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Resuscitating EU Product Liability Law?

Contemplating the Effects of Boston Scientific Medizintechnik GmbH
v. AOK Sachsen-Anhalt and Betriebskrankenkasse RWE (Joined Cases
C-503/13 and C-504/13)

BAREND VAN LEEUWEN & PAUL VERBRUGGEN*

The judgment of the Court of Justice of the European Union in Boston Scientific
Medizintechnik has important consequences for the interpretation of the key
concepts of ‘defect’ and ‘damage’ in the Product Liability Directive. In the
judgment the Court extended these concepts to enable damage claims against a
producer of pacemakers and cardioverter defibrillators regarding surgery costs
caused by the removal from the human body of these implantable medical devices
after they were found to be potentially defective. In this case note we discuss the
actual and potential effects this judgement has on the interpretation and
application of the Product Liability Directive (and its implementing laws) by
national courts. More specifically, we assess to what extent the judgment is likely
to reinvigorate the importance of the Product Liability Directive at the national
level as a distinctive ground for liability of producers.

Le jugement de la Cour de Justice de l’Union Européenne rendu dans
l’affaire Boston Scientific Medizintechnik a d’importantes conséquences pour
l’interprétation de deux notions-clés de la directive relative à la responsabilité du
fait des produits défectueux, à savoir le ‘défaut’ et le ‘dommage’. Dans son
jugement la Cour a élargi ces notions afin d’engager la responsabilité du
producteur de stimulateurs cardiaques et défibrillateurs automatiques implantables
pour les coûts liés au retrait des implants étant considérés comme des produits
potentiellement défectueux au sens de la directive. Dans cette annotation, nous
traiterons des effets concrets et possibles de ce jugement pour l’interprétation et
l’application de la directive (et des législations nationales l’implémentant) par les
juges nationaux. Nous évaluerons en particulier dans quelle mesure ce jugement est
susceptible de raviver, au niveau national, le rôle de la directive sur les produits
défectueux en tant que fondement juridique distinct sur lequel asseoir la
responsabilité du producteur.

* Barend van Leeuwen is Assistant Professor of European Law at the University of Groningen, the
Netherlands. Paul Verbruggen is Assistant Professor of Private Law at the Radboud University,
Nijmegen, the Netherlands. We are grateful to Charlotte Pavillon and Betül Kas for providing the
French and German language versions of the abstract. The responsibility for its content and that
of the full article is ours only.
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Das Urteil des Gerichtshofs der Europäischen Union in Boston Scientific
Medizintechnik hat wichtige Auswirkungen auf die Auslegung der zentralen
Konzepte “Fehler” und “Schaden” in der Produkthaftungsrichtlinie. Das Gericht
erweiterte die Anwendung dieser Konzepte, um Schadenersatzansprüche gegen
einen Hersteller von Herzschrittmachern und Kardioverter-Defibrillatoren für die
Operationskosten zu ermöglichen, die durch die Entfernung von diesen
implantierbaren medizinischen Geräten aus dem menschlichen Körper
entstandenen sind, nachdem diese für möglicherweise defekt befunden wurden. In
dieser Anmerkung besprechen wir die tatsächlichen und potenziellen Auswirkungen
des Urteiles auf die Auslegung und Anwendung der Produkthaftungsrichtlinie (und
seiner Umsetzungsvorschriften) durch die nationalen Gerichte. Insbesondere
beurteilen wir, ob das Urteil voraussichtlich die Bedeutung der
Produkthaftungsrichtlinie auf nationaler Ebene als gesonderte Grundlage für die
Herstellerhaftung neu belebt.

1. Introduction
The Council Directive on Product Liability is considered one of the cornerstones
of European Private Law.1 Since its adoption in 1985, it has been an important
legislative source for developments in the European Union (EU) and beyond in
the area of product liability law.2 As such, it has brought about significant
changes to national private law systems and their formal structures.

However, when one analyzes the legal practice of product liability law, it
emerges that the adoption of the Product Liability Directive and its formal
implementation by the Member States at national level have not led to an
overhaul of pre-existing national legislation on liability for products placed on the
market. As Reimann observed: ‘While the European model has more or less
conquered the world of product liability law on the books (. . .) it has had
amazingly little impact on the law in action.’3 In a very similar vein, Whittaker
writes in the Introduction to his edited collection The Development of Product
Liability:

Perhaps rather surprisingly, however, this formal recognition of product
liability as a legal – indeed legislative – category has not lessened the
importance in practice in the laws of a number of Member States of liability for
products in its wider, descriptive sense; in fact, the contrary is rather the case,

1 Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations
and administrative provisions of the Member States concerning liability for defective products (OJ
L 210, 7.8.1985, p. 29), Directive as last amended by Directive 1999/34/EC of the European
Parliament and of the Council (OJ L 141, 4 Jun. 1999, p 20).

2 M. REIMANN, ‘Product Liability in a Global Context: The Hollow Victory of the European Model’,
11. ERPL (European Review of Private Law) 2003, pp 128–154.

3 Ibid., p 145.
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for the fairly limited nature of the new law of product liability and its
interpretation by the European Court of Justice (. . .) as requiring a ‘complete
harmonisation’ of liability on the terms that the Directive sets out has led some
Member States to rely even more on other grounds of liability for the
imposition of liability on producers (. . .).4

On 5 March 2015, the Court of Justice of the EU (the Court) gave an
important judgment that may help bolster the importance of the Product Liability
Directive and its national implementing regimes for the legal practice of product
liability law.5 In two joined cases, the Court was asked to decide on the question
of whether potentially defective pacemakers and implantable cardioverter
defibrillators manufactured by the German company Boston Scientific
Medizintechnik GmbH could be considered defective within the meaning of
the Product Liability Directive. In short, the Court held that products, such as the
implantable medical devices in this case, could be considered defective if they
were found to belong to the same group or formed part of the same product series
that had a potential defect, without there being any need to establish that the
product in question had such a defect. Moreover, the Court held that the damage
incurred because of the removal of these defective devices from the human body
came within the scope of the concept of damages as described by the Directive
and could be claimed under its implementing laws.

Consequently, the risk of a defect, or the ‘potential for failure’,6 now
appears to be sufficient to regard products as defective and to claim the surgery
costs necessary to remove these products on the basis of the national liability
regimes implementing the Product Liability Directive. With this judgment, the
Court has effectively broadened the scope of application of the Directive.
However, the question of whether this decision will reinvigorate the importance
of the Directive for legal practice in product liability law remains open. Will the
judgment ‘resuscitate’ the Directive, as Veldt and Van Boom have claimed in an
earlier case note on the judgment?7 In this case note, we assess this claim and
outline the consequences of the Court’s judgment in Boston Scientific
Medizintechnik. First of all, we will provide an exposé of the facts of the case, the
Opinion of the Advocate General, and the judgment of the Court of Justice.

4 S. WHITTAKER, ‘Introduction to Fault in Product Liability’, in The Development of Product
Liability, ed. S. Whittaker (Cambridge: Cambridge University Press 2010), p (1–50) 5 (emphasis
as in original).

5 CJEU 5 Mar. 2015, C-503/13 and C-504/13, Boston Scientific Medizintechnik GmbH v. AOK
Sachsen-Anhalt and Betriebskrankenkasse RWE.

6 Cf. Opinion of Advocate General Yves Bot 21 Oct. 2014, C-503/12 and C-504/13 (n. 5), para. 3.
7 G. VELDT & W. VAN BOOM, ‘Pacemakers, defribrillatoren en de reanimatie van Richtlijn 85/374’,

Ars Aequi 2015, pp 384–391.
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2. The Factual Background
G Corporation was an American company that manufactured and sold pacemakers
and implantable cardioverter defibrillators (‘ICDs’). In Germany, these products
were imported and sold by G GmbH (‘G’), which later merged with Boston
Scientific Medizintechnik GmbH (‘Boston Scientific Medizintechnik’). A
pacemaker is a small medical device that is implanted under the skin to regulate a
low heart rhythm by sending electronic signals if the heart is not functioning
properly. An ICD is a similar device that can deliver a shock if a patient’s heart
rhythm is abnormally fast. Pacemakers and ICDs are frequently combined in one
single implantable device.

In July 2005, G’s quality system discovered a defect in a particular series of
pacemakers. This defect could potentially lead to a loss of the pacemaker’s
functioning without warning. As a result, G decided to recommend doctors to
replace the pacemakers in point. It also guaranteed that it would provide a
replacement pacemaker free of charge. Two German patients had their pacemaker
removed and replaced in September 2005. AOK Sachsen-Anhalt (‘AOK’), the
German health insurer that had paid for the initial implantation of the
pacemakers, subsequently brought an action against Boston Scientific
Medizintechnik to claim the costs of the implantation of the first pacemaker. At
first instance, AOK succeeded before the Amtsgericht Stendal.8 This judgment
was upheld on appeal by the Landgericht Stendal.9 Boston Scientific
Medizintechnik then appealed to the Bundesgerichtshof.

In a similar case about ICDs, G informed doctors in June 2005 that its
quality management system had discovered a production defect in one of its types
of ICDs. G did not recommend explantation of the specific ICD type in its letter
to treating physicians, but advised that the defect could be dealt with effectively
by switching off a certain mode of the ICD. As a result, however, the life-saving
shock in case of any cardiac dysrhythmia would not be administered. In 2006, a
German patient’s ICD was removed and replaced by way of preventive action. The
German health insurer, Betriebskrankenkasse RWE (‘RWE’), brought an action
against Boston Scientific to claim the surgery costs connected to the replacement
of the ICD. RWE succeeded before the Landgericht Düsseldorf and Boston
Scientific’s appeal was dismissed by the Oberlandesgericht Düsseldorf.10 Boston
Scientific appealed to the Bundesgerichtshof.

8 Amtsgericht Stendal 25 May 2011, 3 C-408/09.
9 Landgericht Stendal, 10 May 2012, 22 S 71/11.
10 Landgericht Düsseldorf, 3 Feb. 2011, 3 O 182/10 and Oberlandesgericht Düsseldorf 20 Jun.

2012, I-15 U 25/11.
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The Bundesgerichtshof decided to make a preliminary reference and
referred two questions to the Court.11 In Luxembourg, the pacemaker and ICD
cases were joined. The first question was whether a product that was part of a
group of products that have a significantly higher risk of failure, but in which the
defect has not yet materialized or been detected, should be regarded as defective
under Article 6(1) of the Product Liability Directive. The second question was
whether the costs of removing and replacing the potentially defective pacemakers
and ICDs constituted damage caused by personal injury as provided by Article 9 of
the Product Liability Directive.

3. The Advocate General’s Opinion
Advocate General (‘AG’) Bot delivered his Opinion in October 2014. He answered
both questions in the affirmative. As to the first question, AG Bot recognized that,
as provided by Article 6(1) of the Product Liability Directive, the issue whether a
product was defective was to be assessed in the abstract. It is an objective test.
However, more specific circumstances could also be taken into account – for
example, the use to which it could reasonably be expected that the product would
be put. AG Bot interpreted the objective of the Product Liability Directive as
trying to achieve a fair balance between the allocation of risks in modern
technological production between users and manufacturers. He noted that in
these cases the risk was not caused by the use of the product but was found in the
‘abnormal potential’ of the products to cause damage. Therefore, the defect in
these cases was the ‘risk of damage of such a degree of seriousness that it affects
the public’s legitimate expectations in so far as concerns safety’.12

AG Bot supported this conclusion with three arguments. First, his
interpretation of the concept of defect was based on the wording of Article 6(1).
The concept of defect is to be determined by assessing the safety of the product
and is not dependent on any internal fault in the product.13 Second, consumer
protection required that products with a potential defect could be considered as
defective. Although the Product Liability Directive was adopted on the basis of the
EU’s internal market competence, it was clear that consumer protection was also
one of its main objectives.14 Third, Article 168 Treaty on the Functioning of the
European Union (‘TFEU’) requires a high level of human health protection in the

11 See for the referring decision: Bundesgerichtshof 30 Jul. 2013, VI ZR 284/12. Brüggemeier has
criticized the Bundesgerichtshof for even referring the questions to the Court of Justice, as he
considered the case not to raise any difficult questions. See. G. BRÜGGEMEIER, ‘Schadensersatz für
implantierte fehlerhafte Medizinprodukte – Zwei Vorlagebeschlüsse des Bundesgerichtshofs’, 32.
MedR (Medizinrecht) 2014, pp (537–542) 537–538.

12 Opinion AG Bot (n. 6), para. 30.
13 Ibid., paras 32–33.
14 Ibid., paras 34–38.
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definition and implementation of all the policies and activities of the EU. This was
also relevant for the definition of the concept of defect under the Product Liability
Directive.15

AG Bot then used another argument to support his positive answer to the
first preliminary question. He drew attention to the specific nature of the
products in this case. Pacemakers and ICDs are products ‘like no other’ as they
are implanted in the human body and fulfil a potentially life-saving function. The
pacemakers of Boston Scientific proved to have a failure rate of 17 to 20 times
higher than normal for the type concerned.16 However, for the ICDs, the failure
could be found in their inability to administer a life-saving shock in case of
cardiac dysrhythmia. Clearly, AG Bot noted that these were risks that were
abnormal for patients who had received these medical devices.17

The second question focused on the causal link between defect and
damage. Article 9 required manufacturers to compensate for ‘damage caused by
death or by personal injuries’. AG Bot first noted that the wording of the
Directive was different in various languages.18 He then argued for a broad
interpretation of the concept of personal injury, supported (again) by a
teleological interpretation of the text and recitals of the Directive.19 To exclude
the costs of surgery to remove defective medical devices would go against the aim
of the Product Liability Directive. As a result, ‘all material loss or damage
resulting from personal injury must be compensated for in full’.20

Finally, AG Bot referred to the requirement of a causal link between the
defect and the damage suffered by patients.21 As such, the operations had to be
necessary and proportionate to take away the potential risk of failure. Although
AG Bot had no doubts about the necessity of replacement in the case of the
pacemakers, the situation was less clear for the ICDs. The manufacturer had
advised doctors to switch off a certain mode of the ICD. It was for the national
court to assess if this constituted ‘an alternative that provided an equivalent level
of safety to the replacement of the defibrillator’.22

4. The Judgment
In a relatively short judgment, the Court essentially agreed with AG Bot on both
questions. Products with a potential defect can be considered as defective without

15 Ibid., paras 39–42.
16 Ibid., para. 52.
17 Ibid., para. 55.
18 Ibid., paras 58–59.
19 Ibid., paras 60–63.
20 Ibid., para. 66. Cf. ECJ 10 May 2001, C-203/99 Veedfald/Arhus Amtskommune, paras 27–29.
21 Opinion AG Bot (n. 6), paras 69–70.
22 Ibid., para. 72.
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there being a need to show that the products in fact had such a defect. The Court
held that a product is defective if it does not provide the level of safety that a
person is entitled to expect. It specifically referred to the sixth recital of the
Product Liability Directive, which stated that the assessment of whether or not a
product is defective ‘must be carried out having regard to the reasonable
expectations of the public at large’. On that basis, courts must take into account
‘the intended purpose, the objective characteristics and properties of the product
in question and the specific requirements of the group of users for whom the
product is intended’.23

As such, the Court provided a number of factors that can be added to the
list provided in Article 6 of the Product Liability Directive. This is possible
because the list of factors provided in Article 6(1) is not exhaustive – it uses the
term ‘including’. The Court did not expressly state what the relationship was
between these factors and the additional factors provided in the judgment, which
appear to come out of the blue. However, there is a clear connection between the
factors in Article 6(1) and these factors. In particular, in these cases, the use to
which a product will be put is directly linked to the specific requirements of the
group of users for whom the product is intended. Patients who receive
pacemakers and ICDs are extremely vulnerable. As such, these products are
intended for a group of consumers with special characteristics and needs. This
means that the objective test has to be tailored to a specific group of patients.

The Court then found that for medical devices such as pacemakers and
ICDs, in the light of the potential life-saving function they have, patients are
entitled to expect safety requirements that are ‘particularly high’.24 It agreed with
AG Bot that in the cases concerned the defect was found in the ‘abnormal
potential for damage which those products might cause to the person
concerned’.25 This was consistent with the aim to ensure ‘a fair apportionment of
the risks inherent in modern technological production between the injured person
and the producer’ as spelled out in the recitals of the Directive.26 The Court then
concluded in very broad terms that products that have a potential defect can be
classified as defective – there is no need to prove that a specific product has a
defect. The Court did not adopt AG Bot’s recommendation that it was necessary
to prove that the products had ‘a significantly higher than normal risk of
failure’.27 As a result, the Court left open the precise definition of what
constitutes a potential defect.

23 CJEU 5 Mar. 2015, C-503/13 and C-504/13, Boston Scientific (n. 5), para. 38.
24 Ibid., para. 39.
25 Ibid., para. 40.
26 Ibid., para. 42.
27 Opinion AG Bot (n. 6), para. 55.
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As to the second question, the Court referred to its judgment in Veedfald
and confirmed that full and proper compensation must be awarded to victims of
defective products.28 This means that the concept of damage in Article 9 must be
interpreted broadly. The Court then also focused on Article 4 and on the
requirement of a causal link between defect and damage. If a potential defect is
considered sufficient for a product to qualify as defective under the Directive, the
question of causation becomes important. The Court defined the test for
causation as follows: manufacturers are liable to compensate victims for ‘all that is
necessary to eliminate harmful consequences and to restore the level of safety
which a person is entitled to expect’.29 Like AG Bot, the Court then focused on
the two cases at issue. For the pacemakers, the Court held that the replacement
was necessary because this had been advised by the manufacturer.30 For the ICDs,
G had recommended that a magnetic switch be deactivated. It was for the national
court to decide whether this deactivation was sufficient to overcome the defect in
the product. The Court concluded that Article 9(1) had to be interpreted as
including ‘damage caused by a surgical operation for the replacement of a
defective product’, if such an operation is ‘necessary to overcome the defect in
the product’.31

5. Analysis
It is clear that the Court’s judgment in Boston Scientific Medizintechnik will have
important consequences for the definition of ‘defect’ and ‘damage’ under the
Product Liability Directive. We focus our analysis on four aspects: (i) the impact
of the decision on national legislation implementing the Directive; (ii) the scope
of the judgment; (iii) the Court’s reasoning on causation; and (iv) the relationship
between product liability law and product safety law.

5.1. Impact on National Legislation Implementing the Directive
The Court’s judgment has a direct impact on national legislation that implements
the Product Liability Directive. National courts are free to decide on the form and
means to implement a Directive. However, at the same time, they are under an
obligation to take all measures necessary to guarantee the effective application
(effet utile) of the Directive.32 This means that national judges, as far as possible
within their powers and competence, are required to interpret and apply national

28 ECJ 10 May 2001, C-203/99, Veedfald/Arhus Amtskommune (n. 20), para. 27.
29 Joined Cases C-503/13 and C-504/13, Boston Scientific (n. 5), para. 49.
30 Ibid., paras 51–52.
31 Ibid., para. 54.
32 This obligation does not only apply to Directives. It exists for the whole of (primary and

secondary) EU law. It is based on the duty of loyal cooperation (now in Art. 4(3) TEU). See
S. PRECHAL, Directives in EU Law (Oxford: Oxford University Press 2010), p 183. See also
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law in a way that is consistent with the wording and aim of the Directive.33 As
such, they necessarily have to take into account the meaning that has been given
to provisions of the Directive by the Court. The obligation of consistent
interpretation implies that national courts have to interpret the concepts of
‘defect’ and ‘damage’ consistently with the interpretation that has been given to
them by the Court in Boston Scientific Medizintechnik.

The question is whether national judges still have a certain margin to
provide substance to the concepts of ‘defect’ and ‘damage’. Such a margin would
only exist to the extent that the Directive and its interpretation by the Court allow
for it. From that perspective, it is important to note that the Product Liability
Directive achieved maximum harmonization of consumer protection in this field.
This means that the Directive provides the absolute level of protection aimed for
by the European legislation.34 Unlike with minimum harmonization, Member
States are not allowed to provide a higher level of protection to consumers.35

Nevertheless, it is possible for national judges to provide their own
interpretation of the concept of ‘defect’. This possibility exists because the
concept of ‘defect’ is an open norm, which remains open after the Court’s
judgment in Boston Scientific. The wording of Article 6 of the Directive (‘when it
does not provide the safety which a person is entitled to expect, taking all
circumstances into account’) makes the interpretation of the concept a highly
factual exercise. While it is correct that the Court has provided a number of new
factors that should be taken into account in that exercise, this list is not
exhaustive. It is possible for the national judge to decide that other factors should
be taken into account, which provides a degree of independence to the national
judge. At the same time, this margin of interpretation is again limited by the
boundaries that have been set by the Directive and its interpretation by the Court.

By contrast, the concept of ‘damage’ is not an open norm. It has been
defined exhaustively in Article 9 of the Directive, which provides that it means:
(a) damage caused by death or by personal injuries and (b) damage to any item of
property other than the product itself, with a lower threshold of EUR 500.36

M. WISSINK, ‘Interpretation of Private Law in Conformity with EU Directives’, in The Influence of
EU Law on National Private Law: Volume I, eds A. Hartkamp et al. (Deventer: Kluwer 2014),
pp 120–121.

33 The leading cases are ECJ 10 Apr. 1984, C-14/83, Von Colson and Kamann; ECJ 13 Nov. 1990,
C-106/89, Marleasing SA; ECJ 5 Oct. 2004, C-397/01, Pfeiffer and Others.

34 ECJ 25 Apr. 2002, C-52/00, Commission v. France; ECJ 25 Apr. 2002, C-154/00, Commission v.
Greece; ECJ 25 Apr. 2002, C-183/00, Gonzalez Sanchez.

35 See, for the limits of the concept of maximum harmonization in European private law, V. MAK,
‘Review of the Consumer Acquis – Towards Maximum Harmonisation?’, 17. ERPL 2009,
pp 55–73.

36 The Court has also held that the implementing legislation should comply with the principles of
effectiveness and equivalence. See Veedfald (n. 20).
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Damage to the product itself – also called transaction damage – is outside the
scope of application of the Directive. The question of whether non-material
damage can be claimed on the basis of national legislation implementing the
Directive depends on national law. Article 9 of the Directive clearly states that the
Article shall be ‘without prejudice to national provisions relating to non-material
damage’. As such, the only conclusion that can be drawn after Boston Scientific
Medizintechnik is that the operation costs that were necessarily made to replace
products that formed part of a group of products with a potential defect are
included in the scope of the concept of ‘damage’ in Article 9 of the Directive.

5.2. The Scope of the Judgment
One of the key questions after the Court’s judgment is to what extent it will have
a general impact on product liability law or whether its impact is really restricted
to pacemakers, ICDs, and other implantable medical devices, which are specific
products with specific characteristics. The Court clearly held that products with a
potential defect can be considered as defective under the Product Liability
Directive, but this does not necessarily mean that every potential defect
immediately means that a product is defective.37 The Court was able to hold that
the pacemakers and ICDs concerned in the decision were defective because of the
‘specific requirements of the group of users for whom the product is intended’38

and the ‘abnormal potential for damage which those products might cause’.39

Patients who receive pacemakers or ICDs are extremely vulnerable and the
devices are intended to save their lives. It is because of their vulnerability that
they are entitled to expect a high level of safety of the devices. Although it is
unrealistic to expect 100% safety, it is legitimate to expect a failure rate of close
to zero.40 Therefore, the devices are not only extremely important to patients, but
they are normally also extremely safe.

This is not the case for all (implantable) medical devices. While most
medical devices have a potential to cause damage, this potential is not always
abnormal. Moreover, medical devices are not always used to help extremely
vulnerable patients and the use of many medical devices has inherent risks. Breast
implants could provide a good example. Women who receive breast implants are

37 See also L. BERGKAMP, ‘Is There a Defect in the European Court’s Defect Test? Musings about
Acceptable Risk’, 6. EJRR (European Journal of Risk Regulation) 2015, pp (309–322) 311–312
and 318.

38 C-503/13 and C-504/13, Boston Scientific (n. 5), para. 39.
39 Ibid., para. 40.
40 Ibid., para. 40.
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normally not as vulnerable as patients with heart problems.41 In most of the cases,
they have decided to have breast implants for cosmetic reasons. Furthermore,
there are inherent risks in the implantation of breast implants, such as a risk of
‘gel-bleed’ or premature rupture.42 As a result, and contrary to the pacemakers
and ICDs in Boston Scientific Medizintechnik, breast implants do not generally
have an unusual potential to cause damage to the person.

This could be different for breast implants produced by the French
manufacturer Poly Implant Prothèse (PIP). For a long period of time, the French
manufacturer PIP used substandard industrial silicone gel rather than the
required medical silicone gel. The execution of PIP’s fraud was completely
random, which meant that some groups of breast implants would only contain
medical silicone gel, while other groups would contain a mix of both or only
industrial silicone gel. Many women who received PIP breast implants –
approximately 300,000 around the world – have had their breast implants
replaced and are now trying to claim compensation.43 However, PIP has gone
bankrupt, which means that no direct action against the manufacturer is possible.
As a result, victims in different Member States are now bringing claims against
various other parties, which could include distributors. Although these claims are
not brought directly under the national regimes implementing the Product
Liability Directive, one of the important questions is also to what extent breast
implants that might have a higher risk of leaking or rupture because they have
been made with industrial gel could be classified as defective. It could be said that
the result of PIP’s fraud is that all breast implants manufactured by PIP have an
abnormal potential to cause damage to women. However, it should be noted that
there is a lot of scientific uncertainty about the precise medical impact of the use
of industrial silicone gel. Although it is not disputed that the fraudulent activities

41 It should be noted that breast implants are sometimes placed as part of reconstructive surgery for
patients with breast cancer. However, the vast majority of women receive breast implants for
cosmetic reasons.

42 Silicone breast implants have a general lifespan of 10 to 15 years. The risk of gel-bleed or rupture
is estimated at 2–15% within ten years after implantation. See European Commission, Scientific
Committee on Emerging and Newly Identified Health Risks (SCENIHR), Opinion on the Safety of
Poly Implant Prothese (PIP) Silicone Breast Implants, http://ec.europa.eu/health/scientific_
committees/emerging/docs/scenihr_o_043.pdf, p 52 (last accessed on 12 Jun. 2015).

43 See, for more detailed discussion and analysis, P. ROTT & C. GLINSKI, ‘Ramsch-Brustimplantate:
Ein Lehrstück europäischer Produktsicherheit’, in Josef Falke zum 65. Geburtstag, eds
C. Joerges, T. Pinkel & U. Uetzmann (Bremen: Zentrum für Europäische Rechtspolitik 2014);
B. VAN LEEUWEN, ‘PIP Breast Implants, the EU’s New Approach for Goods and Market
Surveillance by Notified Bodies’, 4. EJRR 2015, pp 338–350; P. VERBRUGGEN & B. VAN LEEUWEN,
‘Europese regelgeving inzake medische hulpmiddelen: het PIP-schandaal, de Nieuwe Aanpak en
consumentenbescherming’, Tijdschrift voor Consumentenrecht 2015, pp 111–120 and the Special
Issue of the Revue International de Droit Économique (2015) 29(1) ‘L’indemnisation des victimes
de produits de santeé défectueux en Europe – L’affaire PIP’.
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of PIP have increased the risk of leaking, it is scientifically difficult to establish a
causal link between the use of industrial gel and possible physical harm to women
with PIP breast implants.44 An increased risk of leaking does not mean that the
implants have an abnormal potential to cause damage to the person.

Another important question is the extent to which the Court’s judgment in
Boston Scientific Medizintechnik will have an impact on products that are not
implantable medical devices. For example, for potentially defective electronics,
food, or toys, there will be no surgery costs to remove these products, as was the
case for the pacemakers and ICDs concerned. A potentially defective product that
has not been implanted can be recalled by the manufacturer without the need for
surgery.45 Alternatively, a manufacturer might issue a warning advising customers
to no longer use the products or to throw them away. The costs related to such
actions would not come within the scope of Article 9 of the Directive, because
they would in fact constitute transaction damage – i.e., damage to the product
itself. This is excluded from the scope of the Directive. Even more importantly,
for products that have not been implanted, it is much easier to test if they are in
fact defective, because they do not have to be removed from the human body via
surgery.

To conclude, it is clear that the assessment whether a product with a
potential defect can already be regarded as defective under the Product Liability
Directive requires a case-by-case assessment. The factors that have been provided
by the Court – together with the factors already listed in Article 6 of the Directive
– determine the level of safety that the public or specific user groups are entitled
to expect from a particular product. Therefore, it is difficult to draw any general
conclusions as to whether products with a potential defect should always be
regarded as defective under the Directive.

5.3. Causation and the Burden of Proof
Article 4 of the Product Liability Directive puts the burden of proof on the
claimant to establish a causal link between the defect and the damage suffered by
the claimant. Taking into account the highly factual character of causality, the
Court typically leaves the decision on the existence of that causal link to the
referring national judge.46 In Boston Scientific Medizintechnik, the Court takes a
principled decision as regards the issue of causation as far as claims for damages

44 SCENIHR, 2014, p 10 (n. 42).
45 N. REICH, ‘Produkthaftungsrecht: Haftung für potenziell fehlerhaftes Medizinprodukt’, EuZW

2015, p 321. See also G. VELDT & W. VAN BOOM, Ars Aequi, pp 389–390 (n. 7).
46 See for a general account of the application of the criterion of causality in EU law-based

extra-contractual liability by national courts: C. SIEBURGH, ‘EU Law and Non-contractual Liability
of the Union, Member States and Individuals’, in A.S. HARTKAMP ET AL (eds.), The Influence of EU
Law on National Private Law: Volume I, (Deventer: Kluwer 2014), p 465-542.
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caused by potentially defective products are concerned. For the patients in the
cases in which the preliminary references had been made, the defect had not yet
materialized and it would have been difficult for them to prove a causal link
between the defect and the damage. It could be said that the Court has avoided
potential difficulties with satisfying the condition of causation by interpreting the
concept of defect in such a way that it includes a potential defect. In such cases,
the damage consists of the costs that were required to remove the potential
defect, for example by repairing, replacing or destroying the product. The
causation test then focuses on the question whether the steps that were taken
were necessary to remove the potential defect and to restore the level of safety
which could be expected.47 In the present case, claimants are able to demonstrate
the necessity of the surgery (and the costs linked to the surgery) by referring to
the warning which had been sent by the manufacturer to the doctors in Germany.
Reich has already stated that a finding of a potential defect results in a
presumption of causality.48 After such a finding it is for the manufacturer to
prove that the steps which were taken to ensure that the defect would not
materialize were not necessary to avoid potential damage and to restore the level
of safety.

In the end, it is for the doctor to decide whether or not replacement is
necessary. The difficulty in making this decision is that not only technical reasons
should be taken into account, but also the vulnerability of the individual patient.
A focus on the individual patient poses difficulties for the objective causation test
in product liability law. Although the particular predispositions of individual
patients were not specifically addressed in Boston Scientific, there could be
situations in which a pacemaker would be considered defective for one patient,
but not for another patient who has the same pacemaker. Moreover, it is
important to note that doctors usually only take action because the manufacturer
has warned them for a potential defect. The result is a process of convergence
between product liability law and product safety law (and the recall obligations).
This convergence will be discussed further below.

5.4. The Relationship between Product Liability Law and Product Safety Law
In his Opinion, AG Bot explicitly referred to European product safety law in
deciding whether or not the pacemakers and ICDs should be regarded as defective

47 Bergkamp has rightly stressed that that even after causation has been assumed or proven,
national doctrines of proximate cause and remoteness, as well as similar doctrines that limit the
scope of compensable damages, may still prevent claimants from obtaining redress in certain
cases. Accordingly, national doctrines may moderate the scope of the concept of damages under
the Product Liability Directive. BERGKAMP (n 37), p 320.

48 REICH, EuZW, p 321 (n. 45).
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under the Product Liability Directive.49 Although the Court did not make this
link, it is still important to analyze what the consequences of Boston Scientific
Medizintechnik are for the relationship between product liability law and product
safety law.

Pacemakers and ICDs are active implants and as such come within the
scope of the Active Medical Devices Directive.50 To be able to place such devices
on the European market, manufacturers have to go through a conformity
assessment procedure. This procedure is undertaken by a certification body – a
so-called ‘notified body’ – that has to check whether the manufacturer’s quality
management system and product design dossier comply with the relevant EU
legislation. After the products have been placed on the market, notified bodies
continue their supervising role and have to carry out regular inspections.51 An
important role is also played by public supervisory agencies, who are responsible
for the overall supervision of the market and who can take products off the
market if they do not comply with the European legislation. In the case of the PIP
breast implants scandal, the combination of ex ante supervision by notified bodies
– who can actually prevent products from being placed on the market – and the ex
post supervision by public supervisory agencies – who can only come into action
once a product has been placed on the market – proved insufficient to prevent
widespread damage to the health of patients or consumers.52

The broader interpretation of the concept of defect in the Product Liability
Directive could encourage manufacturers to improve the ex ante supervision of
their own quality management system.53 This would mean that they would not
remain passive after having placed their products on the market, but they would
be obliged to supervise their own quality management system and to take action if
they found potential defects. Such supervision would take place in addition to the
activities of notified bodies and public agencies and would impose additional
responsibility on manufacturers – they would not only be required to compensate
users for damage caused by their products but also to proactively prevent such
damage. This could be interpreted as realizing a certain convergence between the
monitoring obligations of public and private parties in the market. Although
market supervision is primarily a task for public agencies under the Active
Implantable Medical Devices Directive, manufacturers now also become

49 Opinion AG Bot (n. 6), paras 43–46.
50 Council Directive 90/385/EEC of 20 Jun. 1990 on the approximation of the laws of the Member

States relating to active implantable medical devices.
51 For the role of notified bodies, see J.-P. GALLAND, ‘The Difficulties of Regulating Markets and

Risks in Europe through Notified Bodies’, 4. EJRR 2013, pp 365–373.
52 P. VERBRUGGEN & B. VAN LEEUWEN, Tijdschrift voor Consumentenrecht, 2015, pp 111–120 (n. 43).
53 See for other potential regulatory effects in the production and marketing of products, BERGKAMP,

EJRR, pp 320–322 (n. 37) (who draws attention to a higher likelihood of self-imposed recalls and
risk-related information dissemination to users).
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responsible for supervision. The extent to which they will actually take up this
role has to be seen in the future. Empirical research – mostly undertaken outside
the context of product liability law – has shown that the relationship between
liability and a change of behaviour is not linear and that there are a number of
other factors – both internal and external to the party that is held liable – that
shape the behaviour of tortfeasors.54

6. National Product Liability Laws
How will the decision of the Court affect the practice of product liability laws at
the national level? It was noted in the introduction that in some Member States
the implementing laws of the Product Liability Directive have remained a ‘dead
letter’, with only a few cases being brought to the courts under this legislation.
Instead, the general laws of delict or unlawful act have been used as legal bases
for non-contractual liability claims against producers who placed defective
products on the market.55 In the Netherlands, for example, that practice was
stimulated by a coupling of the concept of ‘wrongfulness’ in the national case law
of the Supreme Court (Hoge Raad) on unlawful act with the substantive
requirements of ‘defect’ under the Directive. Assisted further by an all too often
applied reversal of the burden of proof for fault, claimants could successfully sue
producers for harm they suffered because of defective products.56 The obvious
benefit of using the more general bases for non-contractual liability was the
broader range of harms recoverable.57 Consequently, in the Netherlands,
the application of the general regime of unlawful act has been favoured over the
implementing laws of the Product Liability Directive in order to recover damage
caused by defective products in the absence of contractual relations. The same

54 In the context of product liability, see T. HAVINGA, ‘Draagt aansprakelijkheidsrecht bij aan de
voedselveiligheid? Over de preventieve werking van schadeclaims en
aansprakelijkheidsverzekering’, 31. Recht der Werkelijkheid 2010, pp 6–27 and S.B. PAPE,
Warnings and Product Liability: Lessons Learned from Cognitive Psychology and Ergonomics,
Diss. Rotterdam (Den Haag: Eleven International Publishing 2011). See more generally on the
relationship between liability in tort and behaviour modification: M. SCHLANGER,
‘Operationalising Deterrence: Claim Management (in Hospitals, a Larger Retailer, and Jails and
Prisons)’, 2. Journal of Tort Law 2008, pp 1–50.

55 WHITTAKER, in: The Development of Product Liability, pp 28–33 (n. 4).
56 I. GIESEN, ‘The Development of Product Liability in the Netherlands’, in WHITTAKER, in: The

Development of Product Liability, pp (152–191) 166–167 (n. 4). See also P. VERBRUGGEN & B. VAN

LEEUWEN, ‘Aansprakelijkheid voor gebrekkige medische hulpmiddelen: De directe en indirect
invloed van het Hof van Justitie van de Europese Unie op het Nederlandse
aansprakelijkheidsrecht’, 32 Nederlands Tijdschrift voor Burgerlijk Recht 2015 (forthcoming –
December Issue).

57 Another practical argument to opt for unlawful act is the applicable limitation and expiration
periods, which might be more favourable for claimants than those prescribed by the Product
Liability Directive (Arts 10 and 11).
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practice has emerged from the analyses of the impact of the Directive on product
liability regimes in Germany,58 Italy,59 and Spain.60

Will this practice change after Boston Scientific Medizintechnik in such a
way that claims of non-contractual liability will no longer be dominated by general
regimes of delictual liability or unlawful act, and the national implementing laws
of the Product Liability Directive will be more frequently used to recover
damages? Such a radical change seems unlikely in our view. Although the
decision of the Court widens the scope of application of the Directive and its
implementing regimes, that widening may also be reflected in the interpretation
of the conditions leading to delictual liability or unlawful act. Again taking the
example of the Netherlands to illustrate this point, the Hoge Raad married the
standard for wrongfulness under the regime of unlawful act with the standard for
defectiveness under the regime implementing the Directive.61 This implies that
whenever products with a potential defect are considered defective, the producer
of these products will also act wrongfully when placing them on the market. Since
the substantive scope of the unlawful act regime does not differ from the regime
implementing the Directive, while it allows for a much wider range of
compensable damages, claimants are still more likely to opt for the general
regime when bringing a case to court.

However, this observation does not apply to all countries. In England and
France, for example, commentators do not observe integration between the
national laws implementing the Directive and the laws of torts (negligence) and
unlawful act, respectively, which in essence maintain their separate existence.62

Here too, however, it may be hypothesized that the rather limited range of
recoverable harms under the national implementing laws, even after the extension
of Boston Scientic Medizintechnik, has serious drawbacks for their practicability
and therefore remain rather unattractive to claimants who want to bring a damage
claim against a producer.63

7. Conclusion: Resuscitating EU Product Liability Law?
The Court’s decision in Boston Scientific Medizintechnik is an important
judgment, which has extended the scope of application of the Product Liability

58 G. WAGNER, ‘The Development of Product Liability in Germany’, in WHITTAKER, in: The
Development of Product Liability, pp (114–151) 134–135 and 138 (n. 4).

59 N. COGGIOLA, ‘The Development of Product Liability in Italy’, in WHITTAKER, in: The Development
of Product Liability, pp (192–233) 209 and 225–226 (n. 4).

60 M. MARTÍN-CASALS & J. SOLÉ FELIU, ‘The Development of Product Liability in Spain’, in
WHITTAKER, in: The Development of Product Liability, p (235–268) 251 (n. 4).

61 See in particular: Hoge Raad 6 Dec. 1996, NJ 1997, 219 (Du Pont/Hermans), para. 3.5 and
Hoge Raad 22 Oct. 1999, NJ 2000, 159 (Koolhaas c.s./Rockwool), para. 3.4.

62 WHITTAKER, in: The Development of Product Liability, pp 31–33 (n. 4).
63 See in these general terms also REIMANN, ERPL, 2003, pp 150–151 (n. 2).
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Directive. Whether it will in fact reinvigorate the importance of the Directive and
its national implementing legislation for the legal practice of product liability, and
as such has ‘resuscitated’ EU product liability law, remains to be seen. While the
Court has clearly expanded the material scope of the central concepts of ‘defect’
and ‘damage’, it is unclear to what extent the judgment is relevant for other
(implantable) medical devices and consumer goods. These products may not have
an abnormal potential for damage to users as the pacemakers and ICDs
manufactured by Boston Scientific Medizintechnik had by taking into account the
personal predispositions of cardiac patients. Moreover, since the broader reading
of the concept of defect may also translate into a broader reading of alternative
grounds for product liability in Member State laws on delict or unlawful act, these
grounds are likely to continue to play a prominent role in practice in those
Member States. Other hurdles for claimants to rely on the implementing laws of
the Product Liability Directive as a ground for liability, such as the limitation and
expiration periods provided by the Directive,64 might still act as an obstacle to
bringing a claim under the regime set out in the Directive.

As a result, the claim that the Court has resuscitated the Directive through
its decision in Boston Scientific Medizintechnik might be somewhat overstated in
our view. However, it is fair to note that the ground for holding a producer liable
for the damage caused by its products on the marketplace under the regime of the
Directive has been extended by the Court, which is a desirable outcome from the
perspective of claimants who suffered damages as a result of potentially harmful
defective goods. By trying to enhance via its case law the practical relevance of the
Directive for consumers – in this case, their insurance companies – and seek to
overcome impracticabilities at the heart of the Directive (i.e., concepts of defect,
damage, and causation), the Court may aptly be described as a pivotal
‘pacemaker’ to the development of the Directive and EU product liability law
more broadly.

64 Articles 10 and 11 Product Liability Directive.
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