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= DrArun Kapoor is specialized in the areas of product liability and
product safety law. His clients include numerous national and
international companies in various industries, both from the consumer
goods and the capital goods sector. Dr Kapoor advises manufacturers

and retailers on issues relating to product liability, product compliance Competences
and technical product regulation. He represents industrial clients both N E’:;?::;:::"ﬂ'g"“"’;;es CEEETD
in and out of court in liability law disputes and in product-related o T G P e

administrative proceedings before German and European authorities.
* He also has i i in the design and
handling of international product recalls and in providing legal advice
and support in product-related crisis situations. Interational regulatory notification procedures

-~ Ciisis and rocall management

Dr Kapoor is the author of numerous academic and practice-oriented « Product safety law risk assessments (RAPEX)
publications on product safety law and product liability law issues.

+ Product safety and technical law
Intemational product recalls.
Technical Compliance

Claims for the recovery of recall costs
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/ Regulatory Framework for juvenile products in Europe

of European izati i ions to b

> Toy Safety Directive
= Only applicable to product designed or intended, whether or not exclusively, for use in play by children under 14 years.

@ > Juvenile products are often neither designed nor intended for use in play

> Other product-related harmonization regulations
= Low Voltage Directive, EMC Directive, RED, RoHs etc.
-

q_/ > May be applicable to electronic juvenile products but usually not

> General Product Safety Directive (GPSD)
= Applicable to all kinds of consumer products, if no more specific product-related European harmonization regulation applies

@ > Normally this is the governing legislation for juvenile products, however other non product specific regulation
 may also apply (e.g. Annex XVIl REACH)
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/ Basic safety requirements of the GPSD

> Aproduct may only be made available on the market if it does not put the safety and health of persons at risk when
used as intended or in foreseeable manner.

> In order to assess whether a product complies with the requirement pursuant to sentence 1, the following aspects are
to be taken into account in particular:

1> the properties of the product, including its it packaging and i i for assembly, ir
maintenance and useful life,

1> the impact of the product on other products, where it is reasonably foreseeable that it will be used together with other
products,

1> the presentation of the product, its marking, any wamings, instructions for use and instructions for its disposal and
any other product related data or information,

1> the groups of users that are exposed to greater risks than other groups.

@) > Toassess compliance with the requi , non-

may be considered

and national standards

g} > Presumption of conformity if product complies with harmonised standards listed in the OJ
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/ Further requirements of the GPSD

> Provide safety information and instructions for proper use

> Affix of name and complete postal contact address of the manufacturer or
importer (based in the EU)

Formal requirements > Provision of complaint and recall management

> Provision of complaint and recall management

> Obligation to notify national market surveillance authorities if manufacturers,
importers or retailers know to ought to know that the product poses a risk to
health and safety (RAPEX risk medium or higher)
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/New European Product Safety Regulation

Likely to come into force in 2023
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/ The new EU regulation on general product safety

Current status of the legislative process

European regulation instead of European directive

Scope of application and general safety requirements for consumer products
Alignment of the regulation with the New Legislative Framework (NLF)

New requirements for online marketplaces

Extension of regulatory reporting requirements

v v Vv Vv Vv Vv Vv

Expansion of recall obligations for consumer products
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/ Current status of the legislative process

ely to come into force in 2023

> European Commission has presented the proposal of a new regulation on 30 June 2021

> Working group of the European Council (representatives of the member states) have discussed the draft
> European Council, European Parliament and European Commission discuss the draft in fall 2022 (trilogue)
> Publication in the EU Official Journal probably not before 2023

> Entry into force: 20 days after publication in the EU Official Journal

Date of application: Expected to be six months after entry into force

/ European regulation instead of European directive

Advantages of a European regula

> European regulation applies directly in all EU member states

> A regulation does not require transformation of the European legal act into the national law of the member state
> The member states have no possibility to regulate contents deviating from the regulation

> But:

~ Sanctions (administrative offenses, criminal offenses) etc. are not regulated by European law. The sanctions are regulated by
each member state itself

& The practice (interpi of the European which is important in practice, differs in the member
states. In Germany alone, there are more than 1,000 (!) different authorities for the enforcement of the Product Safety
Regulation.
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/ Scope of the new regulation (1)

at are consumer products?

> The General Product Safety Regulation is the European harmonized umbrella regulation for the safety of non-food consumer
products. These are:

> New, used or remanufactured products,

© intended for consumers, or which

© can be used by consumers under conditions that are reasonably foreseeable, even if they ares not intended for them;
 Products provided to the consumer as part of a service are also considered as consumer products.

 The regulation does not apply to food, animal feed, plant protection products, means of transport and products that must be
repaired o reprocessed before use, if this is indicated.

> "Product Migration”
Migration products = consumer products

© Products that were originally intended by the manufacturer to be used exclusively by professinals (b2b), but which over
time are increasingly used by and accessible to consumers.
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/ Scope of the new regulation — lex specialis principle

Current regulation in Directive 2001/95/EC Besides: Product-specific legislation

> Consumer Products > Low Voltage Directive

> EMC Directive

> Machinery Directive

> Radio Equipment Directive

> RoHS

> Lex specialis principle in European law
- Regulation applies in principle to all non-food consumer products

- However: applicable only insofar as other legal acts, to which the product is also subject, do not contain more specific
provisions

> Example: Operating instructions must be enclosed with the product in paper form in accordance with 1.7.4 Annex | EC
Machinery Directive
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/ Safety requirements for consumer products (1)

Abstract safety requirements for consul products

> General safety requirement for consumer products
- Consumer products must not endanger the safety and health of persons, when used as intended and in foreseeable manner.
> Presumption of safety: A product is presumed to be safe if it

complies with the requirements laid down in applicable European standards for the product o, if there are no such standards,
if it meets the requirements of national standards

> If the presumption of safety does not apply (no standards available or product does not comply with these standards) the
following aspects are to be considered for the safety assessment:

technical characteristics of the product,
packing,
- instructions for assembly, installation or maintenance

- presentation, labeling, warnings and safety instructions
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/ Safety requirements (2)

Abstract safety req

ements for consum

products (2)

Consumer groups exposed to risk when using the product, especially vulnerable consumers such as children, the elderly and
people with disabilities;

The fact that a product, although not designed or suitable for children, is to be considered as attractive to or suitable for use
by children;

Cybersecurity features necessary to protect the product from external influences

Nozrr
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/ Alignment of the regulation with the New Legislative Framework

hat is

New Legislative Fi

eworl

> The New Legislative Framework is the further development of the so-called New Approach of the EU for product regulation and
conformity assessment. The New Approach dates from 1985 and is characterized in particular by the following:

> Statutory requirements contain only abstract safety

that are specified by technical standards.

Placing products on the market does not require prior official approval. Market surveillance authorities are limited to reactive
market control.

> The New Legislative Framework has been developing the New Approach since 2010 by implementing the following:

- Standard definitions of important terms (e.g. placing on the market, making available on the market, manufacturer, importer,
distributor etc.)

- Standard catalog of obligations for economic operators with different obligations for
and authorized representatives

, importers,

-~ Legal acts with the same structure based on "model provisions" from EU Commission Decision 768/2008/EC
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/ Online marketplaces

New obligations for online marketplaces, Art. 20

> Online marketplaces are platforms that offer products from distributors based outside the EU and for which no economic
operator is established in the EU. Online marketplaces are subject to new obligations:

Central contact address for market surveillance authorities in the event of complaints

for online

Obligation to remove dangerous products from the marketplace within two working days of being requested to do so by the
market surveillance authorities.

Obligation to publish certain information and product warnings on the marketplace upon request by the market surveillance
authorities

Obligation to monitor the market and proactively block dangerous products

Nozrr
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/ New offical reporting obligations

Offical reporting obligations for consumer product:

> Current official reporting obligation to the competent market surveillance authorities

Notification to the authorities if the economic operator knows or must know that a consumer product poses risks to the
safety and health of persons.

In practice: obligation to notify if RAPEX risk assessment results in a ,medium risk“ or higher

> In the future: Obligation to report accidents under the following conditions (Art. 19);

- The manufacturer has become aware of an accident caused by a consumer product placed on the European market.
Importers and distributors must inform the manufacturer in the event of an accident.

- Itisirrelevant whether the accident resulted in personal injury, what degree of contributory negligence the consumer has, or
whether the consumer product poses a relevant risk as defined by RAPEX.
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/ Expansion of recall obligations for consumer products

Recall must be associated with corrective action in the future

> Until now, economic operators (primarily the manufacturer) had to take appropriate hazard prevention measures if they knew
or should have known that their products posed unreasonable safety risks in the field. The higher the risk to the safety and
health of persons, the more intensive and far-reaching the protective measures must be.
For the recall as a hazard measure, it was specified that it is a measure aimed at ensuring that the affected product is

returned to the manufacturer. The product safety directive does not regulate whether and to what extent the consumer must
be compensated for this return.

> Going forward, consumers will have a right to effective, free, and timely remedies, which must include at least one of the
following elements:

Repair of the recalled product;

Replacement of the recalled product with a safe product of the same type of at least the same value and quality;
Refund of the value of the recalled product.

Nozrr
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/ Noerr stands for excellence and an entrepreneurial approach. / Noerr global reach

> Leading European law firm, supporting clients around the e
With highly experienced teams of strong globe for more than 70 years et t1samne
characters, Noerr devises and implements solutions
for the most complex and sophisticated legal
challenges. United by a set of shared values, the
firm’s 500+ professionals are driven by one goal.
our client’s success.

> Regularly entrusted with the lead on complex
multijurisdictional matters

> Strong international presence

Access to best local resources through our offices in : % ‘
Listed groups and multinational companies, large London and New York

and medium-sized family businesses as well as
financial institutions and international investors all
call on the firm.

Ideally positioned for EU law and European IP matters
with offices in Brussels and Alicante

One of leading law firms in CEE with teams in five

As one of the leading European law firms, Noerr is EEiHb
also internationally renowned with offices in ten
countries and a global network of top-ranked “best

friends” law firms. In addition, Noerr is the Closely connected to best law firms around the globe

exclusive member firm in Germany for Lex Mundi,
u v undi Exclusive German member of Lex Mundi, 85 (y
More than 0 of M&A deals

the world's leading network of independent law ! .
firms with in-depth experience in 100+ countri the worldwide leading network of independent law
irms with in-depth experience in 100+ countries Cony R e e E D advised on since 2012 are cross-border

worldwide. N " tergermarket, Noerr Researct
best law firms in its jurisdiction Mergermarket, Noerr Rescarch
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> Seamless advice from a single point of contact
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/ About Lex Mundi / Legal awards

Noerr is the exclusive member firm in Germany for Lex Mundi Individually, each Lex Mundi member firm is a leader in its 5 L iz
~ the world’s leading network of independent law firms with local market. Collectively, Lex Mundi firms provide global legal > — P
in-depth experience in 100+ countries worldwide. resources with unmatched depth and breadth. Working with £ sy v :
As part of the Lex Mundi global network, we can provide our "I‘he; Lex M:’":'J‘”"" we are Zb‘ed“’ iea"“ei?'V “a"‘l'e our °
ross-border transaction
clients with preferred access to more than 21,000 lawyers ;'e" : most challenging cross-border transactions an £ —
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Offices Thank you for listening
www.sgs.com/forum2022
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