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Preface

Product Recall 2017
Eighth edition

Getting the Deal Through is delighted to publish the eighth edition
of Product Recall, which is available in print, as an e-book and online at
www.gettingthedealthrough.com.

Getting the Deal Through provides international expert analysis in key
areas of law, practice and regulation for corporate counsel, cross-border
legal practitioners, and company directors and officers.

Throughout this edition, and following the unique Getting the Deal
Through format, the same key questions are answered by leading
practitioners in each of the jurisdictions featured. Our coverage this year
includes new chapters on Brazil, Canada, Chile, China, Denmark, Hong
Kong, Korea, New Zealand, Russia, Spain and Sweden.

Getting the Deal Through titles are published annually in print. Please
ensure you are referring to the latest edition or to the online version at
www.gettingthedealthrough.com.

Every effort has been made to cover all matters of concern to readers.
However, specific legal advice should always be sought from experienced
local advisers.

Getting the Deal Through gratefully acknowledges the efforts of all

the contributors to this volume, who were chosen for their recognised
expertise. We also extend special thanks to the contributing editors, Alison
Newstead and Harley V Ratliff of Shook Hardy & Bacon LLP, for their
continued assistance with this volume.

GETTING THE /§<
DEAL THROUGH M

London
October 2016

www.gettingthedealthrough.com
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Florian Endros and Muriel Mazaud

EBA - Endros-Baum Associés

General product obligations

1 What are the basic laws governing the safety requirements
that products must meet?

The basic French laws governing the safety requirements that products

must meet are:

«Act No. 83-660 of 21 July 1983 (published in the Official Journal
(JORF) of 22 July 1983, page 2,262);
Consolidated versions of the Decrees 2004-670 of 9 July 2004 and
2008-810 of 22 August 2008 (published in the Official Journal No.
0196 of 23 August 2008, page 13,238 text 13 and JORF No. 159 of
10 July 2004, page 12,520) implementing Directive 2001,/95/EC of
the European Parliament and of the Council of 3 December 2001
on General Product Safety (General Product Safety Directive) in
France; and

.+ special acts in force that also govern specific fields; there are,
for example, specific provisions within the Public Health Code
(CSP), concerning safety requirements regarding drugs and public
health, etc.

Act No. 83-660 of 21 July 1983 and Decrees 2004-670 of 9 July 2004
and 2008-810 of 22 August 2008 are integrated into the Consumer
Code under Title II, Book IV.

Article L421-3 of the Consumer Code creates a fundamental right
to safety for consumers:

Products and services must, under normal conditions of use or
under other circumstances that may reasonably be foreseen by the
professional, offer the safety that can legitimately be expected, and
must not be a danger to public health.

Article L421-1 et seq of the Consumer Code also define other obliga-
tions for professionals in connection with this general product safety
obligation, including the obligation to provide information, the follow-
up obligation and the obligation to notify.

The safety requirements apply to any professional, that is to say the
‘producer’ and the ‘distributor’ (article L421-1 of the Consumer Code):
- ‘producer’ means the manufacturer of the product, the manufac-

turer’s representative and other professionals in the supply chain,

as far as their activities may affect the safety properties of a prod-
uct; and

- ‘distributor’ means any professional in the supply chain whose
activity does not affect the safety properties of a product.

2 Whatrequirements exist for the traceability of products to
facilitate recalls?

French law has set up requirements to ensure the traceability of prod-

ucts to facilitate recalls:

. article L423-2 of the Consumer Code introduces a follow-up obli-
gation for the producer who accordingly has to take measures in
order to control, follow up and be informed about risks that its
products might present, for example, by organising their traceabil-
ity (by indicating, on the product or its packaging, the producer’s
identity and address, as well as the product reference or the batch
of products to which it belongs);
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article L412-1 of the Consumer Code insists on the requirement
of taking measures to ensure the traceability of products and
foods; and

French case law requires the organisation of the traceability of
products based on the precautionary principle (decision of the
French Administrative Supreme Court of 29 December 1999).

3 What penalties may be imposed for non-compliance with
these laws?

The Consumer Code does not stipulate specific penalties for non-com-
pliance with the obligations regarding the safety of products set forth in
article L421-3 et seq (ie, the obligations to provide information, to fol-
low up and to notify). However, the government does want the profes-
sionals to be aware of their responsibilities and also wants to promote
collaboration between them and the authorities.

Nevertheless, there can be civil or criminal penalties if non-
compliance with one of these provisions leads to harm to a consumer.
In this case the professional may be held liable in both civil and crimi-
naljurisdictions and may be sentenced by the civil courts to remedy the
damage caused to the victim. Furthermore, a person who has misled or
tried to mislead his or her contracting partner about the nature, origins
or risks inherent in the use of the product (deception) is punishable by
a fine of €300,000 and up to two years’ imprisonment (articles L441-1
and L454-1 of the Consumer Code).

There are no administrative penalties in the case of non-
compliance with these laws.

Reporting requirements for defective products

4 What requirements are there to notify government
authorities (or other bodies) of defects discovered in products,
or known incidents of personal injury or property damage?

The obligation to notify government authorities (or other bodies) of
defects discovered in products, or known incidents or property dam-
age, results from the General Product Safety Directive and was imple-
mented in article L423-3 of the Consumer Code.

According to article L423-3 of the Consumer Code, the profes-
sional responsible for marketing a product has to inform the competent
administrative authorities as soon as they notice that a product does
not comply with the general product safety requirements provided by
article L421-3.

5 Whatcriteria apply for determining when a matter requires
notification and what are the time limits for notification?

Criteria applied for determining when to notify a defect
According to article L423-3 of the Consumer Code, the professional has
to notify government authorities (or other bodies) of defects in prod-
ucts, or incidents, as soon as he or she knows that the product he or she
has put on the market does not comply with the requirements laid down
in article L421-3 of the Consumer Code (general safety obligation).
The Commission’s decision of 14 December 2004 sets out guide-
lines for the notification of dangerous consumer products to the com-
petent authorities of the member states by producers and distributors
(the guidelines) in accordance with article 5(3) of the General Product
Safety Directive. This is the reference document for the application
of the provisions of the General Product Safety Directive concerning
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notification of dangerous consumer products to the French competent

authorities by producers and distributors.

These guidelines set out the notification criteria that apply to

France and read as follows:
the productis understood to be intended for, or likely to be used by,
consumers (article 2a of the General Product Safety Directive);

- article 5 of the General Product Safety Directive applies (unless
there are specific provisions established by other commu-
nity legislation);
the product is on the market;
the professional has evidence that the productis dangerous accord-
ing to the general product safety directive, or that it does not satisfy
the safety requirements of the relevant community sectoral legisla-
tion applicable to the product concerned; and

+  therisks are such that the product may not remain on the market.

Time limits for notification

According to article L421-3 of the Consumer Code, the professional has

tonotify the competent administrative authorities of the incidentimme-

diately. No precise time limit is defined within the national provisions.
The guidelines for the notification of dangerous consumer prod-

ucts in France (commission’s decision of 14 December 2004) provide

two time limits:

+ acompany must inform the competent authorities as soon as the
relevant information has become available, and in any case within
10 days from when it has reportable information, even while inves-
tigations are continuing, indicating the existence of a dangerous
product; or

+ when there is a serious risk, companies are required to inform the
authorities of the situation no later than three days after having
obtained notifiable information.

6 Towhich authority should notification be sent? Does this vary
according to the product in question?

According to the ministerial order of 9 September 2004 concerning the
application of article L423-3 of the Consumer Code, notifications (pur-
suant to article L423-3) should be sent to one of the three authorities.
Depending on the product in question, the competent authority is one
of the following:

- the Directorate for Road Safety and Traffic: notification must be
provided from car manufacturers and their distribution network
when vehicles and equipment sold under the manufacturer’s brand
are concerned;
the Directorate General for Food: notification must be provided
when food products are concerned, which includes animal food,
animal food products or human food. All notifications regarding
food products that are not included in these categories (such as
additives, aromas, etc) are to be submitted to the DGCCRF; and

+  the Directorate General for Competition Policy, Consumer Affairs
and Fraud Control (DGCCRF). The DGCCREF receives any other
notifications that do not fall under the auspices of the Directorate
for Road Safety and Traffic or Directorate General for Food
referred to above.

7 What product information and other data should be provided
in the notification to the competent authority?

According to article 2 of the Ministerial Order of 9 September 2004,
the following information should be provided in a notification to the
competent authority:
- the date of notification;
the name and address of the professional or company providing
the notification, as well as those of its suppliers and the profession-
als who have been supplied with the product;
the product’s description (particularly its name, brand, batch num-
ber, volumes involved, etc);
the description of the danger and the measures taken by the profes-
sional; and
+  any other information that could be useful to the authorities.

Notification forms can be found on the DGCCRF’s website:

www.economie.gouv.fr/dgccrf/Securite/Rappel-de-produits/
Signalement-des-produits:

www.gettingthedealthrough.com

for non-food products, the notification form is available from:
https://webgate.ec.europa.eu/gpsd-ba/index.do; and

for food products that fall under the auspices of the DGCCRF
the notification form is available from: http://www.economie.
gouv.fr/files/files/directions_services/dgccrf/securite/alertes/
documents/formulaire_prof.pdf.

8 What obligations are there to provide authorities with
updated information about risks, or respond to their
enquiries?

There is no explicit obligation under French law (the Consumer Code)

to provide authorities with updated information about risks. The pro-

fessional’s obligation to inform, as laid down in articles L423-1 and

L423-2 of the Consumer Code, only concerns the obligation to provide

the consumers with information that enables them to assess the risks

inherent in a product.

However, French controlling officials, listed in article L§11-3 of the
Consumer Code, have investigatory powers and the professionals must
respond to their enquiries (article L§12-8 et seq).

It should be emphasised that this new article (amending the old
article L215-1) has significantly reduced the number of authorities that
are entitled to investigate and note professionals’ infractions: only the
officers of competition law, consumption and fraud control have that
power from now on.

Article L§12-5 of the Consumer Code authorises those officials to
enter business premises, and premises in which a service is being pro-
vided. Moreover, this new article gives them the power to exercise their
mission on the public highway.

They can also require to be provided with all information allowing
them to determine the specifications of the products or services or to
estimate whether the product or the service is dangerous (article L§12-8
et seq of the Consumer Code).

The Sanitary Surveillance Institute (IVS), created in 1998, and
whose task is, in the case of a threat to public health, to inform the pub-
lic authorities of the origin of the threat and to take appropriate meas-
ures to avert the danger, can also request that a person communicate
any information in his or her possession relating to serious threats to
human health (article L1413-§ of the CSP).

9 What are the penalties for failure to comply with reporting
obligations?

See question 3.

10 Iscommercially sensitive information that has been notified
to the authorities protected from public disclosure?

Article 11 of the Criminal Procedure Code specifies that the procedure
during an inquiry is secret.

In accordance with this fundamental principle, the officials and
employees of the competent authorities have to respect professional
confidentiality. Despite the provisions of article 11 of the Criminal
Procedure Code, article L12-22 of the Consumer Code does, however,
allow the disclosure of confidential information where doing so would
avert the risk of serious and immediate danger to the health and safety
of consumers.

Therefore, commercially sensitive information that has been com-
municated to the competent authorities is not in all circumstances pro-
tected against public disclosure.

11 May information notified to the authorities be usedin a
criminal prosecution?

Information notified by professionals to the authorities can be com-
pleted by means of inquiries or hearings before the competent authori-
ties that are in charge of the investigation and assessment of breach of
the legal provisions regarding product safety (indeed, the professionals
have to provide them with all information related to the product and its
potential danger (see question 8)). For this reason, information notified
by the professionals to the authorities and completed during the inquir-
ies may be used in a criminal prosecution when a breach of the legal
provisions regarding product safety has been noted.
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connection with the provision of a service and if the products do not
Update and trends comply with the general safety obligation defined in article L421-3).

The new Consumer Code entered into force on 1 July 2016. The

purpose of this new code is to adapt to the new business practices

and to provide a better understanding of the consumer law for all
professionals and consumers concerned. This new Code has reor-
ganised in a more logical way the different provisions of the con-
sumer law. The numbering of the different articles of the Code has
completely changed.

This new Code also added, in new introductory articles, the
definitions of the consumer, a professional and a non-professional,
as follows:

+ aconsumer is any individual who acts for purposes which do
not enter into the scope of his or her commercial, industrial,
artisanal, liberal or agricultural activity’;

+  a’non-professional’ is defined as ’any legal person who acts
for purposes which do not enter into the scope of his or her
commercial, industrial, artisanal, liberal or agricultural
activity’; and

- a’professional’ is defined as ’any individual or legal person
who acts for purposes which enter into the scope of his or
her commercial, industrial, artisanal, liberal or agricultural
activity, including when he or she acts on behalf of
another professional’.

Product recall requirements

12 What criteria apply for determining when a matter requires a
product recall or other corrective actions?

According to article L422-2(3) of the Consumer Code, a product recall
can be ordered by decree of the French Administrative Supreme Court
for modification or full or partial reimbursement or exchange if the
products do not comply with the general safety obligations defined in
article L421-3.

Under the provisions of article L§21-17, a recall can also be ordered
by ministerial order in cases of a ‘grave or immediate danger’ and if the
products do not comply with the general safety obligations defined in
article L421-3.

According to article R422-1 of the Consumer Code, these decrees
and ministerial orders are made after consulting the National Agency
for Safety of Medicine and Health Products (ANSM, formerly the
AFSSAPS) and the Agency for Food, Environmental and Occupational
Health & Safety (ANSES, formerly the AFSSA) in matters relating to
their responsibilities.

13 What are the legal requirements to publish warnings or
other information to product users or to suppliers regarding
product defects and associated hazards, or to recall defective
products from the market?

According to the provisions of the Consumer Code, two kinds of meas-
ures can be taken if products do not comply with the statutory safety
requirements: permanent measures and temporary or urgent measures.

Permanent measures

Article L422-2 of the Consumer Code specifies that the government
may order, by decree of the French Administrative Supreme Court,
that products shall be recalled or withdrawn from the market for the
purpose of modification or exchange if the products do not comply with
the general safety obligation defined in article L421-3. This article also
allows for determination of the different ways in which products or ser-
vices are to be prohibited or regulated if they do not comply with the
general safety obligation.

Temporary or urgent measures
Orders
In the case of serious or imminent danger in connection with the pro-
vision of a service, and if the products do not comply with the gen-
eral safety obligation defined in article L421-3, the administrative
authorities can take urgent measures and suspend the provision of a
service for a period not exceeding three months (article L521-23 of the
Consumer Code).

A recall can also be ordered pursuant to the provisions of article
Ls21-17 by ministerial order (in case of serious or immediate danger in
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The representative may also order the destruction of the product or
the suspension of the provision of a service as well as the publication
of warnings.

Injunctions
Article L521-18 allows the competent ministries to issue two kinds of
administrative injunctions (an injunction for the product to be adapted
s0 as to be compliant with the safety provisions and an injunction
for inspection by an authorised testing institute in order to rule out
any danger).

14 Are there requirements or guidelines for the content of recall
notices?

There are no express requirements in French law for the content of
recall notices. However, the decrees or orders must specify:
- the measure that has been taken;
the duration of that particular measure (in case of temporary meas-
ure); and
the conditions under which the costs bound with the execution of
this measure are borne by the professional.

15 What media must be used to publish or otherwise
communicate warnings or recalls to users or suppliers?

The communication of warnings or recalls to professionals and suppli-
ersis made by decrees and orders.

The communication of warnings or recalls to users may be carried
out by:
- information campaigns issued by the administrative authorities;

publication of guidelines by the administrative authorities (for

example, in the field of risk prevention for blood products and
for pharmaceuticals obtained from blood, the Minister for

Employment and Social Affairs published guidelines for patient

information); and

information on recalls in the press (for example, in the periodical

Que Choisir managed by a consumer association), on television or

on the internet.

16 Do laws, regulation or guidelines specify targets or a period
after which arecall is deemed to be satisfactory?

French law does not specify targets or a period after which a recall is
deemed to be satisfactory.

17 Must a producer or other supplier repair or replace recalled
products, or offer other compensation?

The civil courts will sentence the producer or other suppliers to repair
or replace recalled products or offer other compensation.

If the producer cannot prove that the end-user used the prod-
uct despite being informed of the recall, he or she has to indemnify
the victim.

18 What are the penalties for failure to undertake a recall or
other corrective actions?

The penalties for failure to comply with decrees or ministerial orders

ordering recalls or other corrective actions are as follows:

- afailure to comply with a decree taken in accordance with the pro-
visions of article L422-2 of the Consumer Code is punishable by a
fine defined in the decree; and
a failure to comply with a ministerial order taken in accordance
with the provisions of article L§21-17 of the Consumer Code is
punishable by a fine of €1,500 for an individual and of €7,500 for
a corporate entity. The dangerous product can also be confiscated
(article R§32-1 and R452-4 of the Consumer Code).

There are also product-specific criminal consequences. For products
whose intended use relates to health, there are special provisions in the
CSP (article L5451-1 et seq).

These impose a criminal fine of €150,000 or a sentence of up to
two years’ imprisonment on a person who:

continues trading despite a banning order;

does not comply with any sales restrictions; or
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- fails to withdraw the product from the market or to pass on warn-
ings or the relevant instructions for use.

Similarly severe provisions apply to foodstuffs. In this regard, failure to
comply with a withdrawal order may satisfy the definition of ‘fraudu-
lent misdescription’ of goods for sale (falsification). The falsification
occurs by creating the false impression that a product is marketed as
complying with standards when it does not.

Merely offering for sale such fraudulently misdescribed foodstuffs
or animal food constitutes fraudulent misdescription and carries the
same sentence. If the misdescribed substance is harmful to human or
animal health or if the offence is committed by an organised group, it
is punishable by a criminal fine of €750,000 and a sentence of up to
seven years’ imprisonment (article L451-2 of the Consumer Code).

There are also general criminal law consequences. Three criminal
offences may be committed in connection with a failure to withdraw
unsafe products from the market or a failure to warn consumers of pos-
sible risks with those products:

involuntary manslaughter;

+ negligent bodily harm; and
- endangerment.

The elements of the offence of endangerment are satisfied if:

- the person concerned owes a duty to ensure the safety of
the product;

- the violation of this duty creates the risk of death, mutilation or
permanent disability;
this risk is immediate;

- another person is exposed to this risk; and
the breach of the duty to ensure safety was intentional (article 223-1
of the Penal Code).

Authorities’ powers

19 What powers do the authorities have to compel
manufacturers or others in the supply chain to undertake a
recall or to take other corrective actions?

In order to have manufacturers or others in the supply chain undertake
a recall or take other corrective actions, the authorities may undertake
investigations or take preventive measures:
- they may undertake investigations at workplaces between 8am and
8pm (article L§12-10f the Consumer Code);
they may take test samples (article L12-23) or gather all kinds of
information necessary in order to get to know the product’s proper-
ties (article L512-8 et seq of the Consumer Code);
they may request the transmission of different kinds of documents
and information regarding the products (article L§12-8 et seq of the
Consumer Code); and
they can even order the closing down of the entire firm or of
parts of the firm manufacturing the product (article L521-5 of the
Consumer Code).

The authorities can also take permanent or temporary measures (see

question 13) and:

- order that products shall be recalled or withdrawn from the market
(article L422-2 of the Consumer Code);
order the destruction of the dangerous product (article L422-2 of
the Consumer Code);
suspend the fabrication, the importation, the exportation or the
marketing authorisation of a product for a fixed time period, lim-
ited to a maximum of one year (article L§21-17 of the Consumer
Code); and
order the publication of instructions for use and safety precautions
(article L521-17 of the Consumer Code).

In the case of the manufacturers’ non-compliance with these meas-
ures, the authorities may also apply specific penalties provided for by
French law (fines, etc) (see question 18).

The authorities can finally use the media (information campaigns,
information on recalls in the press) in order to compel the manufactur-
ers to undertake a recall or other corrective actions (see question 15).
The impact that the promulgation of such information has on consum-
ers is very useful for the authorities with regard to obtaining the manu-
facturers’ compliance with the ordered measures.

20 Canthe government authorities publish warnings or other
information to users or suppliers?

The Consumer Safety Commission is entitled to bring any information
that it deems necessary to the attention of the public (article L822-7 of
the Consumer Code).

The ANSM must inform, if necessary, the public by any media, and
notably by broadcasting health messages or recall notices on any prod-
uct that represents a danger to human health (L§312-4 of the Public
Health Code).

Finally, the IVS may warn the Minister for Health Affairs about any
threat to public health.

The government authorities’ websites also provide facilities for
members of the public to post remarks and report incidents.

The Consumer Safety Commission provides a special form (‘report
a security problem’) and requires the consumer to provide precise
information on the product as well as to communicate photos of the
product in question.

The website of the ANSM also provides a special form to report
undesirable effects of a medicine.

21 Canthe government authorities organise a product recall
where a producer or other responsible party has not already
done so?

Pursuant to the provisions of article L422-2 and L§21-17 of the Consumer
Code, the government authority can organise a product recall where a
producer or other responsible party has not already done so.
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22 Are any costs incurred by the government authorities in
relation to product safety issues or product recalls recoverable
from the producer or other responsible party?

The costs incurred by the government authorities in relation to prod-
uct safety issues are recoverable from the producer or other responsi-
ble party.

This results from decisions of the Administrative Supreme Court
as well as from the provisions of the Consumer Code. Article L422-2 (4)
regarding decrees of the Administrative Supreme Court and article
L521-17 regarding ministerial orders stipulate that the decrees or min-
isterial orders indicate the conditions under which the costs associated
with the safety measures pursuant to a decree or ministerial order are
to be borne by the professional. However, the professionals often chal-
lenge the obligation to bear these costs.

23 How may decisions of the authorities be challenged?

Decrees of the Administrative Supreme Court may be challenged
before the administrative courts, setting aside an administrative deci-
sion on the grounds that such a decree is ultra vires; submitting that
there were no safety regulations for the product in question or that the
product complies with European safety provisions.

The banning or suspension order in the case of imminent dan-
ger issued by the prefect or by the competent minister is a unilateral
administrative act that can also be challenged by claiming ultra vires.
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The opinions issued by the Consumer Safety Commission cannot
be challenged before the administrative courts, because of their advi-
sory nature and the fact that they are not regulatory decisions. The
same applies for the opinions of the ANSES and the IVS.

Implications for product liability claims

24 Isthe publication of a safety warning or a product recall likely
to be viewed by the civil courts as an admission of liability for
defective products?

The publication of a safety warning or a product recall is likely to be
viewed by the French civil courts as an admission of liability for defec-
tive products, or at least as an indication that the product is defective.

25 Cancommunications, internal reports, investigations into
defects or planned corrective actions be disclosed through
court discovery processes to claimants in product liability
actions?

In product liability actions, communications, internal reports or inves-
tigations into defects may be disclosed by the producers to claimants in
order to prove that:
- theirproductis not defective (and that any damage is caused by the
conditions of use of the product); or
the defect results from a third-party product that has been supplied
and incorporated into the end product.
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