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Foreword 

 

Product safety sits at the core of every transaction in which an SME places a good on the EU 

market. Whether an enterprise manufactures products in-house, imports them from third 

countries, or distributes goods produced by others, it bears direct legal responsibility for 

ensuring that the items reaching consumers do not present risks to health or safety. For SMEs, 

compliance is not simply a regulatory obligation; it is a business imperative. Failures can result 

in product recalls, market withdrawals, administrative penalties, civil liability claims, and 

significant reputational damage. For a small or medium-sized enterprise operating on tight 

margins, even a single significant enforcement action can threaten operational continuity and 

carry financial and reputational consequences. 

Product safety and compliance rules apply to products placed or made available on the EU 

market, whether they are manufactured in the EU or imported from outside the EU.  The rules 

are designed to place responsibility across the product value chain, including on manufacturers, 

importers, distributors, fulfilment service providers and, where relevant, providers of online 

marketplaces.1 Non-compliant products being placed or made available on the EU market is an 

increasing problem and remains a core focus for reform. In 2025, the EU’s Safety Gate system 

recorded a record 4,671 alerts concerning dangerous non-food products.2  At the same time, e-

commerce imports continue to rise dramatically, with billions of low-value goods entering the 

Union each year.3 Enforcement authorities face an increasingly difficult task in monitoring this 

volume of products, and inspections regularly identify high rates of non-compliance.4 This 

creates challenges not only for consumer safety, but also for fair competition.  

The EU product safety framework that SMEs must navigate is extensive and multi-layered. It 

spans multiple instruments, each developed and updated at different points in time. For SMEs 

without dedicated regulatory affairs capacity, understanding which instruments apply to a given 

product and what obligations are attached to each economic operator role (manufacturer, 

importer, or distributor) is a significant challenge. 

 
1 European Commission, Your Europe – Product compliance: ensure your product complies with EU rules. Available at: 
https://europa.eu/youreurope/business/product-requirements/compliance/index_en.htm (Accessed: 7 July 2026). 
2 European Commission (2026) Safety Gate 2025 Annual Report. Available at: (Accessed: 3 July 2026) 
3 European Parliament (2025) Report on product safety and regulatory compliance in e-commerce and non-EU imports (A10-
0133/2025). Available at: https://www.europarl.europa.eu/doceo/document/A-10-2025-0133_EN.html (Accessed: 3 July 
2026). 
4 European Commission (2025) E-commerce: product compliance and safety (2025 Priority Control Area operation results). DG 
Taxation and Customs Union. Available at: https://taxation-customs.ec.europa.eu/customs/eu-customs-union-facts-and-
figures/e-commerce-product-compliance-and-safety_en (Accessed: 3 July 2026). 

https://www.sparklegalpolicy.eu/spark-solutions/
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The European Commission has also announced a forthcoming European Product Act, which is 

expected to update and better connect several core parts of the EU product compliance 

framework, including the New Legislative Framework, the Market Surveillance Regulation and 

the Standardisation Regulation. As the proposal has not yet been published, this Volume does 

not cover it in detail, but SMEs should be aware that further changes to EU product compliance 

rules are expected.5 

This Volume of Spark’s SME Guide to EU Compliance provides a structured overview of the 

principal product safety obligations that apply to SMEs under EU law. It addresses the horizontal 

product safety framework, conformity assessment procedures and the role of harmonised 

standards, obligations specific to supply chain actors (manufacturers, importers and 

distributors), key sector-specific legislation, and the market surveillance mechanisms that SMEs 

must navigate. The aim is to assist SMEs in understanding what the law requires at each stage 

of the product lifecycle, where exposure arises, and how compliance can be approached in a 

proportionate and manageable way. 

Let’s step into the world of product safety and conformity and how you can ensure your 

products thrive in the world’s largest single market.  

- Erika Sander, Senior Consultant for Internal Market and Competition at Spark. 

 

Background to Spark’s SME Guide  

The SME Guide is designed to bridge the gap between complex legal frameworks and practical 

business operations. We break down the law for entrepreneurs without legal expertise, 

highlighting key action points needed to ensure compliance while alerting you to critical 

upcoming legislative changes. Our goal is to make legal compliance a tool for growth, not a 

barrier. 

Released in six Volumes, it contains the following:  

• An overview of the key legal areas affecting SMEs based in the EU, across industries.  

• A description of the key legislative instruments within those areas, and what they mean 

for businesses.  

• Checklists of the key action points businesses must take to ensure compliance.  

 
5 European Commission (forthcoming, 2026) European Product Act [Legislative proposal, expected Q3 2026]. Referenced in: 
European Commission (2025) Communication on a comprehensive EU toolbox for safe and sustainable e-commerce, 
COM(2025) 101 final. Note that this is note covered in this Volume of the SME Guide as the proposal has not yet been published. 

https://www.sparklegalpolicy.eu/spark-solutions/
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• A description of key upcoming changes in the law for businesses to look out for.  

• Notes and thoughts from Spark’s in-house legal experts.  

• Accessible explanations of specialised concepts and terminology.  

• Summaries of each Volume so you can capture the basics at a glance. 

If you or your business needs legal assistance beyond this Guide, contact Spark Solutions at 

solutions@sparklegalpolicy.eu to see how we can help. Our in-house expertise combined with 

our network of over 3,000+ national legal experts ensures that your compliance needs are met 

at EU and national level, with a plan, budget, and schedule that works for you. 

Go beyond the Guide: get in touch with Spark Solutions at 

solutions@sparklegalpolicy.eu today! 

 

Note: This Guide is intended to act as a broad starting point for understanding compliance, rather than a comprehensive toolkit 

for navigating the full scope of all relevant applicable laws. It does not cover sector-specific regulations, such as medical 

regulations or transport regulations. It also does not address country-specific regulations.   
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Publication roadmap  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

This Guide is intended for general informational purposes only and does not constitute legal or professional advice. Please note 

that the law may have changed since publication. Spark is not a law firm and is therefore not regulated by the Barreau de 

Bruxelles, or by equivalent authorities in other jurisdictions. Our services are designed to provide clients with high-quality legal 

research, drafting, and analysis, alongside any work of regulated legal professionals. We work with partner law firms across the 

EU and beyond where specific legal advice is required (e.g. contracting, litigation).  
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1. Introduction and Volume Checklist 

 

 

Across the previous Volumes of our SME Guide, we have explored the key legal frameworks 

shaping how SMEs operate in the EU, including the basics of company organisational 

requirements, data protection, employment rules, health and safety, and the rules governing 

interactions with consumers. 

In this final Volume, we complete that picture by turning another fundamental and cross-cutting 

area of EU compliance: product safety and conformity. 

Ensuring that products placed on the EU market are safe is a core requirement under EU law 

and a central pillar of consumer protection rules. Building on the consumer rights framework 

outlined in the previous Volume, product safety rules EU product safety and compliance rules 

seek not only to prevent harm to consumers before it occurs, but also to protect broader public 

interests, including health, safety, environmental protection and market integrity. 

These rules are designed to minimise risks to consumers, maintain trust in the internal market, 

and ensure fair competition between businesses. Product safety and conformity obligations 

apply regardless of company size and are particularly relevant for SMEs placing products on the 

market through traditional retail channels or online and digital platforms. 

This Volume sets out the core EU-level framework on product safety and conformity applicable 

to SMEs. It explains the main legal obligations businesses must comply with, highlights the key 

practical challenges SMEs face in meeting these requirements, and outlines the potential risks 

associated with non-compliance, including enforcement actions and liability exposure. 

As with previous Volumes, this Guide is intended as a practical starting point for SMEs navigating 

their compliance requirements in the EU. The application of these rules will depend on factors 

such as the type of products concerned, the role of the business within the supply chain, the 

markets in which the products are distributed, and the timing of compliance assessments, given 

the significant legislative developments currently taking place in EU product regulation. If in 

doubt, readers should get in touch at solutions@sparklegalpolicy.eu to see how we can assist 

with specific queries and evolving compliance obligations. 

The checklist below sets out the key product compliance action points generally applicable to 

SMEs, subject to sector-specific rules and business model specifications: 

 

https://www.sparklegalpolicy.eu/spark-solutions/
mailto:solutions@sparklegalpolicy.eu
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EU Product 

Safety 

Checklist 

 

✓ Ensure that products placed or made available on the EU 

market meet applicable safety and conformity 

requirements and assess product risks before sale. 

✓ Carry out appropriate risk assessments and maintain 

technical documentation demonstrating product safety. 

✓ Provide clear product identification, traceability 

information, instructions and safety warnings where 

required. 

✓ Monitor product safety after products are placed on the 

market and take corrective action where necessary. 

✓ Put in place procedures for product withdrawals, recalls 

and incident reporting where safety risks arise. 

✓ Cooperate with market surveillance authorities and retain 

the records needed to demonstrate compliance. 

✓ Ensure that an EU-based responsible economic operator is 

designated where required under EU product safety rules. 

✓ Provide the required product and safety information to 

consumers when selling through online or other distance-

selling channels. 

✓ Get in touch at solutions@sparklegalpolicy.eu for support 

in understanding and managing your EU product safety 

compliance obligations. 
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2.1. Introduction to EU Product Safety Rules 

 

Product safety rules constitute a fundamental part of EU consumer protection law. At the 

highest level, EU law requires the Union to help protect consumers’ health, safety and economic 

interests, and to promote their right to information. EU fundamental rights law also states that 

Union policies must ensure a high level of consumer protection.6  

In practice, this means that companies selling consumer products in the EU must ensure that 

those products are safe. This is not just a matter of good business practice, but a legal obligation 

designed to protect consumers and support confidence in the EU Single Market.7  

EU product safety rules are not contained in a single legal instrument. Many products are 

governed first by product-specific EU rules, including EU harmonisation legislation for sectors 

such as machinery, toys, electrical equipment, radio equipment, construction products and 

medical devices. These rules can impose detailed requirements on product design, conformity 

assessment, CE marking, technical documentation and the responsibilities of different 

economic operators. 

Alongside those product-specific rules, the General Product Safety Regulation (EU) 2023/988 

(“GPSR”) provides a horizontal safety framework for consumer products. The GPSR is especially 

important where a consumer product, or a specific safety risk linked to that product, is not fully 

covered by sector-specific EU legislation. In that sense, the GPSR acts as a safety-net framework, 

ensuring that consumer products placed or made available on the EU market meet a basic level 

of safety even where no more specific product regime applies. 

EU product compliance is not limited to the GPSR. The GPSR provides a general consumer safety 

baseline, but more specific EU rules may apply depending on the product, sales channel and 

technology used. For example, SMEs may also need to consider ecodesign and digital product 

passport requirements, packaging rules, chemicals rules, cybersecurity rules for products with 

digital elements, AI rules for AI-enabled products, and online platform rules where products are 

 
6   European Union (2016), Treaty on the Functioning of the European Union (consolidated version), Article 169. Available at: 
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:12008E169 (Accessed: 15 June 2026);   European Union 
(2012), Charter of Fundamental Rights of the European Union, Article 38. Available at: https://eur-
lex.europa.eu/eli/treaty/char_2012/oj (Accessed: 15 June 2026). 
7 Regulation (EU) 2023/988 of the European Parliament and of the Council of 10 May 2023 on general product safety, OJ L 135, 
23.5.2023, Article 1. Available at: https://eur-lex.europa.eu/eli/reg/2023/988/oj/eng (Accessed: 15 June 2026).  

https://www.sparklegalpolicy.eu/spark-solutions/
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:12008E169
https://eur-lex.europa.eu/eli/treaty/char_2012/oj
https://eur-lex.europa.eu/eli/treaty/char_2012/oj
https://eur-lex.europa.eu/eli/reg/2023/988/oj/eng
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sold through digital services. These rules can apply alongside the GPSR and may impose 

additional design, documentation, labelling, information, reporting or cybersecurity obligations. 

This Guide focuses on the core EU-level product safety, product liability and market surveillance 

rules that are most relevant across sectors. It does not provide a full product-by-product analysis 

of sector-specific legislation. SMEs should therefore check whether their product is covered by 

additional EU or national rules, especially where they manufacture, import, repair, refurbish or 

modify regulated products.  

Product safety rules also carry a real economic impact. According to the European Commission, 

accidents linked to unsafe products are estimated to cost EU consumers and society EUR 11.5 

billion each year.8 As such, the 2023 GPSR framework is intended to respond to the realities of 

modern consumer markets, including online sales, direct imports and products linked to new 

technologies.9  

EU product safety legislation is governed through a combination of Regulations and Directives, 

which vary in their direct applicability to SMEs. As such, it is important for SMEs to understand 

the distinction between the two: 

 

Key concept: EU Regulations vs. EU Directives 10  

EU Regulations are fully and immediately binding across all 

Member States once they enter into force. They set specific rules 

that are directly applicable to all people and entities across the 

Union. There is no room for variation across countries – the rules 

apply uniformly.   

EU Directives set binding standards for Member States to meet, 

but how those standards are met is up to the Member States to 

decide. The rules set out in Directives must be transposed into 

national law before they have legal effect on people and entities. It 

is possible for Member States to set higher standards and stricter 

rules than those required by a Directive in their national legislation. 

 
8 European Commission (2023) Consumer Protection – The New General Product Safety Regulation Factsheet, 1 July 2023. 
Available at: https://commission.europa.eu/document/download/a281b150-19fd-44f9-bef8-
c6018f9c4792_en?filename=new_general_product_safety_regulation_-_factsheet.pdf  (Accessed: 15 June 2026). 
9European Commission (2024) General Product Safety Regulation. Available at: https://commission.europa.eu/business-
economy-euro/doing-business-eu/eu-product-safety-and-labelling/product-safety/general-product-safety-regulation_en 
(Accessed: 15 June 2026). 
10 Craig, P. and de Búrca, G. (2011) EU Law: Text, Cases, and Materials. Fifth edition. Oxford University Press, pp. 105-106.  

https://www.sparklegalpolicy.eu/spark-solutions/
https://commission.europa.eu/document/download/a281b150-19fd-44f9-bef8-c6018f9c4792_en?filename=new_general_product_safety_regulation_-_factsheet.pdf
https://commission.europa.eu/document/download/a281b150-19fd-44f9-bef8-c6018f9c4792_en?filename=new_general_product_safety_regulation_-_factsheet.pdf
https://commission.europa.eu/business-economy-euro/doing-business-eu/eu-product-safety-and-labelling/product-safety/general-product-safety-regulation_en
https://commission.europa.eu/business-economy-euro/doing-business-eu/eu-product-safety-and-labelling/product-safety/general-product-safety-regulation_en
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Product safety rules apply to all economic operators that place or make products available on 

the EU market, with no exemptions based on company size. The GPSR applies to new, used, 

repaired and reconditioned products placed or made available on the market, except where 

sector-specific EU product safety legislation takes precedence.11  

For SMEs, product safety law is not only about avoiding harm, but about being able to place or 

make products available on the EU market lawfully, deal with authorities if problems arise, and 

maintain consumer trust. However, understanding and complying with product safety and 

conformity requirements is not always straightforward. In practice, SMEs may face several legal, 

operational and resource-related challenges when seeking to achieve and maintain compliance. 

Key compliance challenges for SMEs  

Complex legal framework 

Product safety rules in the EU are not contained in a single piece of legislation. The General 

Product Safety Regulation (GPSR) operates alongside a wide range of sector-specific rules, such 

as the Toy Safety Regulation12 for toys, the Machinery Regulation13 for machinery products, and 

the Radio Equipment Directive14 for certain connected and wireless devices, as well as related 

frameworks on market surveillance and liability. For SMEs, understanding how these different 

rulesets interact can be challenging. Even though the GPSR aims to harmonise product safety 

standards across the EU, businesses may still face uncertainty in practice due to overlapping 

obligations and differences in how rules are applied and enforced across Member States. 

Operational and technical requirements 

Compliance with product safety rules goes beyond basic legal awareness. SMEs are often 

required to carry out risk assessments, prepare technical documentation, and ensure that 

products can be traced throughout the supply chain.  

These tasks can require specialist knowledge and systems which are difficult for SMEs to acquire 

and manage alongside regular business operations. For instance, traceability requirements, 

 
11   Regulation (EU) 2023/988, Articles 2 and 5. 
12 Regulation (EU) 2025/2509 of the European Parliament and of the Council of 26 November 2025 on the safety of toys and 
repealing Directive 2009/48/EC, OJ L 2025/2509, 12.12.2025. Available at: https://eur-lex.europa.eu/eli/reg/2025/2509/oj/eng  
(EU) 2025/2509 (Accessed: 6 July 2026).  
13 Regulation (EU) 2023/1230 of the European Parliament and of the Council of 14 June 2023 on machinery and repealing 
Directive 2006/42/EC, OJ L 165, 29.6.2023. Available at: https://eur-lex.europa.eu/eli/reg/2023/1230/oj/eng (Accessed: 1 July 
2026) 
14 Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the harmonisation of the laws of 
the Member States relating to the making available on the market of radio equipment, OJ L 153, 22.5.2014. Available at: 
https://eur-lex.europa.eu/eli/dir/2014/53/oj/eng (Accessed: 1 July 2026). 

https://www.sparklegalpolicy.eu/spark-solutions/
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labelling obligations and safety documentation standards can be complex and time-consuming 

to implement, particularly for businesses dealing with multiple products or markets. 

Challenges linked to digitalisation and online sales 

The growth of e-commerce has made compliance more complex. SMEs selling products online 

often face additional obligations, including stricter traceability requirements, increased scrutiny 

of shipments, and the need to respond quickly to safety issues.  

Products sold through online marketplaces or imported from outside the EU can be subject to 

additional checks, and businesses may need to appoint an EU-based economic operator to meet 

legal requirements. 

Monitoring and reporting obligations 

Product safety compliance does not end once a product is placed on the market. Businesses 

may be required to monitor product safety, respond to incidents, and report dangerous 

products through systems such as Safety Gate (The EU product safety portal used for 

marketplace registration and product safety alerts, explained in Part 2.2).  

For SMEs, this can be difficult due to limited awareness of reporting tools and processes, as well 

as uncertainty about when reporting obligations apply. 

Cross-border and supply chain risks 

SMEs operating across borders or relying on international supply chains face additional 

complexity. Compliance often depends on the business’s role in the supply chain (i.e. if the 

business operates as a manufacturer, importer or distributor, provider of an online marketplace, 

or a business that repairs, refurbishes or substantially modifies products), and responsibilities 

can also shift depending on how products enter, move or are made available again across the 

EU market.  

This can create legal uncertainty, particularly where enforcement practices differ between 

Member States or where products originate from outside the EU. This Volume of the SME Guide 

focuses on helping businesses understand the practical impact of EU product safety and 

conformity rules. Rather than providing a purely legal overview, it identifies the key SME 

obligations and explains how to comply with them in practice. 

 

Get in touch with Spark Solutions at solutions@sparklegalpolicy.eu to learn about 

the national-level product safety rules affecting your business. 

https://www.sparklegalpolicy.eu/spark-solutions/
mailto:solutions@sparklegalpolicy.eu
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2.2. General Product Safety Regulation (EU) 2023/988  

 

 

 

The General Product Safety Regulation (Regulation (EU) 2023/988) entered into force on 12 

June 2023 and has applied across the EU since 13 December 2024, replacing the previous 

General Product Safety Directive (Directive 2001/95/EC).15 

The GPSR sets a general safety baseline for consumer products sold in the EU. Some products 

are also covered by more specific EU rules, for example for machinery, toys, electrical 

equipment or medical devices.  Where those specific rules apply, businesses must follow them 

first. However, the GPSR still matters because it can apply where a product, or a particular safety 

risk linked to that product, is not fully covered by those more specific rules. In this way, the GPSR 

works as a safety net for consumer product safety across the EU.16 

The GPSR does not apply to certain categories of products, including medicinal products, food 

and feed, living plants and animals, certain animal by-products, plant protection products, 

certain transport equipment operated by service providers, aircraft and antiques.17 

The GPSR introduces a modernised framework for product safety, reflecting developments such 

as online sales, new technologies, and evolving supply chains.18 

Key compliance obligations  for SMEs  

First identify your role in the supply chain 

Under the GPSR, an SME’s obligations depend on its role in the supply chain. A business may be 

a manufacturer, importer, distributor, online seller or provider of an online marketplace, and 

the same SME may sometimes have more than one role. For example, an SME that designs and 

sells products under its own name will usually have manufacturer obligations. An SME that 

brings products from outside the EU onto the EU market will usually have importer obligations. 

An SME that resells products already placed on the EU market will usually have distributor 

obligations. An SME that modifies a product already on the market in a way that can affect its 

 
15 Regulation (EU) 2023/988, Article 51. 
16 Regulation (EU) 2023/988, Recital 6 and Article 2. 
17 Regulation (EU) 2023/988, Article 2(2). 
18 Regulation (EU) 2023/988, Recitals 2 and 8. 

https://www.sparklegalpolicy.eu/spark-solutions/
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safety compliance can also be treated as the manufacturer for that product. Understanding your 

business’ role in the supply chain is a prerequisite to ensuring compliance with the GPSR. 19 

Ensure that only safe products are placed on the market 

Under the GPSR, SMEs may only place or make available on the EU market safe products20 (i.e., 

products which, when used properly, do not present an unnecessary risk to the health and 

safety of the consumer). In practice, this means that all businesses placing products on the EU 

market must assess the safety of a product before making it available for purchase, taking into 

account factors such as instructions, warnings, foreseeable use, and any relevant cybersecurity 

features and digital functionalities.21 Manufacturers in particular should also build safety into 

the product from the design stage.  

Example: An SME sells a connected electric space heater that can be switched on remotely 

through a mobile app. The SME does not assess whether a software error could cause the 

heater to switch on unexpectedly or remain on after the user has turned it off. If that failure 

creates a risk of overheating, burns or fire during normal use, the product does not meet the 

GPSR general safety requirement. 

Keep records and cooperate with authorities 

SMEs must cooperate with market surveillance authorities when authorities request 

information or action in relation to a product. This obligation is not limited to situations where 

the SME has already confirmed that the product is dangerous. If authorities ask for information, 

even where an SME is unaware of any risk of their product being dangerous, the SME must be 

able to respond promptly and provide the records relevant to its role in the supply chain. 

Manufacturers should be able to provide product safety information, including risk information, 

complaints, known accidents and corrective measures. Importers and distributors should be 

able to provide supply-chain traceability information, including who supplied the product to 

them and, where relevant, who they supplied it to. Product safety information must be available 

for 10 years, and supply-chain traceability information must be available for 6 years.22 

Example: An SME imports electric kettles from a non-EU manufacturer and supplies them to 

three EU distributors.  A market surveillance authority receives reports that one batch overheats 

during normal use and asks the SME which distributors received that batch. The SME must be 

 
19 Regulation (EU) 2023/988, Article 13. 
20 Regulation (EU) 2023/988, Article 3(2). 
21 Regulation (EU) 2023/988, Articles 5 and 6. 
22 Regulation (EU) 2023/988, Article 15. 

https://www.sparklegalpolicy.eu/spark-solutions/
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able to provide that traceability information promptly. Failure to do goes against this GPSR 

requirement and the authority can take enforcement action. 

Take action quickly if a product is dangerous 

If an SME has reason to believe that a product it has placed on the EU Market is dangerous, it 

must act without delay. Depending on the situation, this may include bringing the product into 

conformity, withdrawing it, recalling it, informing consumers, and notifying the relevant 

authorities through the Safety Business Gateway.  

 

     The Safety Business Gateway is the EU web portal through which economic operators and 

providers of online marketplaces can provide product safety information to market surveillance 

authorities and consumers, including notifications linked to dangerous products, product safety 

accidents and online marketplace obligations.23 

 

S ituation L ike ly  Act ion  for  the SME  
Safety Business 

Gateway 

Potential safety issue is 

found before sale 

Pause the launch or stop supply, assess the 

risk, correct the issue and keep records of 

the assessment.24 

Usually not required if the product 

has not yet been placed or made 

available on the market and no 

accident has occurred.25 

Limited batch of product 

placed on the market 

which SME has reason to 

believe is unsafe 

Stop selling the affected batch, identify 

where it was supplied, withdraw unsold units 

and recall products already with consumers 

where needed.26 

Required.27 

Product already with 

consumers presents a 

safety risk 

Inform affected consumers clearly, explain 

the risk and the action they should take, and 

organise a recall or other corrective measure 

where needed.28 

Required.29 

 
23 European Commission (n.d.) Safety Business Gateway. Available at: https://webgate.ec.europa.eu/safety-business-
gateway/screen/public/home  (Accessed: 2 July 2026). 
24 Regulation (EU) 2023/988, Article 9(2). 
25 Regulation (EU) 2023/988, Articles 9(8), 11(8), 12(4) and 20. 
26 Regulation (EU) 2023/988, Articles 9(8), 11(8) and 12(4). 
27 Regulation (EU) 2023/988, Articles 9(8), 11(8) and 12(4). 
28 Regulation (EU) 2023/988, Article 35. 
29 Regulation (EU) 2023/988, Articles 9(8), 11(8) and 12(4). 
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Serious accident caused 

by the product 

Act immediately, preserve relevant 

information and notify the competent 

authority where the accident caused death 

or serious adverse effects on health or 

safety.30 

Required. Accident reporting also 

required.31 

 

Widespread or systemic 

safety defect 

Stop further supply, coordinate with 

authorities, consider broader withdrawal or 

recall, inform consumers and document all 

corrective measures.32 

Required.33 

The steps required will also depend on the SME’s role. A manufacturer or importer may need 

to organise corrective action, withdrawal, recall and authority notification.  A distributor should 

stop supplying the product, inform the manufacturer or importer, and cooperate with corrective 

measures and authority requests. 

Example: An SME imports and sells microwaveable reusable hand warmers manufactured 

outside the EU and marketed for general comfort, not for medical use.  It receives repeated 

complaints that one batch overheats in the microwave and causes the outer fabric to split, 

creating a burn risk. The SME should stop selling the affected batch, assess the risk, identify 

where the batch was supplied, inform the relevant authority where required, and organise a 

withdrawal or recall if the product is dangerous. Failure to act is a breach of the GPSR and can 

lead to enforcement action. 

Inform consumers properly in the event of a recall and offer a remedy 

Where a product is recalled, consumers must be informed clearly and effectively. The recall 

notice should make it easy for consumers to understand which product is affected, what the 

safety problem is, what they should do, and how they can get a remedy. Consumers should 

normally be offered a choice between at least two remedies, such as repair, replacement or an 

adequate refund. In limited cases, one remedy may be enough if the other options are 

impossible or would be disproportionate for the business.34 

Example: An SME sells a portable clothes steamer and receives reports that steam leaks from 

the handle during normal use, creating a burn risk. The SME must recall the affected batch and 

inform consumers clearly of the affected model and batch numbers, the safety problem and 

 
30 Regulation (EU) 2023/988, Article 20. 
31 Regulation (EU) 2023/988, Article 20. 
32 Regulation (EU) 2023/988, Articles 9(8), 11(8), 12(4) and 35. 
33 Regulation (EU) 2023/988, Articles 9(8), 11(8), 12(4) and 20. 
34 Regulation (EU) 2023/988, Articles 35 and 36. 
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burn risk, the immediate action consumers should take (including stopping use of the product), 

and the remedy available. 

Carry out a risk assessment and keep technical documentation35 

Manufacturers must carry out an internal risk analysis before placing a product on the market.  

In practice, this means identifying the product’s possible safety risks, considering how 

consumers are expected to use it and how they may reasonably misuse it, and checking whether 

the design, materials, instructions, warnings, digital features or cybersecurity features could 

create a risk. The manufacturer must then draw up technical documentation showing how 

those risks were assessed and why the product is considered safe. This documentation must be 

kept up to date, retained for 10 years after the product is placed on the market, and made 

available to market surveillance authorities on request.36 

This obligation sits primarily with manufacturers. Importers and distributors do not usually 

prepare the manufacturer’s risk analysis themselves, but they must carry out appropriate 

checks before making the product available in the EU. Both importers and distributors should 

be sure that the manufacturer has prepared the required technical documentation and that the 

product includes the required safety information.  

Example: An SME imports plug-in night lights manufactured outside the EU and sells them to 

retailers in several Member States. A market surveillance authority asks the SME to provide 

evidence that the manufacturer assessed the risk of overheating and electric shock, and 

prepared the required technical documentation.  If the SME cannot obtain or provide that 

documentation, it cannot demonstrate that the product complies with the GPSR. Where the 

product presents a risk, the authority can require corrective action, restrict further sales, or 

order withdrawal or recall. 

 

 

 

 

 

 

 
35 Compliance with this documentation obligation also supports cooperation with market surveillance authorities under 
Regulation (EU) 2019/1020, including where authorities request documentation or take action in relation to non-compliant 
products. 
36 Regulation (EU) 2023/988, Article 9(2) and Article 9(3). 
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     Use EU harmonised standards as a practical compliance tool37 

EU harmonised standards are technical standards for matters such as product design, testing, 

performance, safety and conformity assessment. They are developed by European 

standardisation organisations such as CEN, CENELEC and ETSI, following a request from the 

European Commission to support the application of specific EU product safety or conformity 

requirements.  In many cases, using them is voluntary, but they can help SMEs show that a 

product meets the relevant EU safety or conformity requirements. Where a harmonised 

standard is cited in the Official Journal of the European Union, applying it may give the product 

a presumption of conformity with the legal requirements covered by that standard.38 

 

Provide identification, traceability and safety information on the product 

SMEs must make sure that consumers and authorities can identify both the product and the 

business responsible for it. For manufacturers, this means ensuring that the product bears a 

type, batch or serial number, or another element allowing the product to be identified. 

Manufacturers must also indicate their name, registered trade name or trademark, postal 

address and electronic address on the product, packaging or accompanying document.39 

Importers must indicate their own name, registered trade name or trademark, postal address 

and electronic address on the product, packaging or accompanying document.  

Before placing a product on the EU market, both importers and distributors must also check 

that the manufacturer has complied with the product identification and manufacturer 

information requirements.40 Where a product has been imported into the EU by a separate 

importer before being handled by the distributor, the distributor must also check that the 

importer’s name, registered trade name or trademark, postal address and electronic address 

are provided. 41  

 
37 This box focuses on harmonised standards under the GPSR.  Some product-specific EU rules also allow businesses to rely on 
common specifications as a fallback or alternative to harmonised standards. SMEs selling products covered by sector-specific 
legislation should therefore check the rules for their product category. 
38 Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 2012 on European 
standardisation, OJ L 316, 14.11.2012, Articles 2 and 10. Available at: https://eur-lex.europa.eu/eli/reg/2012/1025/oj/eng  
(Accessed: 17 June 2026); Regulation (EU) 2023/988, Article 7; Regulation (EC) No 765/2008 of the European Parliament and 
of the Council of 9 July 2008 setting out the requirements for accreditation and repealing Regulation (EEC) No 339/93, OJ L 218, 
13.8.2008, Annex II. Available at: https://eur-lex.europa.eu/eli/reg/2008/765/oj/eng (Accessed: 17 June 2026). 
39 Regulation (EU) 2023/988, Article 9(5) and 9(6). 
40 Regulation (EU) 2023/988, Article 11(2) and 11(3). 
41 Regulation (EU) 2023/988, Article 12(2). 
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Consumers must also receive clear instructions and safety information where this is necessary 

for safe use. Manufacturers are responsible for ensuring that the product is accompanied by 

clear instructions and safety information in a language that can be easily understood by 

consumers, as determined by the Member State where the product is made available.42 

Importers and distributors alike must check that those instructions and safety information are 

included before making the product available.43 Distributors must check that they are present 

before making the product available. 

Example: An SME imports and sells ceramic bathroom heaters manufactured outside the EU. 

The product packaging does not include a batch number, the manufacturer’s contact details, 

the importer’s contact details, or clear safety instructions explaining where the heater can be 

used safely. This is a breach of the GPSR product identification, traceability and safety 

information requirements. If a defect later appears, the market surveillance authority can 

require corrective action, including updated labelling, restrictions on further sales, withdrawal 

of the affected products or recall where the product presents a risk. 

Give proper product information in distance sales 

If products are offered online or through other distance-selling channels, SMEs must make sure 

that consumers receive the key product safety information before they buy. Online product 

listings must include: 

✓ The manufacturer’s name, registered trade name or registered trademark, and postal 

and electronic address.  

✓ Where the manufacturer is not established in the EU, the name, postal address and 

electronic address of the EU-based responsible economic operator (see part 2.2.1 

below).  

✓ Information allowing the consumer to identify the product, including a picture of the 

product, its type and any other product identifier.  

✓ Any warning or safety information that must appear on the product, packaging or 

accompanying document in a language that consumers can easily understand.44 

Online sellers must also ensure that the information shown in the product listing reflects the 

information that must appear with the product itself, including the relevant manufacturer, 

importer or responsible person details where applicable. 

 
42 Regulation (EU) 2023/988, Article 9(7). 
43 Regulation (EU) 2023/988, Article 11(4) and 12(2). 
44 Regulation (EU) 2023/988, Article 19. 

https://www.sparklegalpolicy.eu/spark-solutions/


 

21 

 

WWW.SPARKLEGALPOLICY.EU 

Example: An SME lists a foldable camping chair online with only photos and a short marketing 

description, but does not include the manufacturer’s contact details, the product model 

number, the maximum safe weight limit, or the required warning not to use the chair on 

unstable ground. The offer does not provide the required product identification and safety 

information before purchase, and therefore does not meet the GPSR distance-sales rules. 

If you operate an online marketplace, be prepared for additional obligations 

If an SME runs an online marketplace where third-party traders offer products to consumers, it 

must comply with the additional GPSR obligations for providers of online marketplaces. In 

practice, this means the SME must:  

✓ Register with the Safety Gate Portal (separate from the Safety Business Gateway, which 

is used for dangerous product and accident notifications) and provide information on its 

single contact point for market surveillance authorities.  

✓ Designate a single point of contact for consumers to communicate directly and rapidly 

on product safety issues.  

✓ Put in place internal processes for product safety.  

✓ Cooperate with market surveillance authorities and respond to their orders within the 

required deadlines.  

✓ Take appropriate action when unsafe products are listed, including removing or disabling 

access to unsafe listings where required.  

✓ Take reasonable steps to prevent unsafe products that have already been removed 

from reappearing on the platform.45  

Example: An SME builds its own online marketplace for independent homeware sellers and 

allows third-party traders to sell through the platform. Because the SME operates the 

marketplace, it must comply with the GPSR obligations for providers of online marketplaces, 

including Safety Gate Portal registration, product safety contact points, cooperation with 

authorities and action on unsafe listings. By contrast, an SME that only sells its own wall shelves 

through Amazon must comply with the GPSR rules that apply to its own role, but it is not treated 

as the provider of the Amazon marketplace. 

 

 

 
45 Regulation (EU) 2023/988, Article 22. 
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2.2.1. Key Consideration for Non - EU SMEs: The EU Responsible 

Person  

For non-EU SMEs, one of the most important GPSR requirements is the need to have a 

responsible economic operator established in the EU. A product covered by the GPSR cannot 

be placed or made available on the EU market unless there is an EU-based economic operator 

responsible for that product.46 In practice, this means that a non-EU SME cannot simply sell 

consumer products directly into the EU without appointing a point of contact in the EU for 

product safety compliance.  

The responsible economic operator is not always a separate person appointed only for this 

purpose. It depends on the supply chain. If a manufacturer is established in the EU, it can simply 

act as its own responsible person.47 If the manufacturer is based outside the EU and the product 

is imported into the EU, the importer will usually be the relevant EU-based operator.48 A non-

EU manufacturer may also appoint an authorised representative in the EU, who may then act 

in relation to the tasks covered by the written mandate.49 If there is no EU manufacturer, no EU 

importer and no EU authorised representative, a fulfilment service provider established in the 

EU can become the relevant responsible economic operator where it handles the product in 

the course of its services.50 

Before selling into the EU, it is imperative that a non-EU SME identifies whether it already has 

an EU importer, whether it needs to appoint an authorised representative, or whether a 

fulfilment service provider in the EU will be involved. If none of these operators is in place, the 

product cannot lawfully be placed on the EU market under the GPSR.51 

The responsible economic operator must be able to support compliance and cooperate with 

authorities. Under the GPSR, the responsible operator must perform the relevant tasks set out 

in the Market Surveillance Regulation 2019/1020 including checking that technical 

documentation exists, cooperating with market surveillance authorities, providing information 

and documentation when requested, and helping to ensure that corrective action is taken 

where needed.52 The GPSR also requires the responsible operator, where appropriate in light of 

the product’s risks, to regularly check that technical documentation has been drawn up, that 

 
46 Regulation (EU) 2023/988, Article 16(1). 
47 Regulation (EU) 2023/988, Articles 16(1) and 3(8). 
48 Regulation (EU) 2023/988, Article 16(1) and 3(10). 
49 Regulation (EU) 2023/988, Article 16(1) and 3(9). 
50 Regulation (EU) 2023/988, Article 16(1) and 3(12). 
51 Regulation (EU) 2023/988, Article 16(1). 
52 Regulation (EU) 2023/988, Article 16(1); Regulation (EU) 2019/1020, Article 4(3). 

https://www.sparklegalpolicy.eu/spark-solutions/


 

23 

 

WWW.SPARKLEGALPOLICY.EU 

the product includes the required safety information, and that the product can be properly 

identified.53 

The responsible operator’s contact details must also be available with the product. The name, 

registered trade name or registered trademark, and contact details, including postal and 

electronic address, of the responsible economic operator must be indicated on the product, its 

packaging, the parcel or an accompanying document.54 

Section Checklist  

 

✓ Start by identifying your role in the supply chain (manufacturer, importer, distributor, 

online seller or marketplace provider) and understand the specific GPSR obligations that 

apply to that role. 

✓ Ensure that only safe products are placed or made available on the EU market by 

carrying out appropriate risk assessments and maintaining up-to-date technical 

documentation. 

✓ Provide clear product identification, traceability information, instructions and safety 

warnings on or with the product, and keep product safety records available for at least 

10 years and supply-chain traceability records for at least 6 years. 

✓ Act without delay if a product is suspected to be dangerous: stop sales, withdraw or 

recall affected products, inform consumers, and notify authorities through the Safety 

Business Gateway where required. 

✓ Ensure that an EU-based responsible economic operator is designated where required, 

particularly where the manufacturer is established outside the EU. 

✓ When selling online or through distance-selling channels, provide consumers with the 

required product identification, manufacturer details, responsible person information 

and safety warnings before purchase. 

 

 

 

 

 
53 Regulation (EU) 2023/988, Article 16(2). 
54 Regulation (EU) 2023/988, Article 16(3). 
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2.3. Product Liability Directive (EU) 2024/2853  

 

 

 

Although product liability is governed at the time of writing by 1985 Product Liability Directive 

(Directive 85/374/EEC), this will be fully replaced by Product Liability Directive (Directive (EU) 

2024/2853) by 9 December 2026. As such, the guidelines below set out the key compliance 

obligations SMEs should be aware of, including those coming into force later in the year.55 

Key compliance considerations  for SMEs  

Product liability can apply even without fault 

The new Product Liability Directive will allow a person harmed by a defective product to claim 

compensation from a business without having to prove that the business acted negligently or 

intentionally did anything wrong. A successful claim from the consumer must show that the 

product was defective, that they suffered damage, and that the defect caused the damage. This 

makes product safety, properly implemented risk assessments and accurate technical records 

all the more important under the new liability framework.56 

Example: An SME manufactures a countertop food dehydrator with a defective temperature-

control component. During normal use, the component fails and the device overheats, causing 

a fire that injures a consumer. In a product liability claim, the consumer does not need to prove 

that the SME was careless. The claim turns on whether the dehydrator was defective, whether 

the consumer suffered damage, and whether the defect caused that damage. 

Digital products and software also give rise to liability 

The updated Product Safety Directive is designed to encompass modern products, including 

software-based products, AI systems, digital components and related digital services. For SMEs, 

this means product liability risk is not limited to traditional physical goods. If a software, an app, 

an update, an AI feature or a connected digital function makes a product unsafe, the business 

will face liability in the same way as for a physical defect.57 

 
55 Directive (EU) 2024/2853 of the European Parliament and of the Council of 23 October 2024 on liability for defective products, 
OJ L 2024/2853, 18.11.2024, Articles 18 and 19. Available at: https://eur-lex.europa.eu/eli/dir/2024/2853/oj/eng (Accessed: 15 
June 2026). 
56 Directive (EU) 2024/2853 Articles 5 and 10.  
57 Directive (EU) 2024/2853, Articles 4 and 7. 
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Example: An SME manufactures and sells a connected carbon monoxide alarm that uses 

software to detect dangerous gas levels and send alerts to a mobile app. A software update 

prevents the alarm from sending alerts when carbon monoxide reaches unsafe levels. If a 

consumer is harmed because the alarm failed to warn them, the alarm is defective and the SME 

manufacturer is liable for the damage caused, provided the defect, the damage and the causal 

link are established. 

Liability depends on the status of a business as an economic operator 

As with the GPSR responsibility rules explained in Part 2.2 above, liability under the new Product 

Liability Directive depends on the SME’s status as an economic operator in the relevant supply 

chain.  SMEs should therefore be certain of whether they are acting as a manufacturer, importer, 

authorised representative, fulfilment service provider, distributor, online platform provider or 

business substantially modifying a product.  This is especially important for products coming 

from outside the EU, because the Directive is designed to ensure that an injured person can 

claim against an economic operator connected with the EU market.58 

Example: A US manufacturer sells portable folding ladders directly to EU consumers and uses a 

fulfilment service provider in Poland to store, package and ship the products. There is no EU 

importer and no authorised representative in the EU. If a ladder is defective and collapses during 

normal use, causing injury, the EU-based fulfilment service provider can be the economic 

operator against whom the injured person brings a claim, even though it did not design or 

manufacture the product.  

Compensation is recoverable for a broader range of injury and harm 

The new Product Liability Directive keeps the traditional categories of liability for damage, 

including death, personal injury and damage to property, but it extends compensation to cover 

broader categories of harm.  

SMEs should check whether their product risk assessments and insurance coverage take 

account of the following types of damage: 

• Death or personal injury.  

• Medically recognised psychological harm.  

• Damage to, or destruction of, property.  

• Destruction or corruption of data not used exclusively for professional purposes. 59  

 
58 Directive (EU) 2024/2853, Article 8. 
59 Directive (EU) 2024/2853, Article 6. 
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In accordance with the new rules, SMEs should consider cover of digital and data-related harm 

within their product liability insurance scheme. 

Example: An SME sells a smart home security camera with cloud storage features. A defect in 

the product’s software corrupts personal video files stored by the consumer, including non-

professional home security footage. The new Product Liability Directive covers the destruction 

or corruption of data that is not used exclusively for professional purposes, and the consumer 

can claim compensation for that data-related damage where the defect caused the loss. 

Spark Tip  

 

The new Product Liability Directive will apply to products placed on the market or put into 

service after Member States transpose the rules by 9 December 2026.  SMEs should use the 

transition period to: 

✓ Keep technical files, testing records, update logs and complaint records organised.  

✓ Check supplier contracts for product safety and documentation obligations.  

✓ Review product liability insurance for software defects, data loss and psychological 

harm.  

✓ Prepare a process for responding to evidence requests, authority questions and product 

liability claims.60 

 

 

 

 

 

 

 

 

 

 
60 Directive (EU) 2024/2853, Articles 9, 10 and 19. 
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2.4. Sale of Goods Directive (EU) 2019/771 

 

 

 

The Sale of Goods Directive (Directive (EU) 2019/771) has applied in Member States since 1 

January 2022. It sets common EU rules for consumer sales of goods, including goods with digital 

elements.61 We covered this Directive in detail in Volume V of our SME Guide (see here: 

https://www.sparklegalpolicy.eu/wp-content/uploads/2026/06/SME-Guide-Vol.-5.pdf), but the 

key product-related rules relevant to SMEs are outlined below. 

Key compliance obligations  for SMEs  

Consumer products must match their description 

SMEs must ensure that the goods they sell match the product description, type, quantity, quality 

and other features promised to the consumer. If a business claims that a product has a particular 

function, accessory, compatibility feature or update, the product must actually provide it. The 

product must also be supplied with the accessories, instructions and updates agreed with the 

consumer through the product terms and conditions.62  

Example: An SME advertises a smart speaker as compatible with a specific home automation 

system. If upon purchase and receipt of the speaker, it is clear to the consumer that it is not in 

fact compatible with that system, the product does not conform to the contract of sale, and is 

non-compliant with the Sale of Goods Directive. 

Consumer products must meet normal expectations  

Even where the product documentation provided to the consumer does not explicitly mention 

a certain product aspect, products must still meet the normal expectations which the consumer 

can reasonably have for goods of the same type. The product must be fit for normal use, match 

any sample or model shown to the consumer, include the accessories and instructions a 

consumer would reasonably expect, and have normal qualities such as durability, functionality, 

compatibility and safety.63 

 
61 Directive (EU) 2019/771 of the European Parliament and of the Council of 20 May 2019 on certain aspects concerning 
contracts for the sale of goods, OJ L 136, 22.5.2019, (consolidated version of 10 October 2024), Articles 1,3 and 24. Available 
at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32019L0771 (Accessed: 16 June 2026). 
62 Directive (EU) 2019/771, Article 6. 
63 Directive (EU) 2019/771, Article 7. 
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Example: An SME sells a cordless vacuum cleaner marketed as suitable for normal household 

cleaning. Consumers can reasonably expect it to charge safely, maintain normal suction and 

operate without overheating during ordinary use. If the vacuum cleaner overheats because of 

poor ventilation design, it does not meet the normal expectations for that type of product.   

Products with software elements must be updated regularly64 

SMEs must also be aware of their obligation to provide updates for goods with digital elements, 

such as connected devices, smart appliances or products that depend on software., Where 

updates are needed to keep a product in conformity with product safety and consumer 

protection rules, including security updates, businesses must provide these updates within a 

reasonable period of time.65 

Example: An SME sells a connected door lock that depends on software to function securely. If 

a security update is needed to keep the lock safe and working as expected, the SME must make 

that update available to consumers. Failure to do so constitutes a breach of the Sale of Goods 

Directive. 

Repairs, replacement, or refunds must be provided for non-conforming products 

If a product does not conform to the contract, the consumer is be entitled to have it repaired 

or replaced. In the instance where repair or replacement is not possible or would be 

disproportionate, the consumer may be entitled to a price reduction or to end the contract. 

SMEs should therefore ensure a system of after-sales processes for handling product faults, 

repair requests, replacements and refunds.66   

Example: An SME sells a new coffee machine that stops working shortly after delivery because 

of a mechanical fault. The SME should be ready to assess the issue and, where required, repair 

or replace the product, or provide another remedy if repair or replacement is not appropriate.

 
64 For some connected products, software updates can also raise cybersecurity compliance questions under other EU rules, 
such as the Cyber Resilience Act.  SMEs should check whether those rules apply to their product category. 
65 Directive (EU) 2019/771, Article 7(3). 
66 Directive (EU) 2019/771, Articles 13 and 14. 
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Chapter  Summary  

 

✓ EU product safety rules require products placed or made available on the EU market to 

be safe.  

✓ An SME’s obligations depend on its role in the supply chain, including whether it acts as 

manufacturer, importer, distributor, online seller or marketplace provider. 

✓ SMEs should assess product safety, prepare or verify technical documentation, provide 

traceability information, and ensure that warnings and instructions are available before 

products reach consumers. 

✓ Non-EU SMEs must ensure that an EU-based responsible economic operator is in place 

where required. 

✓ Product safety compliance continues after sale through monitoring, complaint handling, 

cooperation with authorities, record-keeping and corrective action. 

✓ Where products are dangerous or non-compliant, SMEs should be ready to stop sales, 

withdraw or recall affected products, inform consumers and notify authorities through 

the Safety Business Gateway where required.  

✓ Product liability rules allow injured persons to claim compensation for damage caused 

by defective products without proving fault.  

✓ Consumer sales rules require goods, including goods with digital elements, to match 

what was promised, meet normal expectations, receive necessary updates and be 

remedied where they do not conform.  

✓ Market surveillance rules allow authorities to check products, request documents and 

stop non-compliant products before or after they enter the EU market.  

✓ Harmonised standards are usually voluntary, but can help SMEs demonstrate conformity 

and organise product safety testing and documentation. 
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