within an
Al system and persuading the court thereof seems much more challenging, even if the
defendant’s conduct relating to the Al system can be traced back with convincing
evidence.

Those charged with the burden of proof can sometimes benefit from certain alleviations,
for example if the courts are satisfied with prima facie evidence. It is hard to foresee
whether and to what extent this will also be available in cases of harm caused by Al
systems. At least initially, it would be difficult to apply, considering that this requires as a
starting point a firmly established body of experience about a typical sequence of events,
which at first will be missing for novel technologies.

1.2. US law

Having regard to the pre-eminent position of the US in the field of Al technologies, information
on the legal regimes in the US on Al was added, focusing on federal law and the laws of relevant
states. The analysis yielded the following key insights, showing that problems similar to the ones
addressed by the Al liability proposal arise under US tort law, and measures to address those
problems are being contemplated also by US regulators:

In the US, a patchwork of federal and state laws expressly address various issues involving
artificial intelligence (Al). Federal legislators and regulators have paid the most attention
to autonomous vehicles. In Congress, there has been considerable bipartisan support for
federal legislation that would create a comprehensive framework for regulating
autonomous vehicles. This legislation, however, has stalled because of the pandemic and
the 2020 presidential election.

In addition to bodily injury or property damage, Al can cause other types of harms
governed by existing US laws. In some cases, for example, plaintiffs have alleged that the
defendant trained the Al with datasets that violate federal or state privacy laws. Other cases
involve algorithms that allegedly violate anti-discrimination laws or those governing fair
trade practices.

In the absence of federal law that resolves an issue of liability or insurance, state law will
govern these issues. As of June 2020, seven states have adopted statutes that expressly
regulate the use of Al. For example, two states have adopted statutes permitting
optometrists to use Al in eye assessments. They must maintain liability insurance in an
amount adequate to cover claims made by individuals examined, diagnosed, or treated with
the Al.
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- The state governments’ primary emphasis with respect to the safety performance of Al has
involved autonomous vehicles. As of June 1, 2020, thirty-five states and the District of
Columbia have enacted statutes expressly regulating autonomous vehicles. Three states
have adopted statutes that directly address liability in the event of a crash, and one of them
(Tennessee) has comprehensively addressed the liability and insurance questions.

- In the absence of either federal or state statutes that dictate otherwise, state tort law will
govern cases in which Al technologies cause injury. In general, someone who has been
physically harmed by Al will have four potential tort claims:

o If the operator negligently deployed the Al, then the victim can recover based on
proof of fault, causation, and damages.

o If the Al determines the physical performance of a product, the victim can re-cover
from the manufacturer under strict products liability by proving that the product
contained a defect that caused the injury. Alternatively, if the Al only provides a
service that was otherwise reasonably used by the operator, then the victim must
prove that the Al performed in an unreasonably dangerous manner because of
negligence by the manufacturer or other suppliers of the Al.

o The owner can be subject to negligence liability for negligent entrustment of the Al
to the party who negligently caused the victim’s injury, or under limited conditions,
the owner can be vicariously liable for the user’s negligence.

o Finally, the victim can recover from the operator and potentially the owner under
the rule of strict liability that would apply only if the Al technology is abnormally
dangerous despite the exercise of reasonable care.

- Plaintiffs in all states bear the burden of proving negligence, which will be hard to do in
many cases of Al-caused injury. There might be uncertainty about how Al should be
reasonably used before customary practices have been established.

1.3. Methodological constraints

Given budgetary and time constraints, the comparative law study could not provide a
comprehensive overview of all existing tort law regimes with regard to Al, but focused on selected
problem constellations that serve to highlight key aspects of civil liability. The report was
therefore limited to a core outline of the key features of applicable liability rules that distinguish
the tort laws of Europe. The findings are based on illustrative examples from selected European
legal systems representing different legal families, with a starting point in Germanic jurisdictions
due to the authors’ background.

Furthermore, the comparative analysis was of a descriptive nature, explaining the diversity of tort
laws in the EU as evidenced in particular by cases involving Al systems, and neither attempted to
demonstrate potential solutions to overcome such differences nor made policy recommendations.

In order to complement the comparative law study, and take into account as complete information
as possible on the existing legal landscape, other sources were used to inform this 1A. For
example, the ‘Comparative study on national rules concerning non-contractual liability, including
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with regard to Al’ which accompanied the European Added Value Assessment on a Civil liability
regime for Al?*> was taken into consideration.

2. Behavioural analysis

2.1. Scope and objectives

The link between the identified legal challenges of claiming compensation under existing national
liability rules and societal/consumer trust in Al-enabled products and services was researched by
an external consultant, based on the methods of behavioural analysis.?4¢ The study examined the
following two dimensions:

As regards the societal acceptance of Al-enabled products and services, the study assessed
the current level of acceptance of Al applications, the factors shaping it, as well as the
awareness of potential challenges in obtaining compensation for damage caused by these
applications and its effect on societal acceptance.

With respect to consumers’ trust and willingness to take up Al-enabled products and
services, the study generated insights on the potential impact of targeted adaptations of the
liability regime on consumers’ trust and consumers’ willingness to take up such products
and services, and on the causal mechanisms underlying this impact.

2.2. Methodology

The study followed a mixed-method approach, consisting of the following components:

Desk research and review of literature, through which the consultant took stock of the most
up-to-date policy studies and empirical research on the topics of liability, consumer
behaviour, and attitudes towards technology and Al.

In-depth interviews with consumers, which helped to deepen the understanding of the
behavioural dynamics that link, on the one hand, societal acceptance of Al applications,
consumers’ trust and their willingness to take up Al applications and, on the other hand,
civil liability rules. The insights derived allowed the consultant to fine-tune the design of
the survey and of the survey-based experiment, while also partly complementing their
results. The interviews were carried out individually with 18 consumers from three
countries.

An online survey carried out on representative samples of the adult population from eight
countries (Denmark, Netherlands, Ireland, France, Germany, Italy, Poland, and Romania),
with a sample size of at least 1,000 respondents per country, amounting to a total of 8,079
respondents across the eight countries. The sample for each country was a quota-based
one, with additional demographic weights being computed and appended to the data in
order to correct any potential distortions of the characteristics of the respondents within the
sample from the characteristics of the population from which the sample was extracted.

25 EPRS, Civil liability regime for artificial intelligence, September 2020, Author: Tatjana Evas,
https://www.europarl.europa.eu/RegData/etudes/STUD/2020/654178/EPRS_STU(2020)654178 EN.pdf

246 Behavioural Economics Study, op. cit.
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- A survey-based online experiment, through which, following a between and within subject
design, the consultant tested the effect of alternative liability regimes on consumer
behaviour towards Al applications. The experiment design was built around three Al
applications (autonomous lawnmower, grocery-carrying robot and a smart irrigation
system). These Al applications were selected based on their relevance in terms of
consumer use and acceptance. According to dedicated market research, these types of
applications have already been rolled out or are likely to be on the market in five years
from now.

- In order for the behavioural experiment to cover the full range of situations in which
liability can play a role for consumers, separate scenarios were envisaged covering liability
for ‘damage suffered by the owner of ab Al application’ or ‘damage suffered by a third
party’. Within each of these scenarios, three alternative liability regimes were posited,
including one (fault-based liability with the burden of proof on the injured party) that
generally corresponds to most Member States’ existing fault-based liability rules.?*’

- For the online experiment, the participants comprised in the sample were randomly
allocated, within the sample for each country, to one of the three groups defined by the Al
applications of reference. Within each of the three groups, they were further randomly
allocated to one of two groups, as defined by the two scenarios encompassing either
damage to the owner of the Al application or to a third party.

- The participants were shown a visual image of the Al application of reference and were
asked to respond to a series of question within that context. After having answered the
questions, they were asked to read a mock-up article presenting an accident caused by the
Al application of reference. After having read the article, the treatments comprising the
alternative liability regimes consisted of a series of mock-up newspaper interviews with a
legal expert providing explanations on the assumed liability regime and likelihood of
compensation. Each participant was required to read three such interviews in a random
order and was asked after each one to answer a series of questions through which we
measured the effect of the exposure to the information contained in the interview.

2.3. Key findings?4®

The behavioural analysis has yielded the following key insights:

- Liability regimes that place the burden of proof on the injured party contribute to lower
levels of societal acceptance, consumer trust and willingness to take up A-enabled products
and services. Regulatory alternatives addressing the expected lack of effectiveness of
national liability rules are likely to have a positive impact on these indicators. The study
has also shown that other factors such as the perceived level of safety/risk of accidents
associated with Al-enabled products and services also play a significant role in shaping
consumer trust.

- The expected likelihood of receiving compensation if Al-enabled products or services
cause damage is one of the factors shaping the level of consumer trust in such products and

247 The study focused on national liability rules and regulatory alternatives for adapting these rules. Accordingly, none
of the posited liability regimes corresponded to the PLD. In particular, strict liability as posited for the purposes of this
study does not require a defect and was not linked specifically to the producer.

248 Cf. Behavioural Economics Study, op. cit, Executive Summary.
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services: if consumers expect that they are less likely to get compensation for damage
compared to traditional devices, levels of trust are lower. For most consumers, a low level
of trust is linked, amongst others, to the same Al characteristics that are also expected to
make it more difficult to claim compensation for damage, namely

o the ability to function without human intervention or supervision and

o the opacity of certain types of Al applications.

- When asked to specify the reasons for their lack of trust in Al applications, consumers
identified the following as the strongest reasons:

o the difficulty to determine who is responsible in the case of damage caused by Al
applications,

o the perceived low likelihood of compensation in case of such damage, and

o the perception of Al as ‘black boxes’.

- The behavioural experiment also showed that, overall, liability regimes that increase the
likelihood of compensation and shift the liability to a party other than the consumer (for
instance a provider), lead to more positive attitudes towards Al-enabled products and
services. Willingness to buy is lower under the assumption that the consumer claiming
compensation for own-damage has the difficult burden of proving fault, as it is the case
under most Member States’ tort laws. Willingness to buy increases if damage suffered by
consumers caused by their own Al application is covered by the strict liability of another
party (which could be the party that produced, designed, monitored or updated the Al
application remotely) or if the burden of proving the other party’s fault is adapted in the
consumers’ favour.

- When provided with information about the likelihood that a third party harmed by an Al
application will get compensation, consumers’ willingness to buy is higher if their own
liability exposure is low because it is either difficult for the injured third party to meet the
burden of proof or that party has easy access to compensation from another liable party.
Consumers’ willingness to buy is higher under the latter scenario, which indicates that they
also take into account the interests of the injured third party. Consumers’ willingness to use
an Al application — for instance when it is made available as a service or for rent — follows
the same pattern as in the case of their willingness to buy.

2.4. Methodological constraints

Due to the general methodological limitations relating to the design of consumer surveys and
behavioural experiments (in particular the need to avoid over-complexity), the specificities of
certain sectors (such as Al in education or healthcare), could not be reflected in the behavioural
analysis. Some sectors may be partly characterised by different consumer concerns than the
sectors represented by the Al applications used as examples.

Moreover, the behavioural analysis did not investigate specifically the effect of safety legislation
on consumer trust, in line with this IA’s focus on issues related to liability rules. However, the
study did analyse the perceived risk of accidents associated with Al applications as a possible
factor shaping consumer trust, and acknowledged the complementary nature of safety and liability
rules, namely in light of the recent Commission initiatives designed to ensure the effectiveness of
safety rules in the face of Al-specific challenges (Al Act, Machinery Products Regulation).
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3. Economic analysis

3.1. Objectives

An additional study was commissioned to provide economic analysis of the following aspects?4°:

the market for Al applications capable of causing damage;

an assessment of whether and to what extent, under the current liability framework, victims
of damage caused by Al applications would be in a comparatively more difficult situation
than victims of damage caused by non-Al devices when trying to obtain compensation for
their loss;

an assessment of whether the challenges raised by Al for the national civil liability
frameworks are likely to slow down the uptake of Al in the EU. In particular, the study
investigates the impact of:

o legal uncertainty: whether and to what extent businesses are uncertain about the
application of current liability rules to their operations with Al, and whether the
impact of legal uncertainty can hamper investments in Al;

o future legal fragmentation: if Member States individually adjust their — already
fragmented — liability laws to the challenges posed by Al, whether this would
reduce the effectiveness of the internal market for Al applications and services.

an assessment of whether and to what extent harmonising certain aspects of national civil
liability via EU legislation would reduce these problems and facilitate the overall uptake of
Al technology by EU companies.

3.2. Analytical methodology

(a) Risk-based approach and use cases

Similar to the approach set out in the White Paper on Al and the accompanying Report on Safety
and Liability Implications, the economic study addressed the research questions with a risk-based
approach to Al applications. This means that, in order to identify relevant industry stakeholders
and subsequently assess the impact of policy options, the study team selected a number of relevant
Al-enabled products and services and categorised them as follows based on their respective risk

profile:

Risk profile Type of use case Product/service Type of damage

(specific/ (traditional / Al-based /

other) loT-based)

Motor vehicles

specific Al-based Al-enabled autonomous vehicles Injury or death; damage to property (e.g.
other vehicles, pedestrians, static objects
such as infrastructure)

Drones/autonomous delivery robots
specific Al-based Autonomous drones/delivery robots | Injury (in rarer cases death); damage to

249 Deloitte, Study to Support the Commission’s Impact Assessment on Liability for Artificial Intelligence, 2021
(‘economic study’).
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property (e.g. objects on the ground)

Road traffic management systems

specific Al-based Al- and loT-enabled road traffic Injury or death; damage to property (e.g. road
management system vehicles involved in accidents)

Al-enabled manufacturing appliances

other Al-based Al-enabled warehouse robots Injury or death; damage to property (e.g. goods
being processed in a facility)

Medical devices

other Al-based Al-enabled Medical diagnosis services| Injury, illness, or death
Lawnmowers
other Al-based Automated lawnmowers/vacuum Minor or serious injury; damage to property
cleaners (e.g. property standing in gardens)

The selected use cases represent examples intended to make the analysis more concrete and
facilitate stakeholder input. They were the main reference for the data collection and analysis.
However, the identified Al-specific problems concerning liability rules, as well as the
Commission’s policy options on Al liability, are not limited to these use-cases. Therefore, both the
impacts of legal uncertainty and fragmentation under the baseline scenario and the impacts of the
preliminary policy options were also analysed on a broader basis, taking into account all relevant
sectors of the economy. The use case based approach and the broader economic analysis
complement one another to inform the overall findings.

(b) Data collection and analysis

- Market data collection: The study team reviewed market research reports and analyses on the
current and expected economic significance of Al applications in the EU space. This data
collection allowed the study team to identify market trends and to estimate the development of the
market until 2030. The study team ensured the use of comparable sources that applied the same
methodology to calculate market value for the different use cases. For the analysis of the structure
of the EU market for Al, the study team relied on recognised databases consolidating data on
companies manufacturing and/or operating Al applications in the EU.

- Collection of data on the costs and time required to claim compensation under current
liability rules, as a means of approximating victims’ difficulties in claiming compensation
due to the specific characteristics of Al: The study team consulted legal experts in 13 Member
States and the UK with long-standing experience in civil liability cases related to information and
communication technologies and novel technologies. The legal experts estimated the costs and
time required by lawyers and technical experts in “traditional” cases of damage, as well as in cases
involving Al applications. The data collection was complemented by desk research.

- Data collection on the impact of liability-related legal uncertainty and fragmentation on the
roll-out of Al: The study team principally used two methods to collect data for this task: (i) A
survey targeted to European trade associations and companies with activities linked to Al, and in
particular the operation, production, development of Al systems in relation to the six selected use
cases; (ii) Interviews with trade associations, companies and experts. The interviews were
conducted in a semi-structured manner, with an overall list of questions shared in advance and the
possibility to address also different topics during the interviews.
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- Data collection on the impact of preliminary policy options: Here as well, the study team used
a combination of survey and interviews. In order to receive targeted data across different relevant
stakeholder groups, the survey was designed in three different versions: (i) for operators of Al-
enabled products and providers of Al-enabled services (including companies that are at the same
time manufacturers/developers of Al-systems); (ii) for the legal experts consulted also on the cost
of claiming compensation under the current liability rules, to ascertain whether the preliminary
policy options were suitable to improve victims’ situation; (iii) for insurance companies.

The analysis of the data collected relied on traditional triangulation techniques in all tasks of the
study. For the market analysis, data collected from databases and market research reports was
aggregated to the extent necessary to provide a sound representation of market trends until 2030.
The study team organised and hosted a webinar during the month of October 2020. The webinar
enabled over 40 participants from various industrial sectors to provide views on the preliminary
findings of the study and to debate the major research questions (impact of legal uncertainty,
future legal fragmentation, and preliminary policy options). The webinar allowed the study team
to confirm and adjust the findings and provided useful input to orientate the subsequent data
collection activities.

(c) Methodology to assess the challenges of Al for victims of damage, based on the costs of
claiming compensation

As a basis for gathering cost estimates as well as input on specific challenges associated with
claiming compensation for damage caused by Al, the study team presented the respondents with
hypothetical liability scenarios. Those scenarios involve, in a first step, the causation of damage by
‘traditional’ technologies (that is to say, technologies without autonomous Al-enabled functions)
fo