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1. Product Safety

1.1 Product Safety Legal Framework
Royal Legislative Decree 1/2007 (RLD 1/2007)
is the main law setting out the legal regimen for
product safety in Spain. It approves the consoli-
dated text of the General Law on the Protection
of Consumers and Users and other complemen-
tary regulations.

RDL 1/2007 establishes the main rules and obli-
gations that, in general, must be respected by
companies that make products available on the
market to guarantee the protection of the health
and safety of consumers and users.

Other laws and regulations set forth additional
rules and obligations depending on the type of
product and its impact on the health and safety
of consumers. This is the case with the following
laws and regulations:

* Royal Legislative Decree 1/2015, which
approved the consolidated text of the law
on guarantees and rational use of medicinal
products and medical devices;

« Law 17/2011, regarding food safety and nutri-
tion;

+ Law 14/1986, on general public health;

+ Royal Decree 1801/2003, on general product
safety;

* Royal Decree 1345/2007, which regulates
the authorisation, registry and dispensation
conditions of medicinal products for human
use prepared industrially;

+ Royal Decree 192/2023, which regulates
medical devices; and

* Royal Decree 85/2018, which regulates cos-
metic products.
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1.2 Regulatory Authorities for Product
Safety

The General Directorate for Consumer Affairs
of the Ministry of Consumer Affairs and the
competent consumer authorities of the auton-
omous regions of Spain are the main authori-
ties responsible for ensuring that the products
made available to consumers and users meet
the requirements established to provide a high
level of health and safety at the same time as
they respond to demands related to quality.

Other key sector-specific regulators are also in
charge of ensuring that the specific products
made available to consumers and users meet
the requirements established to provide a high
level of health and safety at the same time as
they respond to demands related to quality.
Such regulators include:

+ the Spanish Agency for Medicinal Products
and Medical Devices (AEMPS), which is the
regulatory authority in charge of the technical
requirements and surveillance of medicinal
products, medical devices, cosmetics and
personal care products; and

+ the Spanish Agency for Food Safety and
Nutrition (AESAN), which is in charge of the
technical requirements and surveillance of
food and nutritional products.

Regional authorities are also responsible for
controlling advertising, performing inspections
of manufacturing and distribution premises, and
performing all necessary controls to ensure that
products comply with the applicable regulations.

1.3 Obligations to Commence Corrective
Action

According to the provisions of RLD 1/2007, any
entity involved in placing a product at the dis-
posal of consumers and users, within the limits
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of its activity, must withdraw from the market,
suspend marketing or recover from the con-
sumer or user, through effective procedures, any
product that does not meet the conditions and
requirements of RLD 1/2007 or which, for any
other reason, represents a foreseeable risk to
personal health or safety on any other grounds.

In addition, the competent authorities may adopt
all measures as are necessary and proportionate
to eliminate the risk, including direct interven-
tion regarding the product and direct compul-
sion of the entity involved. In these cases, all
the expenses incurred will be charged to the
involved entity whose conduct gave rise to such
measures, irrespective of the sanctions that may
be imposed, if any. The levying of such expenses
and penalties may be carried out through the
administrative enforcement procedure. Taking
into account the nature and severity of the risks
detected, public authorities may also inform
affected consumers and users through the most
appropriate means about the existing risks or
irregularities, the affected product, the meas-
ures adopted and the appropriate precautions,
in order to protect themselves from the risk and
obtain their collaboration in the elimination of its
causes.

1.4 Obligations to Notify Regulatory
Authorities

The trigger for notification to authorities in
respect of product safety issues may vary
depending on the type of product at issue and
the applicable regulations.

Medicinal Products

For instance, regarding medicinal products,
applicable regulations establish that the holder
of a marketing authorisation is obliged to:
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+ comply with its pharmacovigilance obliga-
tions;

* observe the conditions under which the mar-
keting authorisation was granted, in addition
to the general obligations established in the
legislation;

+ submit periodic safety reports established
by regulation, in order to keep the safety file
updated;

» make the results of clinical trials public,
regardless of the favourable (or not) outcome
of their conclusions; and

« collaborate in the control programmes, guar-
antee the suitability of the products on the
market and report any possible withdrawal
of batches from the market and notify the
AEMPS, the autonomous regions and the
authorities of all countries where it has been
distributed, with the appropriate speed for
each case and stating the reasons and any
action undertaken to withdraw a batch from
the market.

Without prejudice to their own responsibility, all
authorities and health professionals, as well as
pharmaceutical companies and distribution enti-
ties, are obliged to collaborate diligently in the
dissemination of knowledge of the safety of the
product. Likewise, health professionals, phar-
maceutical companies and distribution entities
are obliged to notify any anomalies of which they
have knowledge to the health authorities.

Medical Devices

With regard to medical devices, manufacturers
of devices made available on the Union market
shall report to the relevant competent authori-
ties, in accordance with provisions of Regulation
(EU) 2017/745, the following:

(@) any serious incident involving devices
made available on the Union market,
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except expected side-effects which
are clearly documented in the product
information and quantified in the technical
documentation and are subject to trend
reporting; and

(b) any field safety corrective action in
respect of devices made available on the
Union market, including any field safety
corrective action undertaken in a third
country in relation to a device which is
also legally made available on the Union
market, if the reason for the field safety
corrective action is not limited to the
device made available in the third country.

In addition, healthcare professionals and author-
ities who, in the course of their activity, become
aware of a serious incident must also notify it
to the AEMPS, through the electronic site ena-
bled for this purpose, who will transfer it to the
manufacturer of the affected product. Patients
and users are also allowed to notify serious inci-
dents to the AEMPS using the electronic proce-
dure enabled for this purpose, without prejudice
to the notification they may have made to the
manufacturer, another economic agent or the
healthcare professional.

Food and Nutritional Products

In accordance with Article 19 of Regulation No
178/2002, if a food business operator considers
or has reasons to believe that any of the food
that it has imported, produced, processed, man-
ufactured or distributed does not meet the safety
requirements, it shall immediately withdraw that
food from the market when the food is no longer
subject to its immediate control and shall inform
the competent authorities thereof. In the event
that the product may have reached consum-
ers, the operator will effectively and accurately
inform consumers of the reasons for its with-
drawal. Moreover, if the competent authorities
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deem it necessary, the operator will recover the
products that have already been supplied to
consumers when other measures are not suffi-
cient to achieve a high level of health protection.

1.5 Penalties for Breach of Product
Safety Obligations

The intentional or negligent breach of product
safety obligations may be subject to adminis-
trative and criminal sanctions. Furthermore, any
person responsible for such a breach can be
also liable for damages.

The most notorious criminal case in this regard
was the rapeseed oil case, in which more than
30 industrialists were prosecuted during the
late 1980s due to their participation in the com-
mercialisation of a supposedly edible oil that
was adulterated with rapeseed oil (for industrial
use and forbidden for foodstuffs). The rape-
seed oil contained a toxic chemical substance
that caused the death of more than 300 peo-
ple and left more than 25,000 affected. In 1992,
the Supreme Court sentenced the industrialists
responsible to significant convictions of impris-
onment and to payment of the correspondent
compensation to the affected persons. Because
of the large compensation, some of the convict-
ed industrialists became, and were declared,
insolvent.

As a result, the affected persons started legal
proceedings against the Spanish state to also
declare its pecuniary responsibility due to the
negligence of its officials in the process. The
judicial battle ended in 1997 when the Supreme
Court sentenced the state as a subsidiary liable
party to pay compensation of more than 500 mil-
lion pesetas to those affected.
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2. Product Liability

2.1 Product Liability Causes of Action
and Sources of Law

Liability Under RLD 1/2007

In Spain, the regime for general liability for defec-
tive products is established in RLD 1/2007, with
Articles 128-146 setting the main rules on prod-
uct liability. It is mainly a regime of non-absolute
strict liability nature. Liability is deemed strict
because the injured party is not required to prove
fault or negligence on the part of the producer.
However, it is not absolute, as the obligation to
compensate arises only if the product alleged to
have caused the damage is deemed “defective”.

Under this regime, the “producer” of a defective
product will be liable for any damage caused by
death or by personal injuries, and/or any dam-
age to, or destruction of, any item of property
other than the defective product itself, provided
that the item of property is of a type ordinar-
ily intended for private use or consumption and
was used by the injured person mainly for their
own private use or consumption. It is the respon-
sibility of the claimant to prove that the product
was defective, that damage occurred and that
there was a causal link between the defective
product and the damage suffered.

Under this regime of RLD 1/2007, a product is
defective when it does not offer the safety that
could legitimately be expected, considering all
circumstances and, especially, its presentation,
the reasonably foreseeable use of the product
and the moment when the product was put
into circulation. As established by the Spanish
Supreme Court in its judgment 495/2018 of 14
September 2018, this concept of “defective
product” is a normative concept that must be
interpreted in accordance with the criteria estab-
lished by law. In this regard, simple modification
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of a product (eg, to introduce enhanced informa-
tion on warnings, risks, or side effects according
to the latest available data) does not cause the
product to be defective, since the defect defi-
nition makes it clear that “a product shall not
be considered defective for the sole reason that
such product is subsequently put into circulation
in a more improved version”.

Therefore, within the framework of the regime for
product liability outlined in RLD 1/2007, a defect
is defined as “the lack of safety that could legiti-
mately be expected from the product”, based on
the criterion of “legitimate safety expectations”.

For the purposes of this regime, “producer”
means:

+ the manufacturer or the importer in the EU
of a finished product, any raw material, or a
component part of a finished product; and/or

« the “apparent producer” of the product - ie,
any person who presents themselves as the
producer of the product, by putting their
name, trade mark or other distinguishing fea-
ture along with the product, whether on the
container, wrapping or any other protective or
presentational component.

The “producers” responsible for the same dam-
age by application of this regime will be jointly
and severally liable before the injured party.
However, the one who responded to the injured
party will have the right to file an action for recov-
ery against the other responsible “producers”,
according to their participation in the damage.

Where the “producer” of a product cannot be
identified, each supplier of the product (ie, the
distributor or the “retail” supplier) will be con-
sidered as its “producer”, unless they inform the
injured party of the identity of the “producer” or
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of the person who supplied them with the prod-
uct within a term of three months before they are
required to give such information. This has been
clarified, among other matters, by the judgment
of the Court of Justice of the European Union
(CJEU) of 2 January 2009 (case C-358/08) and
the judgments of the Spanish Supreme Court of
21 January 2020 and of 20 July 2020.

It must also be noted that the suppliers of a
defective product will be treated as if they were
its “producer” if they supplied the product while
being aware that the defects exist. In such a
case, the supplier is also able to file an action
for recovery against the producer.

Other Forms of Liability

This strict liability system set forth in RLD 1/2007
does not preclude other liability systems provid-
ing an injured party with greater protection, nor
does it affect any other right to damages, includ-
ing moral damages, to which the injured party
may be entitled as a consequence of contractual
liability, based on the lack of conformity of the
goods or any other cause of non-performance or
defective performance of the contract, or of any
other non-contractual liability that may apply.

2.2 Standing to Bring Product Liability
Claims

Every injured party has standing to bring a prod-
uct liability claim based on RLD 1/2007.

2.3 Time Limits for Product Liability
Claims

The statute of limitations for bringing a claim for
product liability under the regime of RLD 1/2007
is three years from the date when the damages
were incurred by the injured party, provided that
the identity of the party liable for the damages is
known to the injured party.
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The limitation period may be interrupted by the
injured party by filing a claim before the courts,
by means of an extrajudicial claim or through
any act of acknowledgment by the liable party.

Nevertheless, the right to claim the recovery
of damages as provided in the product liability
regime of RDL 1/2007 expires ten years after the
defective product was placed on the market. The
only way to obviate this expiration date is to start
legal proceedings.

2.4 Jurisdictional Requirements for
Product Liability Claims

The requirements to invoke the jurisdiction of the
courts of Spain for product liability claims will
depend on whether the defendant is domiciled
in an EU member state or in a third country (ie,
a non-EU member state).

Domiciled in an EU Member State
If the defendant is domiciled in an EU mem-
ber state, the provisions of Regulation (EU)
1215/2012, on jurisdiction and the recognition
and enforcement of judgments in civil and com-
mercial matters, will be applicable.

According to the rules set forth in this Regulation,
Spanish courts have jurisdiction over any dis-
pute when the defendant is domiciled in Spain,
regardless of the claimant’s domicile. Therefore,
if the producer of the defective product is domi-
ciled in Spain, a claim may be brought against
them before the Spanish courts.

Defendants not domiciled in Spain may also
be sued before the Spanish courts on product
liability claims if the events leading to the prod-
uct defect occurred in Spain, or if the damage
occurred in Spain.
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In this regard, see the judgment of the CJEU,
case C-45/13, of 16 January 2014, or the judg-
ment of the Spanish Supreme Court of 21 Janu-
ary 2019.

Domiciled in a Non-EU Member State

If the defendant is domiciled in a non-EU mem-
ber state that has subscribed to an international
treaty with Spain, the jurisdiction of the Spanish
courts will be governed by the provisions of that
treaty.

In the absence of an international treaty, the juris-
diction of the Spanish courts will be governed by
the internal rules of jurisdiction of Spain. In this
regard, a defendant not domiciled in Spain may
be sued before the Spanish courts in the follow-
ing situations, among others:

« if the parties agree to do so, or if the defend-
ant appears before a Spanish court (this shall
not apply where appearance was entered to
contest the jurisdiction);

* regarding non-contractual obligations, when
the harmful event has occurred in Spain; and

+ in matters related to consumers if the con-
sumer has its habitual residence in Spain.

2.5 Pre-Action Procedures and

Requirements for Product Liability Claims
As of 3 April 2025, it is mandatory in Spain to
attend a prior appropriate alternative dispute
resolution (ADR) negotiation before initiating civil
or commercial court proceedings (this includes
any product liability claim). Appropriate ADR
refers to “any type of negotiation activity under-
taken in good faith by the parties to a dispute
with a view to finding an out-of-court solution to
the dispute, either by themselves or through the
intervention of a neutral third party”.
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Organic Law 1/2025 lists a number of systems
to be considered as appropriate ADR methods,
including, among others:

* mediation or conciliation;

+ a confidential binding offer, acceptance of
which is irrevocable;

+ a neutral, non-binding and confidential opin-
ion of an independent expert, to which the
parties may voluntarily adhere;

- direct negotiation between the parties or with
the intervention of their lawyers; and

» submission to a collaborative law process,
consisting of a negotiation in which the law-
yers involved will waive the right to represent
their clients in court if they do not achieve a
total or partial solution to the dispute.

2.6 Rules for Preservation of Evidence in

Product Liability Claims

Before the initiation of any court proceeding, the
one who intends to initiate it or any of the liti-
gants during the course thereof may request the
court to adopt, by means of an order, any useful
measures to prevent the destruction of any evi-
dence due to human conduct or natural events.

Among other things, the applicant for the adop-
tion of any of these measures should prove that:

* the evidence to be insured is possible, per-
tinent and useful at the time of proposing its
assurance/preservation;

+ there are real reasons to fear that the use of
said evidence may be impossible in the future
if the preservation measures are not adopted,;
and

« the preservation measure proposed, or
another measure that the court deems prefer-
able for the same purpose, may be deemed
conducive and carried out within a short time
and without causing serious and dispropor-
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tionate damage to the persons involved in the
litigation or to any third parties.

2.7 Rules for Disclosure of Documents in
Product Liability Cases

Under Spanish civil law, there is no general dis-
covery obligation between the litigating parties
— neither before court proceedings are com-
menced nor as part of the pre-trial procedures.
The Spanish civil system is based on the prin-
ciple of parties’ own production of evidence (ie,
each litigant shall obtain and present its own
evidence to support its claims in court proceed-

ings).

Exceptionally, and only in those cases in which
they are unable to obtain by themselves certain
data necessary to file a claim, the applicant may
request that the judge provide access to certain
sources of evidence specifically provided for,
prior to filing the lawsuit by way of preliminary
proceedings, in accordance with the Code of
Civil Procedure 1/2000.

Among other preliminary proceedings provided
in the law:

+ any interested party may request a copy of
the medical records from the health centre or
professional with custody of said records; and

+ an individual who considers themselves to
have been damaged by an event that could
be covered by civil liability insurance may
request the exhibition of the insurance con-
tract.

In addition, at the pre-trial hearing, any litigant
may request the judge to order the other party,
or third parties unrelated to the proceedings, to
exhibit any document related to the subject of
the dispute. In said request, the applicant must:
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« prove that the document is not available to
them and prove the impossibility of obtaining
it;

« prove that the document refers to the subject
of the process (because it is documentary
evidence relevant to the case) or to the effec-
tiveness of other means of proof (because it
gives, or does not give, effectiveness to other
evidence presented); and

« provide a photocopy or simple copy of the
document or indicate its content in the most
exact terms.

2.8 Rules for Expert Evidence in Product
Liability Cases

In this type of proceeding, the litigants are
responsible for proposing the examination of
expert evidence. The only restriction regarding
its nature and scope is that it must be neces-
sary to have scientific, artistic, technical or
practical knowledge to ascertain any facts or
circumstances that are relevant to the matter or
to acquire certainty about them.

The parties are allowed to present their own evi-
dence and bring their own technical specialists,
and/or request the court to appoint any tech-
nical specialist in order to assess the evidence
presented by the parties or ascertain any facts
or circumstances that are relevant to the matter
of the case.

Generally, in this kind of proceeding, the court
may not ex officio propose the examination of
expert evidence nor appoint technical special-
ists in order to assess the evidence presented
by the parties. However, in exceptional cases,
once the proceedings have been concluded and
before judgment is rendered, the court may ex
officio order the examination of new evidence
(including expert evidence) on relevant facts if
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the evidence already examined is found to be
insufficient. In practice, this is very unusual.

2.9 Burden of Proof in Product Liability
Cases

The product liability regime places the burden of
proving the existence of the defect, the damage
and the causal relationship between them upon
the claimant. To establish such causal relation-
ship, the claimant must provide solid and sub-
stantial evidence that supports such a link and
proves that damages are an appropriate and suf-
ficient result of the defect.

Proximate Causation

Nonetheless, occasionally, Spanish courts also
accept that the causal relationship may be prov-
en by means of presumption or circumstantial
evidence.

In Spain, the principle of generic causation
(ie, in order to prove the causal relationship, it
would be enough to demonstrate that a prod-
uct is capable of causing the alleged injury) is
not applied. Spanish courts have ruled that the
mere fact that a product can cause damage is
not enough to determine the defective nature
of that product; in order to prove that a product
is defective, the claimant must prove that the
damages suffered are effectively caused by the
defective product. It is sufficient that the claim-
ant proves the existence of a defect, but it is
not strictly necessary that the claimant provides
evidence of the specific defect of the product. It
can, therefore, be concluded that the proximate
causation principle operates in Spain.

Defective Batches/Series of Products

On 5 March 2015, the CJEU issued a ruling on
joined cases C-503/13 and C-504/13, under
which certain kinds of products can be consid-
ered defective under the proximate causation
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principle. In these particular cases, the CJEU
concluded that Directive 85/374/CEE on dam-
ages caused by defective products shall be
interpreted in a manner sensitive to the particular
product in question. The security requirements
that patients can expect from products such as
pacemakers and cardioverter defibrillators are
particularly high, considering their purpose and
the vulnerability of the patients who use them.
Under these circumstances, as they are prod-
ucts of the same model and production series,
after a defect has been detected in a unit, the
other units of the same model or batch can be
classified as defective without it being neces-
sary to prove the existence of the defect in each
particular unit.

Proving Liability When Medical Research is
Inconclusive

On 21 June 2017, the CJEU issued another deci-
sion (C-621/15) referring to the product liability
of manufacturers whose products have a defect
that poses a risk to the consumer. In these cir-
cumstances, the Court decided that European
law does not preclude a national court from con-
sidering, when medical research does not estab-
lish or reject a relationship between the vaccine
and the occurrence of a disease, that some facts
alleged by the injured person constitute serious
specific and consistent evidence enabling the
court to conclude that there is a defect in the
vaccine and that there is a causal link between
that defect and the disease.

On the other hand, the Court also ruled that
judges should ensure they do not reverse the
burden of proof when applying this evidence
regime. According to the Court, the Directive
precludes rules based on presumptions in which
medical research neither establishes nor rules
out the existence of a link between the vaccine
and the disease. The existence of a causal link
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between the defect attributed to the vaccine and
the damage suffered by the affected party will
always be considered determined if certain pre-
determined factual evidence is presented.

In the five judgments issued between 2017 and
2019 by the National High Court (AN) regard-
ing different liability claims filed in connection
with human papillomavirus (HPV) vaccines, the
Court confirmed that the burden of proving the
defect, the damage and the causal relationship
lies with the claimant and, in the absence of
evidence from the claimant, the Court absolved
the Ministry of Health and the pharmaceutical
company of all wrongdoings attributed to them.
The AN rejected the evidence proposed by the
claimants, consisting of opinions that, accord-
ing to the Court, did not undermine the studies
and clinical trials that endorsed the efficacy of
the product. With respect to the alleged lack of
informed consent prior to its administration, the
AN rejected the complaints because the claim-
ants had not proven that the pathologies they
were diagnosed with were a frequent adverse
reaction, and therefore the obligation to inform
did not include this risk since it was not known.
Moreover, the AN considered that the causal
relationship between the diagnosed diseases
and the vaccines had not been proven, as the
medical history did not point to the ailments and
symptoms from which the claimants suffered
being a consequence of the vaccine. Finally,
the Court also rejected the liability of the phar-
maceutical companies for defect of information
in the summary of product characteristics and
the leaflet on the basis that the claimants had
not proven that their diseases were caused by
the vaccine.
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2.10 Courts in Which Product Liability
Claims Are Brought

Product liability cases are usually brought before
civil courts. In certain cases, product liability cas-
es are also brought before administrative courts
when, jointly with damages actions on product
liability, the claimant brings actions against the
public administration.

All these cases shall be resolved by judges.

The amount of compensation will depend on the
damage suffered by the injured party. However,
the producer’s civil liability for damages caused
by defective products is subject to the following
rules:

+ EUR500 will be deducted from the amount of
compensation for material damage; and

« the global civil liability of a producer for
death and personal injury caused by identical
products that present the same defect will be
limited to approximately EUR63 million.

2.11 Appeal Mechanisms for Product
Liability Claims

In legal proceedings on product liability, it is pos-
sible to file an appeal before the Court of Appeal
against the judgment issued by the Court of First
Instance.

Against judgments on appeal rendered by the
Court of Appeal, it is possible to file a cassa-
tion appeal before the Supreme Court. This cas-
sation appeal may be funded infringement of a
procedural or substantive provision, provided
that there is an interest in the cassation proceed-
ings. The appeal will be considered to have a
cassation interest when the decision appealed
against in cassation opposes the case law of
the Supreme Court or resolves points and issues
on which there is contradictory case law of the
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Appeal Courts, or applies rules for which there is
no case law of the Supreme Court. This cassa-
tion appeal cannot be grounded on the assess-
ment of the evidence or the determination of
facts, except on obvious and immediately veri-
fiable errors of fact based on the proceedings
themselves. When the appeal is based on an
infringement of procedural rules, it is essential
to prove that the infringement has been reported
at all previous instances prior to the lodging of
the appeal. If the procedural infringement has
produced a defect that can be remedied, it must
have been requested that it be remedied in the
corresponding instances.

2.12 Defences to Product Liability
Claims

The producer shall not be liable if they can
prove that the product is not defective because
it provides the safety that could legitimately be
expected from it, taking all circumstances into
account, including the time when the product
was put into circulation, the presentation of the
product and the use to which it could reasonably
be expected that the product would be put.

The producer shall also not be liable if they can
prove that:

+ they did not put the product into circulation;

+ it may be presumed that the defect did not
exist when the product was put into circula-
tion, given the circumstances of the case;

+ the product had not been manufactured for
sale or for any other form of distribution with
an economic purpose, nor was it manufac-
tured, imported, supplied or distributed within
the context of a professional or entrepreneur-
ial activity;

« the defect is due to the fact that the product
was elaborated in accordance with existing
mandatory rules; and/or
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* the state of scientific and technical knowl-
edge existing at the time the product was put
into circulation did not allow for the discovery
of the existence of the defect.

The producer of a part integrating a finished
product shall not be liable if they prove that the
defect is attributable to the design of the prod-
uct into which the part was integrated, or to the
instructions provided by the manufacturer of the
finished product.

In addition, the doctrine points out that the
apparent producer shall not be liable if they can
prove that they were not the one who placed the
sign, brand, logo or stamp that identifies them as
the apparent producer into the defective product
or its packaging.

In the case of medicinal products, foods or
foodstuffs intended for human consumption, the
producer shall not be able to invoke the state
of scientific and technical knowledge defence
referred to in the foregoing.

2.13 The Impact of Regulatory
Compliance on Product Liability Claims
Compliance with regulatory requirements relat-
ing to the development, manufacture, licens-
ing, marketing and supply of a product can be
used as a defence if such requirements oblige
the producer to develop, manufacture, license,
market and/or supply the product in strict com-
pliance with such regulatory requirements. If this
is the case, the manufacturer could invoke the
ground for exoneration mentioned in the fourth
bullet point of 2.12 Defences to Product Liabil-
ity Claims.

In addition, compliance with regulatory require-
ments can be considered in the context of
assessing whether a product meets legitimate
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safety expectations and, therefore, when deter-
mining whether a product is defective or not.
These cases should be evaluated on a case-by-
case basis.

2.14 Rules for Payment of Costs in
Product Liability Claims

At the end of the proceedings, the costs of the
proceedings are imposed on the party who has
had all its pleas rejected, unless the court con-
siders that the case posed serious de facto or
de jure doubts.

When the payment of costs is imposed on the
party who has lost the case, that party shall pay
all court fees and other incidental expenses,
the fees of experts who have intervened in the
proceedings, as well as the attorneys’ fees of
the successful party, up to an amount that shall
not exceed one-third of the total claimed in the
proceedings for each of the litigants who have
obtained such an award. However, this limitation
shall not apply if the court declares the reckless-
ness of the losing party.

However, if the pleas were partially accepted or
rejected, each party shall pay the costs gener-
ated on its behalf, and half of the common costs,
except when there are reasons to impose the
payment thereof upon one of the parties due to
reckless litigation.

2.15 Available Funding in Product
Liability Claims

Third-party funding is not forbidden in Spain.
There is no specific provision that regulates
this method, apart from Article 1255 of the Civil
Code, which sets forth the following: “The con-
tracting parties may establish any covenants,
clauses and conditions deemed convenient,
provided that they are not contrary to the laws,
to the morals or to public policy”. Therefore, if it
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is not contrary to the law, morals or public order,
any agreement in this regard is valid.

At the EU level, the European Parliament has
launched the implementation of regulations on
the private funding of litigious litigation. On 13
September 2022, the Parliament adopted a
resolution with recommendations to the Com-
mission on responsible private litigation funding.
The Representative Actions Directive also con-
tains provisions regarding third-party funding in
relation to representative actions; however, this
Directive has not yet been transposed in Spain.

Attorneys’ professional fees shall be freely
agreed upon between the client and the attor-
ney in observance of the rules on ethics and free
competition. Furthermore, lawyers are allowed to
charge a success fee if they agree on such with
their client. The form of payment of fees shall
also be freely agreed upon, and may include
payment of a percentage of the outcome of the
claim. However, in any case, the client shall pay
the minimum expenses that the lawyer may incur
as a result of its designation.

Moreover, parties providing evidence that they
lack sufficient economic resources to litigate
may be beneficiaries of legal aid if they comply
with the requirements established in Law 1/10
January 1996, on legal aid.

2.16 Existence of Class Actions,
Representative Proceedings or Co-
Ordinated Proceedings in Product
Liability Claims

Article 11 of the Code of Civil Procedure 1/2000
foresees the possibility of bringing collective
legal proceedings and sets out that legally con-
stituted associations of consumers and users
shall have standing in court to defend the rights
and interests of their members and of the asso-
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ciation, as well as the general interests of con-
sumers and users, without prejudice to the indi-
vidual legal standing of the persons who have
suffered the damages.

When those damaged by a harmful event (eg, by
a defective product) are a group of consumers
or users that are perfectly determined or may
be easily determined, the standing to apply for
the protection of these collective interests cor-
responds to:

+ associations of consumers and users;

* legally constituted entities whose purpose is
the defence or protection of such consumers
and users; or

* the affected groups themselves.

In contrast, when those damaged by a harm-
ful event are an undetermined number of con-
sumers or users, or if the number is difficult to
determine, the standing to bring court proceed-
ings in defence of these collective interests
shall correspond exclusively to the associations
of consumers and users that form part of the
Council of Consumers and Users. If the territorial
scope of the conflict mainly affects one specific
autonomous region, the specific legislation of
that autonomous region shall apply.

The Attorney General’s Office also has legal
standing to bring any action in defence of the
interests of consumers and users.

Despite these procedural provisions, collec-
tive actions and representative proceedings for
product liability claims are not very common in
Spain. Such claims are usually brought by indi-
vidual plaintiffs.
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2.17 Summary of Significant Recent
Product Liability Claims

Regarding product liability of medicinal products
and medical devices, the following judgments
of the Spanish Supreme Court deserve special
mention.

The Judgments of 21 December 2020, and 21
and 28 January 2021

In these cases, the Supreme Court has resolved
different appeals for the unification of doctrine
and case law regarding whether a hospital that
has used a product whose toxicity is discovered
and alerted after it has been used shall be liable
for the injuries caused to the patient, or if such
liability must only fall upon the “producer” and
the competent authorities that authorised the
medicinal product, if applicable. The Supreme
Court has clarified that, in such cases, liability
must lie solely with the “producer” and, if appli-
cable, with the authorities that authorised the
product. The Supreme Court rejected any liabil-
ity of the hospital as the competence for moni-
toring the adequacy of such products relied on
the competent authorities (not the hospital). The
Supreme Court also pointed out that the hospi-
tal cannot be held liable for the risk created by
allowing the use of the product, since that risk
derives from the defective manufacture of the
product.

The Judgment of 1 March 2021

In this case, the Supreme Court ruled on the con-
cepts of “defective product” and “safety which
may reasonably be expected” with regard to a
hip prosthesis that, after being commercialised,
showed a revision rate higher than expected.
Its manufacturer issued a safety notice recom-
mending that users of the affected prosthesis
follow a specific monitoring and control plan,
and several months later voluntarily withdrew
the product from the market.
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The Supreme Court pointed out that a manufac-
turer may be held liable under the product liabil-
ity regime of RLD 1/2007 not only for damages
caused by products infringing safety and qual-
ity regulations but also for damages caused by
products that, despite having undergone safety
and quality controls, remain “unsafe”. The rel-
evant time to determine whether a product is
unsafe/defective is the time when the product
is put into circulation. According to the Supreme
Court, although the voluntary withdrawal of a
product from the market does not necessarily
mean that the product was defective at the time
it was put into circulation, it may indeed consti-
tute an indication that at that time the product
did not comply with the safety standards that
may reasonably be expected from it.

In the court proceeding, the manufacturer alleged
that the prosthesis only had minor failures and
that, in the majority of cases, it worked well in
and accordance with its purpose. Furthermore,
the manufacturer alleged that there was no proof
that the damages were caused by the prosthesis
itself and that the withdrawal of the product from
the market had been entirely voluntary.

The Supreme Court did not accept these claims
and considered that the fact that the prosthe-
sis had an unexpectedly high rate of revisions
must prevail. As per the Court, this high rate
of revisions, which was neither identified nor
disclosed by the manufacturer at the time the
product was put into circulation (and, therefore,
was not known by the medical community and
the relevant notified bodies at that time), shows
that the risks posed by the prosthesis were
higher than expected. In these circumstances,
the Supreme Court concluded that it falls on the
manufacturer to prove why it was not possible to
identify and disclose the true risks of the device
(that ultimately caused the need to withdraw the
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product from the market) at the time the product
was put into circulation.

The Judgment of 24 January 2022

In this judgment, the Supreme Court confirmed
the doctrine set forth in the Judgment of 20 July
2020 regarding liability for damages in corporate
groups.

The Supreme Court began by recalling that the
general rule in Spain is to respect the concept
of the separate legal personality of companies,
meaning that:

« each company is only liable for the fulfilment
of the obligations it assumed and those aris-
ing from its own actions; and

* belonging to a corporate group does not
entail that a company may be held liable for
acts carried out by other group companies.

Although the doctrine of veil piercing allows
the plaintiff to sue a company other than that
which performed the acts leading to the alleged
damage, this is only possible on an exceptional
basis. In order to apply such veil piercing, the
plaintiff must prove that the company liable for
the acts leading to the alleged damage was used
abusively by another group company for the very
purpose of impeding future claims. In these
cases, the other group company may indeed
be sued. In the remaining cases, suing a group
company other than the one that performed the
acts leading to the alleged damage will pose
serious difficulties to the claimants.

The Supreme Court further stated that partially
coinciding names between companies belong-
ing to a corporate group is not a sufficient reason
to sue a company for the acts carried out by
another company of the same group.
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The Judgment of 7 February 2024

In this case, the Spanish Supreme Court ruled
on the extinction of liability time limit of ten years
from the time the product is put on the market,
during which an action based on the product lia-
bility regime of RDL 1/2007 can be brought. The
Supreme Court pointed out, in this ruling, that
when a product liability claim is brought against
a distributor that does not comply with its iden-
tification duties, this period of extinction starts
when the distributor (not the manufacturer) put
the product on the market.

3. Recent Policy Changes and
Outlook

3.1 Trends in Product Liability and
Product Safety Policy

On 24 December 2020, Directive (EU) 2020/1828
of the European Parliament and of the Council of
25 November 2020 on representative actions for
the protection of the collective interests of con-
sumers, repealing Directive 2009/22/EC, entered
into force.

This Representative Actions Directive has not yet
been transposed in Spain. One of the develop-
ments of this Directive is to include a system
of disclosure of evidence that allows qualified
entities intending to bring a representative action
to request that the defendant or a third party dis-
closes certain pieces of evidence under its con-
trol that are relevant for the action to be brought.
This may lead to significant modifications of the
structure of the Spanish civil procedure regard-
ing representative actions for the protection of
the collective interests of consumers related to
product safety infringement and product liability,
among others.
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Another trend in product liability and product
safety policy is Directive (EU) 2024/2853 of the
European Parliament and of the Council of 23
October 2024 on liability for defective products,
repealing Council Directive 85/374/EEC.

This new Directive on liability for defective prod-
ucts introduces certain measures that may have
a relevant impact on product liability litigation.
These include the following.

* A more precise, detailed and comprehen-
sive definition of the parameters that outline
the concept of defectiveness (which would
continue to be based on the criteria of safety
that a person is entitled to expect in accord-
ance with the safety standards required under
Union or national law) and a broader list of
non-exhaustive circumstances to be consid-
ered when assessing defectiveness, including
(i) the presentation and characteristics of the
product, including its labelling, design, techni-
cal features, composition and packaging, and
instructions for its assembly, installation, use
and maintenance; (ii) the reasonably foresee-
able use of the product; (iii) the effect on the
product of any ability to continue to learn or
acquire new features after it is placed on the
market or put into service; (iv) the reasonably
foreseeable effect that may be caused by oth-
er products that are expected to be used with
the product (also by interconnection); (v) the
precise time when the product was placed
on the market; (vi) the relevant product safety
requirements (including cybersecurity require-
ments); (vii) any recall of the product and/or
any other interventions made by a regulatory
authority or an economic operator respon-
sible for the product in relation to its safety;
(viii) the specific needs of the group of users
for whom the product is intended; and (ix) in
the case of a product whose very purpose is
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precisely to prevent damage (as stated in the
explanatory part of the Directive, for exam-
ple a warning mechanism such as a smoke
detector, the possible non-fulfilment of this
purpose by the product. Finally, like the previ-
ous regulation, the new Directive establishes
that in no case will a product be considered
defective because a better product or an
improved or updated version of it is subse-
quently placed on the market. With regard to
this last element, it should be recalled that, in
the field of medicinal products, the informa-
tion provided in the summary of product char-
acteristics and the package leaflet is regularly
updated on the basis of the latest available
data. Thus, a medicinal product that at the
time it is marketed is not considered defec-
tive will not cease to offer the “safety that can
legitimately be expected” simply because

its summary of product characteristics and
package leaflet are updated at a later date,
including, for example, new warnings, risks
or adverse effects (see the judgment of the
Barcelona Provincial Court of 18 April 2008
in relation to Agreal® or the judgment of the
Madrid Provincial Court in its judgment of 24
November 2011, in relation to Zyprexa®).

A new system of disclosure of evidence and
presumptions, which aims to make it easier
for the claimants to prove the defect and the
causal link in complex cases.

A new expanded list of responsible parties.

In the case of defective products or com-
ponents whose manufacturer is established
outside the EU, the authorised representa-
tive of the manufacturer will also be liable
alongside the importer; and, where there is no
importer established in the EU or authorised
representative, the logistics service provider
will be liable. Any natural or legal person who
substantially modifies a product outside the
manufacturer’s control and subsequently
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markets or puts it into service will also be
considered the manufacturer of the product
for the purposes of the new Directive. The
distributor of the defective product (and the
provider of an online platform that allows con-
sumers to enter into distance contracts with
traders) may also be liable when neither the
manufacturer, the importer of the product or
component, the authorised representative nor
the responsible logistics operator is identified
if: (i) the injured party requests the distribu-
tor (or the provider of the online platform) to
identify the economic operator established

in the EU responsible, or the distributor who
supplied the product to them, and (ii) the
distributor (or the provider of the online plat-
form) does not identify the economic operator
within one month of receiving such a request.
In any case, where two or more economic
operators are responsible for the same dam-
age, they shall be jointly and severally liable
to the injured party. However, the economic
operator who is jointly and severally liable for
compensation shall be entitled to recourse
against the other economic operators respon-
sible.

The new rules on limitation and expiry peri-
ods. The limitation period for bringing product
liability actions will continue to be three years.
As a novelty, the new Directive establishes
some modifications regarding the rules for its
computation: the limitation period will start to
run from the day on which the injured party
becomes aware (or should reasonably have
become aware) both of the damage and of
the defective nature of the product, as well

as of the identity of the economic operator
who may be held liable. This limitation period
may be interrupted in accordance with the
applicable rules of national law. On the other
hand, the ten-year expiration period remains
in force. Once this period has elapsed sub-
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sequent to the product being placed on

the market, no claims for damages can be
brought. However, this period is extended to
25 years for claims for damages that become
apparent after these ten years have elapsed
due to the latency of the injury caused.

+ Another important novelty is that the new
Directive removes the possibility for mem-
ber states to set an overall monetary limit of
liability per product of the same kind with the
same type of defect. Member states will also
have to ensure that the liability of economic
operators under the new Directive cannot be
excluded or limited, vis-a-vis the injured party,
by a contractual provision or by national law.

3.2 Future Policy in Product Liability and
Product Safety

The system of disclosure of evidence and pre-
sumptions provided by the New UE Product
Liability Directive will lead to a major modifica-
tion to the existing procedural rules in Spain on
this matter.

As pointed out in 2.7 Rules for Disclosure of
Documents in Product Liability Cases, Spanish
civil law is based on the principle of the parties’
own production of evidence (ie, each litigant par-
ty must obtain and present its own evidence to
support its claims in court proceedings), and no
general discovery obligation exists between the
litigant parties — neither before court proceed-
ings start nor as part of the pre-trial procedures.

However, to facilitate the claimant’s burden of
proof in a complex product liability case, the
New UE Product Liability Directive establishes
the following measures on disclosure and pre-
sumptions.
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Disclosure of Evidence by the Parties

A claimant who presents sufficient facts and evi-
dence to support the plausibility of its claim may
request that the courts order the defendant to
disclose relevant evidence in their possession
that the claimant considers necessary to support
their claim. The defendant may also make this
request in relation to evidence in the claimant’s
possession, where the defendant presents suf-
ficient facts and evidence of the need to access
this evidence in order to defend the claim.

The courts shall ensure that this disclosure of
evidence between the parties is limited to what
is necessary and proportionate, taking into
account the legitimate interests of all persons
concerned and, in particular, the protection of
confidential information and trade secrets.

This measure represents a significant innova-
tion in the Spanish procedural system, which
is based on the principle that each party must
provide the evidence at its disposal, and only in
very exceptional cases is one party allowed to
request that the other produces documents in
its possession.

Presumptions of Evidence

The product shall be presumed to be defective
if the defendant refuses to disclose or produce
the evidence requested by the court.

A defect shall also be presumed when the claim-
ant proves that:

+ the product does not meet the mandatory
safety requirements laid down in the applica-
ble regulations; and

+ the damage was caused by an obvious mal-
function of the product during normal use.
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In addition, a causal link between the defect and
the damage shall be presumed to exist when it
has been established that the product is defec-
tive and the damage caused is compatible with
the defect in question.

Finally, the court may also presume a defect in
the product, a causal link or both when, taking
into account all the relevant circumstances of
the case:

* the court considers that the claimant faces
excessive difficulties, due to technical or sci-
entific complexity, in proving a defect in the
product, a causal link or both; or

+ the claimant demonstrates that it is likely
that the product is defective or that there is a
causal link between the defect in the product
and the damage, or both.
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In any of these cases, the defendant shall have
the right and the opportunity to rebut any of
these presumptions by presenting evidence to
the contrary.

In addition to the foregoing, the transposition
of the Representative Actions Directive will also
lead to a significant modification of the existing
procedure on disclosure of evidence in relation
to representative actions for the protection of the
collective interests of consumers.
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