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Updating liability rules for defective products 
Impact assessment (SWD(2022)316, SWD(2022)317 (summary)) accompanying a European Commission 
proposal for a directive of the European Parliament and of the Council on liability for defective products 

(COM(2022) 495) 

This briefing provides an initial analysis of the strengths and weaknesses of the European 
Commission's impact assessment (IA) accompanying the above-mentioned proposal, submitted on 
28 September 2022 and referred to the Parliament's Committee on Legal Affairs (JURI). In line with 
the EU's efforts to undertake the twin digital and green transitions, the initiative aims to revise the 
current Product Liability Directive (PLD) of 1985 (amended once in 1999), which sets out rules to 
identify strictly liable entities if defective products cause physical injury, death or damage to 
consumer property (strict liability is also known as no-fault liability, i.e. irrespective of fault). The PLD 
offers consumers an alternative to national fault-based liability schemes by providing a 
complementary, harmonised no-fault regime covering all products from the entire manufacturing 
sector. Victims must show that the harmful product was defective and prove a link to the damage 
suffered to receive compensation (which is less challenging to prove than the wrongdoer's fault; IA, 
p. 6). Based on a 2018 evaluation,1 this initiative adapts and updates the PLD, in particular by 
expanding its scope to explicitly cover products from the digital sector, refurbished/remanufactured 
products and products purchased directly from third countries, in addition to reducing the obstacles 
victims currently face to secure compensation. 

Problem definition 
The IA begins by highlighting two main problems emerging from the PLD's 2018 evaluation. It 
identifies three drivers for each problem and draws clearly their consequences for businesses, 
consumers, the internal market and the environment (IA, pp. 10-11). 

The first problem identified is that under the current PLD certain products, producers and 
personal damage escape no-fault liability. According to the IA, this is due to the PLD's unclear 
applicability to i) digital products (and their respective damage) and ii) 
remanufactured/refurbished products, 2 in addition to the fact that iii) the PLD does not identify 
strictly liable entities for products purchased by consumers directly from third countries (for 
instance, from online marketplaces; IA, pp. 18-19). The IA argues that this allows certain economic 
operators (such as software producers and non-EU producers) to escape no-fault liability, which 
lowers businesses' incentives to offer safe products and brings about unfair competition, both 
between EU-based businesses and with third-country players, since producers are not all held 
equally liable. Furthermore, the IA argues that legal uncertainty surrounding liability rules for digital 
and remanufactured/refurbished products also makes it difficult for businesses to assess their 
liability exposure and get appropriate insurance, which could make them less willing to market 
innovative digital/circular products. Importantly, consumers are denied compensation for harm 
caused by products purchased directly from a third country and face difficulty in getting 
compensation for damage to digital property (for example, data loss from a faulty hard drive;) or for 
mental suffering caused by digital defaults (for instance, due to privacy infringements caused by a 
faulty camera monitoring device; IA, pp. 16-17, 32).  

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD%3A2022%3A316%3AFIN&qid=1664472841049
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2022%3A495%3AFIN&qid=1664465004344
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A31985L0374
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD:2018:157:FIN
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD:2018:157:FIN
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The second problem relates to the obstacles consumers face in getting compensation. 
According to the IA, under the current PLD, producers have an unfair advantage over consumers in 
court (IA, p. 27). The IA sees the following drivers causing this problem: i) The increasing 
complexity of digital technologies make it difficult and costly for victims to bear the burden 
of proof (that is, to illustrate the causal link between product defectiveness and damage caused). 
The current PLD does not provide for information disclosure obligations for companies in court, nor 
measures for easing the burden of proof for victims in complex cases; as a result, national courts' 
judicial discretion undermines legal predictability and leads to unequal consumer protection across 
the EU, both of which negatively affect the functioning of the internal market. In addition, ii) the 
PLD's liability periods constrain victims' possibilities to get compensation, particularly in the 
case of latent injury 3 (victims must initiate legal proceedings within 3 years of damage and 
producers' liability is limited to 10 years after a product is put in circulation). Finally, iii) the current 
minimum threshold of €500 for compensable damage limits claims (and thereby the 
effectiveness of consumer property protection). The IA cites stakeholder feedback according to 
which the threshold also creates unequal consumer protection, as more damage goes 
uncompensated in Member States where goods prices are lower and, moreover, national judiciaries 
interpret this threshold differently (for example, some Member States compensate the total amount 
of damage if the claim exceeds €500, whereas others reduce awarded damage by €500; IA, p. 23). 

The IA describes several pieces of EU legislation that interplay with no-fault liability and have already 
been modernised to address new safety risks, noting that the current PLD does not coherently 
mirror this and consequently fails to provide a 'safety net' when harm caused by defective products 
occurs (however, the IA does not present this as a self-standing problem; IA, pp. 7-9, 24). This 
legislation includes the General Product Safety Directive, the Cybersecurity Act, actions under the 
circular economy action plan and other sectoral and horizontal legislation. The PLD's interplay with 
other liability regimes and existing and ongoing EU initiatives is explained in Annex 7. In addition, 
the IA refers to the proposed AI civil liability regime, which was developed in parallel with this 
initiative to harmonise national (fault-based) liability rules for high-risk or highly opaque AI-enabled 
systems, products and services, whereas the PLD's revision seeks to ensure that risks caused by all 
AI-enabled products are addressed by no-fault liability rules (IA, pp. 8-9, 56-57).4 According to the 
IA, the PLD's deterrent effect strengthens the other EU product safety frameworks (strict liability 
encourages producers to offer safe products). 

Overall, the problem definition is clear and well substantiated, in particular by the above-mentioned 
evaluation, an extensive external support study and stakeholder feedback, which compensate for 
the considerable lack of data that is openly acknowledged by the IA (this concerns, for instance, data 
on property damage or harm caused by defective products and data on the number of proceedings 
settled out of court; IA, pp. 29-30, 80-81). The IA stresses that the current PLD will become 
increasingly inapt to compensate victims for harm caused by modern defective products given the 
expected growth of the digital sector, the circular economy and the increasing trend of purchasing 
directly from third-country sellers, all of which are expected to amplify the above problems (IA, 
pp. 23-24). To illustrate the scope of the problems, the IA indicates the market size of the industries 
covered by the PLD (€2 250 billion of gross value added in 2019, IA, p. 82). It notes that the annual 
market of remanufactured medical devices alone is estimated to be about €600 million, and that in 
2017 there were reportedly 150 000 private consignments per day from China to individual 
consumers in the EU (IA, pp. 17-19). To further illustrate the scope of the problems, the IA also 
provides estimates of the annual EU 27 PLD-related judicial proceedings both out of court (between 
1 255 and 3 165) and in court (209-452), together with the associated legal costs, expected financial 
size of compensation paid to victims and the liability insurance premiums of economic operators 
(this information, however, is not provided in the problem definition but in the description of the 
baseline scenario under the screening of the options; IA, pp. 29-30). 

https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32001L0095
https://eur-lex.europa.eu/eli/reg/2019/881/oj
https://environment.ec.europa.eu/strategy/circular-economy-action-plan_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2022%3A496%3AFIN&qid=1664465004344
https://op.europa.eu/en/publication-detail/-/publication/48434784-3ed8-11ed-92ed-01aa75ed71a1/language-en/format-PDF/source-268822678
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Subsidiarity / proportionality 
The IA suggests maintaining the same legal basis as the current PLD (Article 114 of the Treaty on the 
Functioning of the EU; IA p. 25). Based on the evaluation, it sees the 'uncontested' added value of a 
harmonised no-fault liability framework in the reinforcement of EU product safety rules and in the 
contribution to the free movement of goods, to consumer protection and to a level playing field for 
all market operators in the internal market (IA, pp. 12, 25-26).5 Moreover, a uniform set of liability 
rules for digital and circular products is expected to ensure better legal certainty across the Member 
States. The IA only briefly addresses proportionality in the comparative assessment of policy options 
(see below; IA, pp. 55-56), but otherwise the principle is not specifically assessed. The Subsidiarity 
Grid highlights that the preferred options do not affect national civil liability codes and that options 
were discarded if deemed disproportionate (see below). The subsidiarity deadline for national 
parliaments was 12 December 2022 (no reasoned opinion was received by this deadline). 

Objectives of the initiative 
The IA identifies two general and five specific objectives. The first general objective is to continue 
ensuring the functioning of the internal market, the free movement of goods and the undistorted 
competition between market operators; the second is to continue ensuring a high level of 
protection of consumers' health and property. 

Specific objectives to address problem 1 are:  

 to ensure liability rules reflect the nature and risks of products in the digital age; 

 to ensure liability rules reflect the nature of products in the circular economy; 

 to ensure there is always an EU-based liable person for products bought from non-EU 
producers. 

To address problem 2, the specific objectives include: 

 easing the burden of proof in the case of complex products and clarifying liability for 
undiscoverable defects, while ensuring a fair balance between producers and consumers; 

 easing restrictions on the making of claims, while ensuring a fair balance between producers 
and consumers. 

The general objectives are coherent with the IA's main problems, while the specific objectives 
address each problem driver. Although the IA does not set out operational objectives (defining 
deliverables of specific policy actions, as foreseen by the Better Regulation Guidelines (BRG)), it 
provides in Annex 9 groups of indicators for the preferred options, which indirectly indicate more 
specific deliverables. However, they remain rather general and do not include all of the objectives. 
Therefore, not all of the S.M.A.R.T criteria of the BRG (according to which objectives should be 
specific, measureable, achievable, relevant and time-bound) have been met. Finally, in line with the 
BRG, the IA explains how the preferred options contribute to the achievement of Sustainable 
Development Goal (SDG) 3 (healthy lives and wellbeing), SDG 9 (fostering innovation) and SDG 12 
(responsible consumption and production) (IA, p. 5). It also outlines the objectives' consistency with 
wider EU policy goals, such as the European Climate Law, the Commission's pharmaceutical strategy 
and the sustainable products initiative (from the circular economy action plan). 

Range of options considered 
The IA describes a well-developed, dynamic baseline scenario (no EU action/PLD revision), 
assuming that all of the above-mentioned relevant rules governing liability and product safety 
legislation, as well as the Digital Services Act, will be implemented, as a result of which overall 
liability charges will be reduced (IA, p. 29). The IA notes this reduction is 'not directly quantifiable', 
which is why it takes the expected implications into consideration by 'making conservative 
assumptions about the lower range' of expected liability claims (IA, p. 30). 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=SWD:2022:315:FIN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=SWD:2022:315:FIN
https://ipex.eu/IPEXL-WEB/document/COM-2022-495
https://commission.europa.eu/law/law-making-process/planning-and-proposing-law/better-regulation/better-regulation-guidelines-and-toolbox_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32021R1119
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12567-Sustainable-products-initiative_en
https://environment.ec.europa.eu/strategy/circular-economy-action-plan_en
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=COM:2020:825:FIN
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Aside from the baseline, the IA screens three policy options to address the first three specific 
objectives and two policy options to achieve the latter two specific objectives. The options, which 
are cumulative and build on the current PLD, are laid out in the table below (the IA's preferred 
options are in bold, see the section on assessments for the justification; IA, pp. 31-34). 

Data source: Compiled by the authors based on the IA. 

The IA transparently justifies the discarding of several other options based on stakeholder views (IA, 
pp. 34-36). These include issuing guidance on the PLD's applicability to the digital and circular 
economy (65 % of business stakeholders preferred this option over a legislative change); IA p. 34); 
repealing the PLD; converting the PLD into a regulation (suggested by the Parliament resolution on 

Table 1 – Options assessed in the IA 

Specific objectives Option 1a  Option 1b  Option 1c 

(1) Ensure liability rules 
reflect the nature and risks of 
products in the digital age 

Manufacturers are liable for  
damage caused by software  
and digital services 
necessary for digital 
products to operate. 
Medically diagnose d 
psychological damage is 
compensable. 

In addition to option 1a, 
'safety-relevant' software  
that influences the  
operation of a tangible  
product becomes a 
product in its own right.  
Producers of software and  
the overall product are  
therefore held jointly and  
severally liable; the later-
defect defence can 
however be used to 
exclude tangible product 
manufacturers from 
liability. Material loss due  
to digital property damage  
is also compensable. 

In addition to option 1b, all 
software products with 
fundamental rights 
implications (not just safety-
relevant types) are deemed 
products in their own right 
(for instance, discriminatory 
recruitment software). All 
material and non-material  
damage can be 
compensated. 

(2) Ensure liability rules 
reflect the nature of 
products in the circular 
economy  

Refurbishers and 
remanufacturers become  
jointly and severally liable as 
producers. 

Same as Option 1a Same as Option 1a 

(3) Ensure there is always an 
EU-based liable person for  
defective products bought  
from outside of the EU 

Authorised representatives 
of third-country producers 
are liable in the absence of 
an EU-based importer. 

In addition to option 1a, 
fulfilment service  
providers are liable if there  
is no EU authorise d  
representative. 

Same as Option 1b 

 Option 2a Option 2b 

(4) Ease the burden of proof 
for complex products, clarify 
liability for undiscoverable  
defects 

Rules on easing the burden of proof for 
victims and on producers' information 
disclosure obligations are harmonised .  
The development risk defence1 applies 
from the moment a producer last 
modifies a product (i.e. considers  
software updates, not only date of 
manufacturing).  

The burden of proof is reversed, meaning 
that the producer needs to prove that the 
product was not defective and did not cause  
harm. 

(5) Ease restrictions on 
making claims 

The €500 threshold for damage is 
removed and the 10-year timeframe for 
compensation is extended to 15 years 
(but only for latent injury). 

The development risk defence and the €500 
threshold for damage are cancelled, the 10-
year limit for liability is extended to 15 years 
for all injury and the 3-year period to initiate 
legal proceedings is extended to 5 years. 

https://www.europarl.europa.eu/doceo/document/TA-9-2020-0276_EN.html
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a civil liability regime for artificial intelligence); providing sector-specific rules for easing the burden 
of proof; lowering the €500 threshold; extending the 10-year liability period to 20 years. 

The retained options are presented in a concise and clear way; the content of foreseen measures 
under each option is explained in a satisfactory manner. However, the range of options appears 
somewhat limited by their cumulative nature and by the fact that the minimum requirements of the 
BRG (at least two policy alternatives to the baseline) seem only barely respected: in particular, there 
is only one option for adapting the PLD to circular products (options 1a, 1b and 1c are identical), 
while there are two options for including third-country products (options 1b and 1c are identical) 
and three options for digital products (1a, 1b and 1c address digital products and risks differently). 
Moreover, it is unclear why damage caused by fundamental rights infringements is included in 
option 1c only (IA, p. 33). The IA could similarly have justified why the development risk defence has 
been removed and the 3-year limit has been extended to 5 years in option 2b, but not 2a. 

Assessment of impacts 
In line with the BRG, the IA assesses and benchmarks each option against the baseline scenario in 
terms of their economic, social and environmental impacts. The qualitative assessment is combined 
with a partially quantified analysis of the main measurable costs and benefits for the affected 
stakeholder groups. 

The IA assesses the options' impacts on economic operators, SMEs, the internal market, the 
judicial system (in terms of legal costs/court cases), consumers and the environment (IA, 
pp. 36-52). It provides large ranges for the estimated increased product liability insurance costs 
for businesses and increased legal costs that consumers and producers/liable entities would incur 
in the event of a product liability claim, whether in court or out of court. Producers of electronic 
devices and software, remanufacturers and refurbishers, authorised representatives and fulfilment 
service providers are expected to be increasingly exposed to liability, owing to the inclusion of more 
products and liable entities under options 1a, 1b and 1c (IA, pp. 37, 41, 44). Under all three options, 
a higher number of claims is expected due to the broader application of no-fault liability and to new 
rules easing the burden of proof for victims/information disclosure obligations in court (options 2a 
and 2b). Notably, in its cost analysis the IA does not take into account direct compensation (pay-
outs) by uninsured businesses to victims, arguing that most producers have product liability 
insurance (80 % in the entire manufacturing sector, according to the 2018 evaluation; IA, p. 88) and 
that adding direct compensation to liability insurance costs would therefore lead to double 
counting (IA, pp. 36-37, 88). This exclusion of costs for the 20 % of uninsured businesses from the 
analysis seems questionable (see below). In terms of impacts on the internal market, the IA explains 
that non-EU producers' strict liability under the PLD should improve the safety of online products 
imported directly by force of deterrence (IA, p. 39). Yet, the IA acknowledges that non-EU producers 
might raise prices or decide not to offer products on the EU market, since they are expected to cover 
the costs of authorised representatives and fulfilment service providers' heightened product liability 
insurance (IA, p. 39, 43). Based on the support study, the IA estimates that non-EU producers would 
see a 15 % increase in service contract costs with authorised representatives and a 5 % increase with 
fulfilment service providers as a result of the preferred options (IA, p. 38, 43). 

The IA assesses social impacts in terms of the expected increased pay-outs to consumers of 
compensation for harm, death or damage to personal property caused by defective products, 
which is considered the main benefit of the options (IA, p. 36). Furthermore, the IA anticipates 
positive impacts on fundamental rights (namely preferred option 1b's expected contribution to 
protecting human dignity and personal data and option 2a's strengthening of the right to effective 
remedy, IA, pp. 46, 49). Contrary to the BRG, the IA does not mention the principles of 'digital by 
default' and 'do no significant harm'; the latter is, however, indirectly addressed by the assessment 
of environmental impacts and the options' conformity with the European Climate Law. The IA 
explains options 1a, 1b and 1c's positive environmental impact by anticipating that clearer liability 
rules would promote circular business models, product sustainability and waste reduction. It 
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assumes that 'benefits to the circular sector and the knock-on benefits for the environment will 
outweigh the small increase in annual liability insurance premiums associated with no-fault liability' 
for refurbishers/remanufactures (IA, p. 41). While the IA does not list any environmental impacts for 
option 2a, it says that option 2b 'potentially facilitates the development of safer complex products 
that are less likely to malfunction, and therefore to be replaced', according to the IA (IA, p. 52). 

The IA compares the options' overall effectiveness, efficiency and coherence in line with the rest 
of its analysis and identifies options 1b and 2a as the preferred options. Their expected total 
benefits compared to the baseline include a non-quantifiable improved protection of injured 
persons (in terms of 'well-being' and insurance) and an annual increase in the compensation to 
victims by €0.34-65.67 million (insurance companies' increased pay-out costs are assumed to be 
offset by their extra revenue generated by businesses' insurance premiums, although the IA does 
not back this with evidence, IA, p. 56). The IA estimates the total annual costs at 
€18.70- 37.40 million for businesses (increase in insurance) and €1.53-3.77 million (increase 
in legal expenses); 60 % of the total annual costs are expected to be borne by producers (due to 
the lessened burden of proof and the reduced restrictions on making claims) and 40 % by victims.6 

The IA does not directly assess the options' proportionality but explains that option 2a is preferred 
to option 2b, as removing the development risk defence would, in combination with reversing the 
burden of proof, hamper innovation by overburdening producers with insurance and legal costs, 
a concern that is noted repeatedly (IA, pp 50, 53). The IA does not discuss whether the insurance 
market will have time to adapt and develop innovative insurance products for newly covered 
products and market segments; the European Parliament raises this same concern in its 2020 
resolution on a civil liability regime for artificial intelligence (European Parliament resolution, p. 20). 

SMEs / Competitiveness 

The IA considers the effects of options 1a, 1b and 1c but not options 2a and 2b, on SMEs. Citing the 
2018 evaluation, it acknowledges that SMEs are twice more likely to not have liability insurance than 
medium and large enterprises, exposing uninsured SMEs to higher compensation pay-outs in the 
case of a successful claim (31 % of SMEs according to the IA, pp. 38-39). The IA also notes that SMEs 
are disproportionately impacted by higher insurance costs owing to less favourable insurance 
conditions and reduced capacity for cost absorption (IA, p. 39). However, since the IA does not 
include direct costs of compensation (i.e. pay-outs not covered by insurance) in its estimations, this 
effect is not quantified or further substantiated (see above). Moreover, the admittedly limited 
feedback from SMEs (IA, p. 63) appears to have contributed to the SME test's limited substantial 
additional input (Annex 10). The IA's justification that 'the views of SMEs expressed in the course of 
consultation activities did not particularly diverge from the overall views of business respondents' 
does not seem satisfactory (IA, p. 39). In the same vein, the claim that specific mitigating measures 
for SMEs would be inappropriate ('proper compensation for persons injured by defective products 
cannot be made dependent on the size of the liable company'; IA, p. 105) could have been explored 
in more depth. For instance, the analysis would have benefitted from an estimation of the number 
of SMEs that would become newly liable under the preferred options. Altogether, impacts on SMEs 
thus appear to be insufficiently assessed and potentially underestimated – including in the SME test, 
added to the IA apparently (only) after the RSB opinion. Additionally, the IA's expectation that SMEs 
would particularly benefit from the clarification of liability rules under options 1a, 1b and 1c could 
have been backed by more ample evidence. 

Simplification and other regulatory implications 

Besides noting that the PLD evaluation (conducted as part of the Commission's REFIT programme) 
concluded that there was no scope for simplification, the IA does not anticipate any administrative 
costs for businesses or consumers and thus considers the 'one in, one out' approach not applicable 
(IA, p. 57). As mentioned above, the IA explains the preferred options' coherence and compatibility 
with other liability regimes and existing/ongoing EU initiatives, including the AI initiative 
(IA, pp. 7-9, 55-7). 

https://www.europarl.europa.eu/doceo/document/TA-9-2020-0276_EN.html
https://ec.europa.eu/info/business-economy-euro/doing-business-eu/contract-rules/digital-contracts/liability-rules-artificial-intelligence_en
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Monitoring and evaluation 
The IA briefly sets out the plans for evaluation and monitoring: a Commission expert group is to be 
set up with stakeholders, and Member States are to oversee implementation, issue an 
implementation report after 3 years and conduct an evaluation after 5 years (IA, pp. 57-58).7Annex 
9 lists a total of 14 indicators to monitor the impacts of the preferred options in relation to the five 
specific (and the first general) objectives. The indicators appear relevant, but monitoring details 
remain vague and seem difficult to collect, as the IA concedes they are based 'on reported cases of 
use of the PLD and perception of affected stakeholders' rather than hard data (e.g. 'perceived 
increase in legal certainty', 'ability of consumers'; IA, pp. 57-58, Annex 9). 

Stakeholder consultation 
The IA consistently and systematically refers to different stakeholder groups' views, from the 
problem definition to the policy options and their assessment. Annex 2 reports on the Commission's 
consultation activities. One of them was an open public consultation that was held over the 
mandatory 12-week period between 18 October 2021 and 10 January 2022, and received a total of 
291 answers from EU citizens, business and industry associations, and NGOs. Other consultation 
activities included a targeted online consultation (from 30 July 2021 to 8 November 2021), two 
stakeholder workshops and one workshop with Member States (the public consultation for the 
white paper on artificial intelligence of 2020 was also used). The IA is transparent about limitations 
in stakeholder feedback, particularly with respect to fulfilment service providers ('unable to 
interview any fulfilment service providers, despite repeated attempts') and SMEs, which reportedly 
did not respond to the targeted consultation for the SME test (IA, pp. 42, 75, 104). Overall, the IA's 
preferred options received the greatest support from stakeholders, including from industry, who 
voiced strong opposition to over-burdening producers by reversing the burden of proof (IA, p. 54). 

Supporting data and analytical methods used 
The IA relies on broad internal and external expertise, including the 2018 evaluation of the PLD, an 
extensive support study and relevant data gathered from various stakeholder consultations. The IA 
data sources are referenced and were publically accessible at the time of the IA's publication. Yet, 
some confusion has been caused by the fact that the IA repeatedly refers to sections within it that 
do not exist (they are in fact from the support study; IA, pp. 17, 43, 46, 94). Notably, the IA's support 
study provides detailed information on a variety of relevant topics (for instance, on the nature and 
size of the affected manufacturing sectors and on SMEs in specific sectors) that could have been 
used more in the IA. The IA conducts a qualitative analysis with partial cost-benefit quantifications. 
It is fully transparent about methodological assumptions and admits data gaps that limit the cost-
benefit analysis for both the baseline scenario and the different policy options: uncertainties are 
notably due to the lack of a common EU injury database with meaningful information on harm 
caused by defective products and damages to property, a lack of data regarding future trends in 
market size and structure for all product groups under the PLD (including the number of affected 
economic operators), and missing data on how ongoing revisions of safety regulations might reduce 
liability claims and the impact of the PLD's deterrent effect (IA, pp. 42, 80-81, Annex 1.4 and Annex 
4). The IA explains that exact monetisation is not feasible and presents large ranges of the 
magnitude of potential impacts instead (IA, p. 36, 53, 81). To check the robustness of its estimates, 
the IA could have applied a sensitivity analysis, especially given that estimates on the number of 
PLD-related court cases are extrapolated from the databases of five Member States,8 only two of 
which (the Netherlands and Spain) are considered sufficiently comprehensive by the IA (IA, p. 82). 

Follow-up to the opinion of the Commission Regulatory Scrutiny Board 
The Regulatory Scrutiny Board (RSB) issued a positive opinion with reservations on the draft IA on 
18 April 2022. Annex 1 of the IA lists how the RSB's comments were addressed in the final IA. RSB 
concerns related to the IA's baseline and the justifications for discarding several policy options, to 

https://commission.europa.eu/publications/white-paper-artificial-intelligence-european-approach-excellence-and-trust_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=SWD:2018:157:FIN
https://op.europa.eu/en/publication-detail/-/publication/48434784-3ed8-11ed-92ed-01aa75ed71a1/language-en/format-PDF/source-268822678
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2022)343&from=EN
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impacts on SMEs, to transparency on data limitations and uncertainties and to the validation of 
analytical assumptions. While the IA addresses most of these points, some of the criticism remains 
valid, as noted in this briefing (e.g. regarding implications for SMEs or the absence of a sensitivity 
analysis to ensure the robustness of the IA's estimations given the significant data gaps). 

Coherence between the Commission's legislative proposal and IA 
The proposal appears to be in line with the preferred policy options identified by the IA. 

Based on a 2018 (REFIT) evaluation, the IA defines the main problems, the objectives and the policy 
options to address them with a clear intervention logic. It is based on solid internal and external 
expertise and various consultations to compensate for a considerable (and acknowledged) lack of 
data. While it is transparent about methods, uncertainties and limitations, additional quantification 
and/or substantiation would have been useful in some areas, namely when it comes to potential 
impacts on SMEs. Overall, despite providing a limited range of options, the IA presents a satisfactory 
assessment of the options' expected economic, social and environmental impacts, by providing 
wide ranges of their potential magnitude rather than exact monetised impacts. It also explains the 
coherence of the preferred options with other existing and ongoing legislation in the area of liability 
and product safety. 

ENDNOTES
1  For further information, please see the EPRS implementation appraisal on the PLD (October 2022). 
2  Refurbishment consists of the redistribution of products previously returned to the manufacturer/vendor. 

Remanufacturing consists of the redistribution of 'substantially modified' products (see the Commission's Blue Guide 
on the implementation of product rules, pp. 15-17). 

3  Latent injury refers to harm that existed but did not become apparent in the first 10 years (e.g. adverse effects caused 
by a pharmaceutical that only become evident after many years; IA, p. 33). 

4  See IA pp. 9, 29 and the IA on adapting civil liability rules to AI. 
5  The IA notes that the PLD's added value is difficult to quantify, partly because the national liability regimes are 

simultaneously available to victims (IA, p. 12). 
6  Annex 3 and IA support study; the IA's main body mistakenly reports the costs/benefits of policy option 1b only (p. 56). 
7  The proposal provides for 6 years (including the transposition period), then every 5 years. 
8  Austria, France, Germany, the Netherlands and Spain. 

 

 

This briefing, prepared for the Legal Affairs (JURI) committee, analyses whether the principal criteria laid down in the 
Commission's own Better Regulation Guidelines, as well as additional factors identified by the Parliament in its Impact  
Assessment Handbook, appear to be met by the IA. It does not attempt to deal with the substance of the proposal. 
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