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Safe by Design under EU law

• No legal definition of the Safe by Design concept under EU law

• First appearance of the concept in the European Commission’s
Communication on future networks and the internet
(SEC(2008)2507)
• Paragraph 3.5 stating that « it is clearly necessary to take steps now to make

the internet of the future safe by design »

• Second appearance of the concept in the Commission decision of 7
March 2013 on the safety requirements to be met by European
standards for certain seats for children pursuant to Directive
2001/95/EC on general product safety
• Annex – Section on « General Safety Requirements » : « […] products need to

be safe by design as far as possible, and therefore labels and warnings must
not replace safety by design »



The legal foundations of the Safe by Design 
concept

• In the field of environmental policy, article 191 (2) TFEU provides that
the EU policy shall be based on the precautionary principle

• But the precautionary principle is not limited to protect the 
environment. Its scope is much wider and includes dangerous effects
on human, animal or plant health – see the Commission 
Communication on the precautionary principle (COM (2000) 0001)

• Article 168 TFEU provides that a high level of human health
protection shall be ensured

• Article 169 TFEU provides that a high level of consumer protection 
shall be ensured



Safe by Design and occupational safety

• The 1989 framework directive on workers health and safety
• Among the principles of prevention every employer has to comply with,

article 6 (2) (e) of the directive identifies « adapting to technological
progress »

• Technological progress is not defined but it has been so far undisputed that
introducing the use of nanomaterials would be considered as a technological
progress

• Article 6 (3) (c) further obliges employers to « ensure that the planning and
introduction of new technologies are the subject of consultation with the
workers and/ or their representatives, as regards the consequences of the
choice of equipment, the working conditions and the working environment
for the safety and health of workers » - See also the Belgian nanoregister

• Article 12 also obliges employers to train workers when a new technology is
introduced

• But so far, how many employers did actually review their
prevention measures, consulted their employees and trained them
adequately ?



Safe by Design and consumer protection

• The 2001 General Product Safety Directive

• Definition of « safe product » (art. 2 (b) ): any product which, under normal or
reasonably foreseeable conditions of use including duration and, where applicable,
putting into service, installation and maintenance requirements, does not present any
risk or only the minimum risks compatible with the product's use, considered to be
acceptable and consistent with a high level of protection for the safety and health of
persons, taking into account the following points in particular:

(i) the characteristics of the product, including its composition, packaging, instructions for assembly and,
where applicable, for installation and maintenance;

(ii) the effect on other products, where it is reasonably foreseeable that it will be used with other products;

(iii) the presentation of the product, the labelling, any warnings and instructions for its use and disposal and
any other indication or information regarding the product;

(iv) the categories of consumers at risk when using the product, in particular children and the elderly.

• Obligation for producers to place only safe products on the market (art. 3.1)

• Quid over professional products that became consumer products: recital 10 
of the directive provides that

Products which are designed exclusively for professional use but have subsequently
migrated to the consumer market should be subject to the requirements of this
Directive because they can pose risks to consumer health and safety when used under
reasonably foreseeable conditions.



Safe by Design and consumer protection

• The 2005 Unfair Commercial Practices Directive

• Traders of products fall within the scope of application of the Unfair
Commercial Practices Directives – B2B transactions are excluded

• Products containing nanomaterials qualify as products

• Would be qualified as unfair commercial practices, inter alia:

• Misleading information about the nature of the nanomaterial;

• Misleading information about, inter alia, the risks, benefits and specification of the
nanomaterial;

• Displaying a trust mark, quality mark or equivalent without having obtained the necessary
authorization (common nanomaterials testings would fit the definition)

• Non-compliance with approval, endorsement or authorization of a public or private body
that the trader takes advantage of.

• The 2006 Comparative Advertising Directive



Long term impacts of Safe by Design for 
nanomaterials

• Review of trainings, information and protective equipment for
workers

• The development of safety by design would also imply more
enforcement of the general product safety requirements – possible
decisions of Commission in that field

• Safe by design would also become a marketing tool for compliant
actors (advertising)

• Insurance and co-insurance issues: the lack of safety by design could
result in the increase of insurance premiums or the exclusion from
insurance coverage



Corporate social responsibility

• Commission Communication on a renewed EU strategy for Corporate Social
Responsibility (COM/2011/0681)

• Short definition « the responsibility of enterprises for their impacts on society »

• Objectives:Respect for applicable legislation, and for collective agreements between social
partners, is a prerequisite for meeting that responsibility. To fully meet their corporate
social responsibility, enterprises should have in place a process to integrate social,
environmental, ethical, human rights and consumer concerns into their business
operations and core strategy in close collaboration with their stakeholders, with the aim
of:

– maximising the creation of shared value for their owners/shareholders and for their
other stakeholders and society at large;

– identifying, preventing and mitigating their possible adverse impacts.

The complexity of that process will depend on factors such as the size of the
enterprise and the nature of its operations. For most small and medium-sized
enterprises, especially micro-enterprises, the CSR process is likely to remain
informal and intuitive.

• Animal welfare: Directive 2010/63/EU on the protection of animals used for
scientific purposes imposes obligation to reduce the number of animal experiments
to the maximum
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