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Spain

By Alejandro Ferreres Comella and Cristina Ayo

What Is The Scope of The Duty To Warn Within Spain?
Spanish Law 22/1994 on the Civil Liability of Manufacturers for damage caused by Defective Products 
(the “Spanish Product Liability Act”) entered into force on July 6, 1994. On November 16, 2007, the Spanish 
Product Liability Act was consolidated together with other regulations such as General Law 26/1984 on the 
Protection of Consumers and Users (“LGDCU”) and Law 44/2006 on improving the protection of Consumers 
and Users under Royal Legislative Decree 1/2007, which approved the Consumers and Users Protection Con-
solidation Act and other complementary regulations (“RLD 1/2007”).

Neither the Spanish Product Liability Act nor the articles of RDL 1/2007 that regulate product liability 
explicitly impose a duty on manufacturers to warn of the risks of their products that they put into circula-
tion.1 Nor do they explicitly define information, manufacture and design defects.

However, the existence of a manufacturer’s duty to warn derives from the definition of “defective prod-
uct.” Article 137 of RDL 1/2007 sets forth that “a product is defective if it does not offer the safety to which a 
person is legitimately entitled, taking into account all circumstances, especially its presentation, its reasonably 
foreseeable use and the point in time it was brought to the market.”

The manufacturer will be considered liable for damage caused to consumers that derives from product 
risks that the manufacturer did not warn consumers about, given that in the absence of any warning the con-
sumer is legitimately entitled to a level of product safety.

Additionally, the regulation provided by Royal Decree 1801/2003 of December 26 on the general safety 
of products (“General Product Safety Regulation”) must be taken into account. By virtue of this regulation, 
Directive 2001/95/EC of the European Parliament and Council was incorporated into Spanish law. As men-

 1 The Spanish Product Liability Act is the result of transposing Directive 374/85/EC into Spanish law. It applies to 
products put into circulation after August 1994 (which is when the Act entered into force). In those cases in which 
the Act is not applicable because the product was put into circulation before August 1994, and after 1984, the 
LGDCU will apply. Finally, in those cases where the product was put into circulation before 1984, article 1902 of the 
Spanish Civil Code will be apply.

  Taking into consideration the nature of RDL 1/2007, which only consolidates some of the consumer and user 
defence regulations, its approval did not lead to the modification of the product liability regime. However, RDL 
1/2007 will not apply to those products put into circulation before July 8, 1994.

  In any case, taking into account that according to the judgment dated 25 April 2002 of the Court of Justice of the 
European Union (case C-52/00), which establishes that the general principles established in the Spanish Product 
Liability Act must be generally applied to pre-existing or future state regimes regulating product liability, and that 
the Spanish Product Liability Act sets forth that the manufacturer will only be liable for ten years from the date on 
which the product was put into circulation, it could be concluded that, apart from very specific cases, none of those 
regimes no longer apply.



2   Product Liability: Warnings, Instructions, and Recalls    Spain

tioned in its Preamble, its purpose is to guarantee the safety of products introduced into the market. For this 
purpose, it imposes on the manufacturer the duty to provide consumers with the relevant information about 
the product to enable them to assess the risks inherent to a product throughout the normal or reasonably 
foreseeable period of its use, where such risks are not immediately obvious without adequate warnings, and 
to take precautions against those risks.

Moreover, it imposes upon the manufacturer a specific duty to warn consumers immediately of risks 
that were unknown to the manufacturer at the moment that it put the product into circulation. Regardless 
of the legal consequences that the not knowing of the risks of the product at the moment of putting it into 
circulation may have for the manufacturer (i.e. regardless of whether or not the development risks defence is 
available to the manufacturer), the manufacturer bears the duty to warn consumers or users of newly discov-
ered risks.

For this purpose, it imposes a number of duties on producers and distributors and provides for a set of 
non-punitive administrative measures consisting, essentially, of the possibility that public authorities may, as 
a preventive measure, remove from the market those products placed in circulation that could entail certain 
risks to the health or safety of consumers.

According to article 2 of the General Product Safety Regulation, a product is considered to be safe when 
“in conditions of normal or reasonably foreseeable use, including the conditions of duration, if appropriate, 
commissioning, installation and maintenance, it does not present any risk or merely minimal risks compat-
ible with the use of the product and is considered to be admissible having regard to a high level of protection 
of the health and safety of individuals.”

From the definition transcribed above, it can be deduced that the General Product Safety Regulation 
does not expressly impose the direct obligation to warn, nor does it expressly provide for pecuniary penalties 
due to the absence thereof. However, a systematic interpretation of that the General Product Safety Regula-
tion with the other regulations regarding product liability brings to light the importance that the research 
and development activity has in relation to products intended to be put into circulation and the level of safety 
they must offer. In order to be able to put into circulation a safe product, free from risks for consumers, it will 
normally be necessary to warn of the different risks related to the product. The lack of research activity may 
mean that some risks of the product that have not been initially detected are afterwards identified that make 
it unsafe for the purposes of the General Product Safety Regulation, and that give rise to the adoption of the 
preventive administrative measures for which provision is made therein.

In short, in accordance with the General Product Safety Regulation, the absence of warning of risks 
involved in the use or consumption of the product (and, in the final analysis, which affect its safety) does not 
carry any pecuniary penalty whatsoever for the manufacturer. However, it is clear that such lack of activity 
can lead to important legal consequences; specifically, the withdrawal of the product from the market.2

 2 Moreover, it would be possible to defend a joint interpretation of articles. 49 of RDL 1/2007 (formerly article 34.7 of 
Law 26/1984 for the Protection of Consumers and Users and 8.4 of the General Product Safety Regulation allowing 
the imposition of penalties on those manufacturers who do not comply with the duties established in the General 
Product Safety Regulation or resist from implementing the administrative measures for which provision is made 
therein. Indeed, article 8.4 of the General Product Safety Regulation sets forth that any sanction due to the infringe-
ment of the obligations and duties established in its provisions must be dealt with under the scope of Law 14/1986 of 
April 25 on Health and in RLD 1/2007.
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What Type of Factors Go Into Deciding The Adequacy of A Warning?
RDL 1/2007 does not set forth the type of factors that need to be considered when assessing the adequacy of 
a warning. However, scholars unanimously consider that the knowledge of the average consumer is the basic 
criterion for that assessment. Therefore, according to Spanish scholars’ opinion, an adequate warning must:

 (i) be clear and understandable for the average consumer category that is being contemplated;

 (ii) relate to the specific risks that the expectable use of the product involves;

 (iii) be proportionate (both as regards its content and its form) to the risks of which the consumer is 
being warned; and

 (iv) include instructions both on how to use the product in order to avoid foreseeable risks and on how 
to react should the risk finally occur in order to avoid or diminish resulting damage.

Unless any specific regulation requires it, the warnings do not need to be physically attached to or 
printed on the product itself, but can be included in the booklet or leaflet that is delivered to the consumer 
together with the product. Additionally, warnings may be issued by the manufacturer as part of its advertis-
ing campaigns if such means are considered to be sufficient in connection with the specific product.

Is It Always Necessary To Warn?

Is It Necessary To Warn About Commonly Known Dangers?

It is not necessary to warn about commonly known dangers. Danger and defect are not considered to be the 
same concept in the area of product liability. Thus a product whose danger is known to consumers will not be 
considered defective. When interpreting and applying the Spanish product liability regime, Spanish scholars 
cite the European Commission in this respect in its preparatory work for Directive 374/85, which is applica-
ble to Spanish law. In effect, when questioned by MEP Ms Flesh (written question 233/80), the Commission 
replied that it “agrees with the honourable MEP in considering that citizens cannot expect full safety of a prod-
uct that involves risks inherent in its nature and which are known to them, such us, for instance, the health 
risks posed by alcoholic beverages. In effect, a product of such characteristics is not defective as per Article 4 of 
the draft Directive.”

Is There A Duty To Warn of Open and Obvious Dangers?

There is no duty to warn of open and obvious dangers either. It is understood that consumers cannot legiti-
mately expect that a product that presents open and obvious dangers is safe.

However, both in the case of commonly known and in the case of open and obvious dangers, the manu-
facturer still has the duty to provide the consumer or user of the product on information as to how to avoid 
those risks (if such avoidance is feasible with the undertaking of certain additional precautions in the con-
sumption or use of the product).

  In effect, article 49 RDL 1/2007 provides that “the following are considered to be breaches in relation to the defence 
of consumers and users: (…)The breach of the provisions on safety insofar as they involve or could amount to risks 
for the user or consumer.” If, as a consequence of the lack of research required in respect of the safety of the product, 
the basic provision on the safety of the products is breached, this could be understood as meaning that pecuniary 
sanctions could be imposed upon a manufacturer who fails to carry out their duty to perform research. Article 51 of 
RDL 1/2007 sets forth the amounts of those penalties.
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Is It Necessary To Warn About Unavoidably Unsafe Products?

Again, it is not necessary to warn about unavoidably unsafe products provided that they are obvious or 
known to the consumers.

Is There A Heeding Presumption Within Spain?

RDL 1/2007 does not set forth any heeding presumption. In fact, article 139 of RDL 1/2007 sets forth that “an 
injured party who would like the damage caused to be remedied will have to prove the defect, the damage 
and the causal link between them.”

Thus, if the alleged defect of the product originates from the manufacturer’s infringement of its duty to 
warn of the risks that the product involves, the consumer must prove that such infringement of the duty to 
warn is the specific cause of the damage in respect of which the claim is brought.

In principle, the proof of causation must cover the causal link existing (i) between the infringement of 
the duty to warn and the specific damage suffered by the consumer and (ii) between the defect deriving from 
the infringement of the duty to warn and the consumption decision made by the consumer (i.e. as a rule, the 
consumer bears the burden of proving that he or she would not have consumed/used the product had she or 
he been warned of the risks relating to the product).

However, it should not be overlooked that Spanish Civil Procedure rules allow judges to alter the bur-
den of proof (i) on the basis of the criterion of evidentiary availability and facility; or (ii) as a result of the 
application of judicial presumptions, which are also regulated by the mentioned rules and that could lead a 
judge to considering that it is reasonable to assume that the average consumer/user would normally not have 
consumed or used the product had he or she been warned of its risks. As a result, the manufacturer would 
have had the burden of proving that the consumer/user would not have changed his or her consumption/use 
decision had he or she become aware of the risks that the product involves.

What Defenses Are Available To Those Within The Chain of Distribution?

The Manufacturer

Article 140 of RDL 1/2007 sets forth that the manufacturer will not be liable if it proves that:

 it did not put the product into circulation;

 having regard to the circumstances, it is presumable that the defect did not exist at the time when the 
product was put into circulation;

 the product was neither manufactured for sale or any other form of distribution for economic pur-
poses, nor manufactured, imported, supplied or distributed within the a professional or commer-
cial activity;

 the defect is due to the product complying with mandatory regulations in force; or

 the scientific and technical knowledge at the time that the product was put into circulation was not 
such as to enable the existence of the defect to be discovered.

Although the law does mention it, it seems clear that most of the abovementioned defenses can be 
opposed by the manufacturer in a product liability claim that is based on its alleged infringement of the duty 
to warn.
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Bulk Suppliers, Distributors, and Retailers

The product liability regime set forth in RDL 1/2007 is only applicable to manufacturers and EU importers. 
Bulk suppliers, distributors within the EU and retailers do not hold any product liability pursuant to RDL 
1/2007, except when they distribute the product knowing it is defective or when the manufacturer cannot 
be identified.

However, RDL 1/2007 sets forth that all those who have participated in the production or preparation 
process of the product, including its distribution, must be considered to be jointly and severally liable, not-
withstanding their degree of participation in the damaging circumstance. Accordingly, the injured party 
would be entitled to bring a claim for liability for the damage caused due to a defect in the product (in the 
case being analyzed, due to the alleged infringement of the duty to warn) against anyone involved in the pro-
duction or distribution process of the product. Therefore, the distributor could be found liable irrespective of 
the fact that it did not manufacture the product.

It should nevertheless be pointed out that this interpretation may unjustifiably stray from the wording 
of article of 132 of RDL 1/2007, which requires the effective involvement of those who are jointly and severally 
liable, in the damaging circumstance. This is particularly relevant in those cases in which the infringement 
of the duty to warn is alleged by the plaintiff, since the lack of involvement of those who merely participated 
in the distribution and retailing of the product is apparent.

In fact, article 132 of RDL 1/2007 is in line with principles and doctrine traditionally accepted in relation 
to the interpretation and application of article 1902 of the Spanish Civil Code. By virtue of those principles, 
the joint and several liability rules must only be applied in those instances in which (i) it is not possible to 
determine, from among various individuals, who is responsible for the claimed damage; or (ii) there is no 
doubt that several individuals have been involved in causing the damage and it is impossible or extremely 
complex to determine the degree of each of their involvement.

Do Component Part Manufacturers Have A Duty To Warn?

If So, How Is It Discharged?

Pursuant to article 140.2 of RDL 1/2007, the manufacturer of a final product will not be liable if it proves that 
the defect of the product is attributable to its design in which the component has been fitted or to the instruc-
tions given by the manufacturer of the product.

With this in mind, it appears necessary for component part manufacturers to warn of the risks relating 
to the product to avoid their liability.

What Role Does The Learned Intermediary Doctrine Play Within Spain?
The Spanish product liability regime does not expressly contemplate the learned intermediary doctrine. 
However, nothing in the law seems to prevent the defendant manufacturer from formerly trying to oppose 
such defense, since the Act does not request that necessary warning on the risks that the product involves be 
directly addressed by the manufacturers to consumers.

However, there is little case law that specifically addresses the applicability of the mentioned doctrine 
within the Spanish product liability regime. Thus, in a case in which a patient claimed damages for the side 
effects caused by the intake of a drug (Lamisil), the Court of Appeal of the Balearic Islands found that the 
product was defective since its prospectus did not mention the side effects although they were described in 
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detail in the leaflet that the manufacturer had provided the prescribing chemist with (AP Baleares, July 19, 
2000 JUR 296591).

As an exception, manufacturers might successfully oppose the learned intermediary doctrine in the field 
of medical device liability in those limited cases in which they are able to prove that (i) it was not feasible 
to effectively convey the warnings on the risks involved in using the product to its final user because of the 
unlikelihood that the patient would get actual access to the instructions or warnings and the impracticality 
of developing advertising campaigns on the product (for example, in the case of some medical devices, such 
as heart valves or breast implants); and that (ii) as an alternative, the manufacturer conveyed that informa-
tion to the physician who implanted or used the product as part of the patient’s medical treatment.

Is It Possible To Delegate The Duty To Warn To Third Parties, Such As Employers?
As we have mentioned above, RDL 1/2007 does not stipulate that necessary warnings on the risks that a 
product involves be directly addressed by the manufacturers to consumers.

However, Spanish scholars consider that the delegation of the duty to warn is only possible in very excep-
tional cases. In particular, only in those very limited cases in which exceptional circumstances impede the 
manufacturer from adequately conveying the information on the risks that the use of the product involves to 
the final user of the product, may the delegation by the manufacturer of its duty to warn not only be possible, 
but even necessary.

For example, in industrial machinery products in which warnings cannot be feasibly labeled on the 
machinery, but are rather included in voluminous functioning manuals. In that case, it might be understood 
that it is sufficient for the manufacturer to convey to the employer the warnings regarding the risks involved 
in the use of the machinery. It would then be the employer’s duty to ensure that the mentioned warnings 
reach its employees.

Is It Necessary To Warn The Sophisticated User?
Despite the fact that RDL 1/2007 requires that the warnings are sufficient for the purposes of average con-
sumer knowledge, scholars understand that the manufacturer may consider the need to warn—or expand on 
the warnings—in light of the specific technical or scientific knowledge of the users or consumers to which 
the product is addressed.

Additionally, once an injury has occurred, the fact that the consumer or user of the product that has suf-
fered damage had specific and highly-qualified knowledge of the product and its features will be taken into 
account by the court when assessing whether or not the warnings were sufficient. For example, in a tobacco 
litigation case the Court of Appeal of Madrid (Trial Court No. 2), in its Decision of May 21, 2001 stated that 
“…furthermore, it must not be forgotten that Dr … was a medical doctor and, therefore, was fully aware of the 
risk represented by tobacco use, in addition to the publicity, which has been given to this matter, to the extent 
that we have reached the point where it is generally known.

Is An Expert Required On Warning Issues?
The articles relating to product liability regime in RDL 1/2007 do not impose an obligation on manufactur-
ers to retain an expert on warning issues. Additionally, retaining an expert on warnings does not exonerate 
the manufacturer from its product liability in the case that the warnings on which the expert advised have 
proven to be ineffective or insufficient to make the average consumer aware of the risks of the product.
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Is There A Post-Sale Duty To Warn?
Again, RDL 1/2007 does not expressly impose any post-sale duty to warn on to the manufacturer. However, 
Spanish scholars agree that such post-sale duty to warn can ultimately derive from the legitimate expectation 
principle set forth in article 3 of RDL 1/2007. As mentioned above such post-sale duty also arises from the 
regulation set forth in the General Product Safety Regulation.

However, as noted above, pursuant to the General Product Safety Regulation, manufacturers must notify 
the relevant authority of the existence of risks for consumers that are incompatible with the general safety 
requirements and take adequate corrective measures to avoid or minimize such risks.

Has The Duty To Warn Been Pre-Empted With Respect To Any Product?
The existence of specific regulation according to which manufacturers must mandatorily include certain 
warnings on the product that they manufacture does not necessarily exonerate them from being found civilly 
liable. Article 140.1.d) of RDL 1/2007 sets forth that the manufacturer will only be exonerated from liability 
in those limited cases in which “the defect exists specifically owing to the fact that the product was manufac-
tured according to existing mandatory regulation.”

Therefore, in order to be able to use the pre-emption defense under Spanish law, the manufacturer must 
prove that (i) the damage suffered by the consumer or user directly results from the manufacturer includ-
ing the warnings imposed as mandatory by the public authorities; and that (ii) the manufacturer could not 
depart from the specific warnings imposed by the public authorities as mandatory—either by modifying the 
content or wording of the warning or by adding supplementary warnings to those imposed by the law.

The pre-emption defense in Spain could be effectively opposed by drug, alcohol beverage or tobacco 
manufacturers for the purposes of mandatory warnings as they have a legal obligation to insert warnings in 
the product labeling of these products and provided that the damages claimed are a consequence of the mis-
leading or confusing nature of the mandatory warnings.
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