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Public Consultation on the revision of the New
Legislative Framework

Fields marked with * are mandatory.

Introduction

The New Legislative Framework (NLF) consists of two legal acts: Decision No 768/2008/EC and Regulation
(EC) No 765/2008, which are key tools for harmonising EU product legislation. Decision No 768/2008/EC lays
down a common framework for the placing on the market of products, which includes reference provisions

which can be in turn incorporated in sectorial-specific product harmonisation legislation. On the other hand,
Regulation (EC) No 765/2008 sets out the requirements for accreditation and CE mark of products.

This initiative concerns a possible revision of the NLF to ensure its fitness for future and alignment with the
objectives of the circular economy and digitalisation. The 2022 NLF evaluation identified several shortcomings

that have emerged over the past 17 years. These include overly complex product documentation, ambiguity
regarding refurbished and substantially modified products, inconsistent and sometimes misleading practices
by notified bodies, lack of clarity in conformity assessment modules, and inconsistent practices in trade
agreements. These issues risk jeopardising public interest objectives, such as consumer safety, public health,
or the protection of the environment and the proper functioning of the Single Market.

We are consulting stakeholders to gather their experiences and views, to guide the development of the
initiative. This public consultation offers the opportunity to comment on the proposed solutions and highlight
other factors to consider when advancing this initiative.

The public consultation is open to all stakeholders. We welcome contributions from Member State authorities
(e.g. those responsible for market surveillance, notifications, accreditation and customs authorities),
companies of all sizes (e.g. manufacturers, distributors, importers and other economic operators), industry
associations, notified bodies, citizens/consumers and consumer organisations, NGOs, academic institutions

and professional users with relevant expertise.
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The Commission will publish all contributions to this public consultation. You can choose whether you would
prefer to have your details published or to remain anonymous when your contribution is published. For the
purpose of transparency, the type of respondent (for example, ‘business association, ‘consumer
association’, ‘EU citizen’) country of origin, organisation name and size, and its transparency
register number, are always published. Your e-mail address will never be published. Opt in to select
the privacy option that best suits you. Privacy options default based on the type of respondent selected

*Contribution publication privacy settings

The Commission will publish the responses to this public consultation. You can choose whether you would like your

details to be made public or to remain anonymous.



Anonymous
Only organisation details are published: The type of respondent that you
responded to this consultation as, the name of the organisation on whose behalf
you reply as well as its transparency number, its size, its country of origin and
your contribution will be published as received. Your name will not be published.
Please do not include any personal data in the contribution itself if you want to
remain anonymous.

® Public
Organisation details and respondent details are published: The type of
respondent that you responded to this consultation as, the name of the
organisation on whose behalf you reply as well as its transparency number, its
size, its country of origin and your contribution will be published. Your name will
also be published.

/| | agree with the personal data protection provisions

Participant Profile

*| am providing my contribution as

Economic operator - Individual companies, including SMEs, which manufacture
products falling within the scope of the NLF-aligned legislation

Economic operator - Distributors, importers, authorised representatives,
fulfilment service providers established in the EU according to Article 4 of
Regulation (EU) 2019/1020

Economic operator - Refurbishers /reprocessors and companies engaged in
product circularity

Business association

Professional end-users, who use products in their professional, commercial or
industrial activities and who have an expertise relevant for the use of the product
Individual citizen

Consumer organisation

Public authority - Market surveillance authority

Public authority - Customs authorities


https://ec.europa.eu/info/law/better-regulation/specific-privacy-statement

Public authority - Accreditation body

Public authority - Notifying authority

Public authority, other than market surveillance authorities, customs authorities,
notifying authorities or accreditation bodies

Conformity assessment bodies and notified bodies

Non-governmental organisation (NGO), civil society

Academic/ public research institution

Trade union

Other

*What is your level of knowledge of the NLF?
For this consultation, there are a set of ‘general’ questions for respondents with no or
little knowledge of the NLF, and an additional set of ‘expert’ questions for
respondents with good or excellent knowledge of the Framework. Please select
which set you want to respond to:
General

® Expert

Do you agree to the possibility of being contacted for further clarification on your
responses if necessary?
Please indicate your consent by selecting the appropriate option below. Without your
consent, we will not use your contacts for this purpose.
Yes, on the following email address
® No

Simplification of product information obligations through digitalisation

a) Digital product compliance information
The 2022 NLF evaluation highlighted that for 83% of economic operators, providing printed product

information, such as compliance and safety documentation and instruction manuals, was burdensome. It
suggested that digitalisation of the declaration of conformity and conformity assessment procedures could
simplify processes and reduce administrative burdens for economic operators.

The Ecodesign for Sustainable Products Regulation (ESPR) was the first Union legal framework to introduce
the mechanism of the Digital Product Passport (DPP) for data linked to a given product, providing key
information about a product’s environmental sustainability. The DPP is required for demonstrating product


https://ec.europa.eu/transparency/documents-register/detail?ref=SWD(2022)364&lang=en

compliance not only with Ecodesign, but also with the Batteries Regulation, the Construction Product

Regulation, in the politically agreed and soon-to-be published Toys Safety Regulation and Detergents
Regulation.

If a digital compliance tool is to be set up as part of the revision of the NLF (which
may be based on the DPP), in your opinion, which of the following information should
be included in that digital compliance tool?

I
Strongly Partly Partly Strongly
Neutral ) ] don't
agree agree disagree disagree
now
* Compliance information: the type of
information included now in the
declaration of conformity or
declaration of performance, such as
the name and address of the 2
manufacturer, the references to the
relevant harmonised standards,
information related to the conformity

assessment etc.

* Compliance information: notification
added by market surveillance and/or
customs authority about product’s
non-compliance

* [nstructions for use 2

* Safety information (e.g. safety
warnings, instructions relevant for @
product safety)

* Refurbishment/repair history
information (e.g. replaced e

components, previous use cycles)

* Certificates of conformity of third-
party conformity assessment bodies,
where relevant for products in the
scope of sectorial legislation aligned 2
to the NLF (with possibility to limit
the access only to the relevant
authorities)

* Technical documentation (with
possibility to limit the access only to @
the relevant actors)


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32023R1542
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52023PC0462
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52023PC0217
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52023PC0217

Other 2

*Please indicate which one

Concerning notification from Market Surveillance Authorities, they should only be issued once non-compliance
has been conclusively established, at which point the product should be removed from the market.
Manufacturers should be able to include in the digital compliance tool any other information that they wish to
add on a voluntary basis.

When digital information is required via the digital compliance tool, the manufacturer should not be required to
provide paper copies as well. If there is no specific requirement in the legislations regarding the format in which
information should be provided, the manufacturer should always have the choice between paper or digital
format.

Technical documentation shall not form part of the digital compliance tool, as this information shall only be
made available to market surveillance authorities upon request. The risk of leakage could be significant and
detrimental to manufacturers.

That said, it is important that the tool remain practical : If a DPP for a finished product is intended to identify the
DPPs of the components or even the raw materials used, at a level of detail that is too precise in relation to
business practices, the addition of new information may result in an unusable tool.

If a digital compliance tool is to be set up as part of the revision of the NLF (which
may be based on the DPP), in your opinion, which of the following information should
be included in that digital compliance tool? Expected benefits for me/my
organisation (e.g. cost saving, time savings, process automation etc.)

I
Very . Very
] High Moderate Low don't
high low
know
* Compliance information: the type of information
included now in the declaration of conformity or
declaration of performance, such as the name
and address of the manufacturer, the references 2
to the relevant harmonised standards,
information related to the conformity

assessment etc.

* Compliance information: notification added by
market surveillance and/or customs authority @
about product’s non-compliance

* Instructions for use e

* Safety information (e.g. safety warnings,
instructions relevant for product safety)

* Refurbishment/repair history information (e.g.
replaced components, previous use cycles)



* Certificates of conformity of third-party
conformity assessment bodies, where relevant
for products in the scope of sectorial legislation
aligned to the NLF (with possibility to limit the
access only to the relevant authorities)

* Technical documentation (with possibility to limit
the access only to the relevant actors)

Other

Could you provide additional quantitative data on expected benefits?

Amending digital information will be easier than amending paper-based information. This flexibility is a
significant benefit for manufacturers and end-users alike. It would reduce printing costs, too.

If a digital compliance tool is to be set up as part of the revision of the NLF (which
may be based on the DPP), in your opinion, which of the following information should
be included in that digital compliance tool? Expected costs for me/my
organisation

I
Very . Very
] High Moderate Low don't
high low
know
* Compliance information: the type of information
included now in the declaration of conformity or
declaration of performance, such as the name
and address of the manufacturer, the references
to the relevant harmonised standards,
information related to the conformity

assessment etc.

* Compliance information: notification added by
market surveillance and/or customs authority

about product’s non-compliance
* Instructions for use

* Safety information (e.g. safety warnings,
instructions relevant for product safety)

* Refurbishment/repair history information (e.g.
replaced components, previous use cycles)
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* Certificates of conformity of third-party
conformity assessment bodies, where relevant
for products in the scope of sectorial legislation 2
aligned to the NLF (with possibility to limit the
access only to the relevant authorities)

* Technical documentation (with possibility to limit
the access only to the relevant actors)

Other @

*Please indicate which one

The DPP is not implemented in our sectors which makes it difficult to establish a cost as the major costs might
come from the implementation of the tool itself .

However we can already assume that the cost would be very high if the Technical Documentation is included
because this represents a diversity of document types and high amount of data. In addition, we will need to
check all content vs IP content to make sure we only disclose necessary information.

In any case , if a digital tool is implemented , it will be crucial to allow sufficient time to manufacturers to
integrate this new tool in all sectors and as long as the DPP is not fully established, its mandatory content
should be limited to a minimum, while potentially allowing to store extra information later on.

Finally, the question of granularity on whether or not digital information of components shall be integrated in the
DPP of the final product, could also raise additional cost that is impossible to quantify at the moment.

Could you provide additional quantitative data on expected costs?

*In your view, how instructions for use (instructions other than those relevant for
product safety) should be provided with a product to the end-user. Digital access in
this context should be ensured without the need for providing any personal data,
downloading additional applications specific to the economic operator or the
obligation to register solely to access the instructions and safety information.

Digitally and in paper, with the product
Digitally with the product, in paper only on request addressed to the
manufacturer, at the time of purchase or up to six months after that purchase
Digitally only
Paper only

® Other

12



Please specify

In principle we support the freedom of choice offered to the manufacturer, however, on the question itself,
considering that current access to the instructions is limited to customers and market surveillance on request,
some personal information may be needed to precisely allow the access.

Concerning the possibility to give a paper version at the time of the purchase, ensuring a printable format of the
instructions seems to be sufficient and more rationale in terms of cost and environment, so again, it should
belong to the manufacturer to offer or not a paper version, as long a the digital format is itself printable.

*In your view, how safety information (e.g. safety warnings, instructions relevant for
product safety) should be provided with a product. Digital access in this context
should be ensured without the need for providing any personal data, downloading
additional applications specific to the economic operator or the obligation to register
solely to access the instructions and safety information.

Digitally and in paper, with the product
Digitally with the product, in paper only on request addressed to the
manufacturer, at the time of purchase or up to six months after that purchase
Digitally only
Paper only

® Other

Please specify

See response above

Comments/examples about possible advantages, shortcomings, risks and best

practices related to the possible provision of compliance information by digital means:

13



In your opinion, which data carrier would be most suitable to reach the digitalised
product information, contained, for instance, in the DPP?

I
Not Not
Very . ) don’
. Suitable Neutral very suitable
suitable )
suitable at all
know

* QR code .
* Other barcodes 2

* Contactless technologies such as
NFC (Near Field Communication) or
RFID (Radio Frequency
Identification) tags . Contactless
technologies like NFC and RFID use
radio signals to exchange data 2
wirelessly between a tag and a reader
without physical contact. They are
commonly used for payments, access
cards, product tracking, and smart
packaging.

* Other _

*Please specify

All of the data carriers listed are viable. The NLF should be technology neutral, and the decision on which data
carriers are used depends on standardisation. If QR codes are used, the code should direct to a web page to
avoid reaching the limit of information that can be directly stored in the QR code. The possibility to access the
information stored on the DPP should be limite dto certain stakeholders to avoid any

To what extent do you agree that digitalisation of product compliance information
through, for instance, the DPP would facilitate market surveillance checks?

Strongly Partly Partly Strongly
Neutral ) , don't
agree agree disagree disagree
know
* Compliance information in digital
format would facilitate market 2

surveillance

14



* Compliance information in digital
format would facilitate market
surveillance especially for e-
commerce

To what extent do you agree that digitalisation of product compliance information

through, for instance, the DPP would facilitate market surveillance checks?

Expected benefits for me/my organisation (e.g. cost saving, time savings,

process automation etc.)

Very
high

* Compliance information in digital format would

facilitate market surveillance

* Compliance information in digital format would
facilitate market surveillance especially for e-
commerce

High

Moderate

Low

Could you provide additional quantitative data on expected benefits?

To what extent do you agree that digitalisation of product compliance information

Very

low

I
don't
know

through, for instance, the DPP would facilitate market surveillance checks? Expected

costs for me/my organisation

Very
high

* Compliance information in digital format would

facilitate market surveillance

* Compliance information in digital format would
facilitate market surveillance especially for e-
commerce

Could you provide additional quantitative data on expected costs?

High

Moderate

Low

Very
low

don't

know
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*Products may still be available to consumers after the market surveillance authorities
find them non-compliant or dangerous. The information about this is not necessarily
available to the end users. With this in mind, to what extent do you agree that market
surveillance authorities should be able to upload comments or notes regarding the
measures they have taken in the digital compliance tool, to ensure that such
information is available to the end users immediately when they scan the data carrier
leading, for instance, to the DPP?

Strongly agree
Partly agree
Neutral

Partly disagree
Strongly disagree

| don’t know

b) Digital product compliance information and e-commerce

The European Commission is considering expanding the use of digital compliance tools, for instance the DPP,
as part of the revision of the NLF, thus laying down a general principle on the digital provision of compliance
information which is to be further complemented and adjusted in the sector-specific product legislations.
Today many non-compliant or dangerous products reach the Single Market through online purchases or
distance sales. Many of those products are imported from third countries.

The DPP has been identified as one of the key enablers for the supervision of the e-commerce landscape in
the recently published EU Toolbox for Safe and Sustainable E-Commerce, which aims to tackle the large

number of non-compliant goods sold via e-commerce.

*To what extent do you agree that market surveillance and customs authorities should
have access to digital product compliance information, for instance through the DPP,
for the products offered online, so that they can carry out product checks assessing
the compliance with the applicable legal requirements (e.g. e.g. confirming that the
product was subject to the relevant third-party conformity assessment)?

® Strongly agree

16


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52025DC0037

Partly agree
Neutral

Partly disagree
Strongly disagree

| don’t know

*Please explain your answer

Products manufactured outside of the EU and sold online often lack an EU representative, despite this being an
obligation under the Market Surveillance Regulation. This makes it very challenging for market surveillance
authorities to access a product’s compliance information. Granting market surveillance and customs authorities
access to the digital product compliance information would be an important step forward however technical
documentation with confidentiality and sensitive data (e.g. risk assessments, construction plans, test reports)
shouldn’t be included in this compliance tool, this data should still only be handed over upon request of the
responsible authorities.

To what extent do you agree that mandatory inclusion of digital product compliance
information, such as warning or safety information, in an online offer would:

I
Very i Very
. High Neutral Low don't
high low
know
* Allow equal access to the same product
compliance information for online and brick-and-

mortar stores

* Allow end users (consumers/ professionals) to
make more informed product choices

* | ead to a decrease in offer/supply of products
available to consumers

* Allow market surveillance authorities to check
more products offered online

* Reduce the number of non-compliant products
entering the EU from third countries through online “
sales

* Decrease the costs of product inspections by the
market surveillance authorities

* [ncrease product prices for consumers to cover the
costs of including this information in the online offer

Other

17



*To what extent do you agree that each product listed for online sales must be
accompanied by compliance information in digital form, for instance, by the DPP?
® Strongly agree
Partly agree
Neutral
Partly disagree
Strongly disagree

| don’t know

Comments/examples:

same rule should apply for products sold offline or online.

c) Digital product compliance information and CE mark

The CE mark is a self-declaration by the manufacturer that a product complies with European Union legal
requirements regarding safety, health, and other essential requirements or essential characteristics. It is
mandatory for certain categories of products sold within the European Economic Area (EEA). The 2022 NLF
evaluation found that the CE mark holds significant value and functions well but also highlighted some
challenges. Consumer associations remain concerned that consumers misunderstand the CE mark as a
quality or certification mark, rather than a compliance mark.

The European Commission is considering revising the approach to the CE mark as a conformity self-
declaration.

*To what extent do you agree that the CE mark should be displayed only digitally, by
including it, for instance, in the DPP?
Strongly agree
Partly agree
Neutral
Partly disagree
® Strongly disagree

18
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| don’t know

*In case you are in favour of keeping the obligation of physically affixing the CE mark,
please indicate your reasons and choose all that apply:
“I'It is easier for any type of stakeholder to visually identify products that comply
with the EU product rules anywhere in the EU
CE mark gives guarantee that the product is compliant
Yl Consumers trust more in CE-marked products
Other

Comments/examples:

The CE marking is an essential tool that is recognised by all parties as a sign of compliance.
The compliance must consequently be easily and quickly recognisable by all, including those not having access
to the DPP or equivalent tool.

*To what extent do you agree that the requirement to physically affix the CE mark
should remain and be complemented by a digital display, to be included, for instance,
in the DPP?

Strongly agree

® Partly agree
Neutral
Partly disagree
Strongly disagree

| don’t know

Comments/examples:
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It does not seem necessary to complement the physically affixed CE mark by a digital display. Choice should be
given to the manufacturer.

Enhanced circularity in the NLF

The 2022 NLF evaluation shows that there is a potential need for introducing, updating and clarifying certain

definitions within the context of the NLF, as well as clarifying responsibilities based on the type of product
modification.

Market surveillance authorities face difficulties distinguishing between substantially modified (new), reused
and refurbished products, partly because the NLF does not define key terms like refurbisher, refurbishment,
repairer, reuse or repair.

The Ecodesign for Sustainable Products Regulation (ESPR) defines ‘refurbishment’ as “actions carried out to

prepare, clean, test, service and, where necessary, repair a product or a discarded product in order to
restore its performance or functionality within the intended use and range of performance originally
conceived at the design stage at the time of the placing of the product on the market”. On the other hand, the
concept of ‘repair’ is defined as “one or more actions carried out to return a defective product or waste to a
condition where it fulfils its intended purpose”. Finally, the concept of ‘remanufacturing’ is defined as “actions
through which a new product is produced from objects that are waste, products or components and through
which at least one change is made that substantially affects the safety, performance, purpose or type of the
product’.

While some of these concepts may have been defined in certain sectorial legal frameworks aligned to the NLF,
the NLF itself currently does not lay down a comprehensive and exhaustive list of definitions, which capture
the modifications that a product may sustain after it has been placed on the market. The Machinery Regulation,

for example, defines ‘substantial modification’ as a modification of a machinery product, by physical or digital
means after that machinery product has been placed on the market or put into service, which is not planned by
the manufacturer. As a result, the compliance of the machinery product with the relevant essential health and
safety requirements may be affected. In contrast, refurbishment does not affect the risks and performance of
the product.

The Construction Products Regulation defines ‘used product’ which is placed on the market again or
‘remanufactured product’ which has been subject to a transformative process going beyond checking,
cleaning and repairing recovery operations and then placed on the market again. The Medical Devices
Regulation defines ‘reprocessing’ as a "process carried out on a used device in order to allow its safe reuse
including cleaning, disinfection, sterilisation and related procedures, as well as testing and restoring the
technical and functional safety of the used device".

20
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With increasing policy focus on circular economy objectives, and in the absence of a clear legal framework,
market surveillance authorities may face difficulties in assessing the compliance of such products, and
economic operators may lack clarity on their obligations. Hence, the question, whether the NLF should extend
its focus towards any modifications that may be brought to products after they are placed on the market, which
is also related to product circularity.
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To what extent do you consider the requirements below as necessary to ensure the safety of refurbished products? Please
choose all that apply:

Not I
Absolutely Very Moderately Slightly
necessary don't
necessary necessary necessary necessary
atall know
* Clear distinction of refurbished/ remanufactured products from new ones, e. &
g. through labelling or marking
* Mandatory safety checks for refurbished products by a third party (e.g. a .
notified body)
* Mandatory safety checks for refurbished products by the refurbishers 5
themselves (e.g. performance of internal risk analysis)
* Obligation for the refurbisher to provide information on the spare parts &
replaced in the product
* Obligation for the manufacturer to provide the product information necessary &
for safe refurbishment
* Responsibility for the refurbisher for product compliance and safety limited to &
the refurbished parts
* Responsibility of the refurbisher for the whole product following the &

refurbishement

Other
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Comments/Examples regarding the possible impact of these such changes (if known):

The current definition of ‘remanufacturing’ in the ESPR is not appropriate. It is insufficiently precise and
severely limits the possibilities for marketing second-hand products for two reasons: it is too broad, and it
implies that remanufactured products should be considered as new products, subject to all the regulatory
changes that have taken place since the initial product was placed on the market. In practice, this will result in
many products that could have been reused becoming non-compliant.

On the requirement to undergo an internal risk analysis for refurbished products, it very much depends on the
definition given to the term “refurbished”. A simple cleaning should not trigger burdensome process for the
refurbisher. However, there may be cases where an internal risk analysis may be necessary, depending on the
importance of the modification for the safety of the product and the degree of deviation from the instructions
provided by the original manufacturer.

Generally speaking we do believe that risk analysis are part of a routine for any manufacturers/refurbishers, and
no additional requirements should be enforced.

*Do you support the idea of a separate conformity assessment module for substantially
modified products?

Yes

? No
Only in case of products subject to third-party conformity assessment
Other

| don't know / cannot answer

*Do you support the idea of a separate conformity assessment module for used
products?

Yes

® No
Only in case of products subject to third-party conformity assessment
Other

| don't know / cannot answer

Comments/examples:

The existing modules are well suited to carry out the conformity assessment of any products and as such no
new modules are needed. Should a module be included for substantially modified products only, the limits or
scope of such conformity assessment will be difficult to establish making it very difficult for manufacturers, users
/consumers and authorities to know how to treat them.

Several legislation already contain a definition of substantial modification and a common definition does not
seem applicable in practice, however the NLF should clarify what are the manufacturers obligations, once a
product fulfils the condition of a substantial modification, in terms of original CE marking ( to be replaced or
not), level of compliance required after the substantial modification ( only to the parts affected by this
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modification? Compliance to all newly applicable legislation or only to the piece of legislation for which the
substantial modification is established ?etc) . The concept of substantial modifications should not
disproportionately restrict the marketing of second-hand products or path to a circular and sustainable economy.

Enhanced responsibility of conformity assessment bodies

a) Strengthening oversight and accountability of notified bodies

Notifled bodies are organisations designated by national authorities to assess the conformity of certain
products before they are placed on the market.

Notifying authorities are the national entities responsible for designating and supervising these notified
bodies.

The 2022 NLF evaluation has identified shortcomings in the oversight of notified bodies, that may ultimately

lead to safety risks

*Should the general principle that the Commission shall have the authority to suspend,
restrict or withdraw the notification of a notified body, when necessary to ensure
compliance, be included in the NLF?

Yes, but only when a notifying Member State authority fails to act despite clear
non-compliance or misconduct of notified body

Yes, but Commission should only be able to suspend temporarily the notification
(if substantiated/urgent)

Yes, including investigative powers over the notified bodies
® No
Other

| don't know/cannot answer

*What mechanisms could strengthen the accountability of notified bodies?

reporting, KPls etc

*Should there be mandatory timelines for notifying authorities to complete the periodic
reassessment of notified bodies?
Yes, and if the timeline for the reassessment is not respected the notified body
should be automatically removed from NANDO (New Approach Notified and
Designated Organisations database)

24


https://ec.europa.eu/transparency/documents-register/detail?ref=SWD(2022)364&lang=en

® Yes, but with flexibility, the absence of timely reassessment should not result in
automatic removal from NANDO

No, current practices are appropriate
No
Other

| don't know/cannot answer

b) Enhancing the monitoring of outsourcing the tasks of notified bodies
According to the findings of the 2022 NLF evaluation, notified bodies are increasingly outsourcing tasks, often

due to internal staff and facility shortages, or completely relying on subcontractors, without hiring own staff or
having own equipment. They often delegate entire activities to subcontractors in third countries. This trend
raises concerns about the reliability and oversight of subcontracted work. At the same time, maintaining
independence and impartiality is particularly challenging when notified bodies also engage in related services
like consultancy or testing.

*What measures do you think could be effective to address the challenges related to
subcontracting by notified bodies? Please choose up to three options you think
would be most effective.

between 1 and 3 choices
/I Stricter rules requiring that key certification decisions be made exclusively by
permanent, in-house staff of the notified body

The subcontractor should be notified or accredited together with the notified body
Maintain the current rules regarding subcontracting

Remove the possibility for subcontracting outside EU

Introduce stricter rules for subcontracting outside EU

Other

| don't know/cannot answer

*Which additional requirements should the NLF include to ensure the reliability of
notified bodies? You may select multiple replies.
Yl The minimum number of permanent full-time staff

/I Stricter requirements for the expertise of the staff, with sufficient technical
expertise

I Minimum tasks carried out by the notified body without subcontracting

Minimum number of certifications delivered per year in the notified area
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Minimum technical equipment
No new requirements
Y1 Other

| don't know/cannot answer

*Please specify

The shortage of staff or equipment in notified bodies could lead to significant delays in processing CE
certificates. Manufacturers are not always aware of this situation upfront which puts them at a disadvantage
compared to competitors.

*Which additional measures should be introduced to ensure the integrity and
independence of notified bodies? You may select multiple replies.

More restrictive ownership rules

More precise rules setting out prohibited practices

Dedicated assessment of the professional integrity during the reassessment of

notified bodies

Breaching the rules related to professional integrity should be an explicit reason

for the withdrawal of the notification

Mandatory accreditation

4 Other

| don't know/cannot answer

*Please specify

Notified bodies do not all follow the same rules : some are using harmonised standards as the only allowed
reference for compliance , even though standards are voluntary leaving no option for the manufacturers to use
another reference ( ISO standards or other). Besides, the interpretation given to the harmonised standards may
vary from one NB to the others, leading to unequal treatment in assessing the compliance of a product.

*If mandatory accreditation is introduced, should the NLF still keep the notifying
authorities separately from the national accreditation bodies?
Notifying authorities should still exist besides the national accreditation bodies
Notifying authorities should be abolished - national accreditation bodies should
take over their tasks
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Other

| don't know/cannot answer

*Do you think that accreditation could improve if there were an EU-level monitoring,

investigative, and decision-making power in the area of accreditation?

Strongly agree
Partly agree
Neutral

Partly disagree
Strongly disagree

| don’t know

Please elaborate on main reasons:

Please choose all that apply: To what extent do you agree that integrating third-party

conformity assessment certificates into the digital compliance tool, for instance, the

DPP, would....

Strongly Partly
agree agree

* . enhance reliability of the certificate
as it could not be falsified

* ... facilitate the checks of the product
by the market surveillance authorities

* .. would facilitate the monitoring of
the notified bodies

* .. not make a significant difference

Neutral

Partly
disagree

I
don't

know

Strongly
disagree
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c) Levelling the competence of notified bodies

The NLF currently treats accreditation of notified bodies as voluntary, though most rely on it. Making
accreditation mandatory could ensure consistent quality across the EU but concerns about cost and process
length may impact smaller conformity assessment bodies and new entrants, particularly in small sectors where
there are few notified bodies.

Accreditation has the potential to to demonstrate the competence of notified bodies. According to the 2022
NLF evaluation, some stakeholders see mandatory accreditation as the only way to ensure the appropriate
and equal high level of competence of notified bodies, while others point to the significant amount of time and
costs needed for accreditation comparing to its benefits.

*What measures do you think could help ensure a more aligned level of competence

among notified bodies? Please choose all that apply.

/I Strengthening the supervision of notified bodies by Member States authorities

/I Strengthening the Commission’s oversight of notified bodies, including through

investigative and decision-making powers

Introducing mandatory accreditation for all notified bodies

Improved peer reviews of the national accreditation bodies, ensuring coherent
practices in all Member States

/I Other

| don't know/cannot answer

*Please specify

Better checks of competence upon accreditation

*Should non-harmonised standards or other rules be allowed as a basis for
accreditation of conformity assessment bodies?
® Yes
No

| don’t know/No opinion
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*If so, what should be used as a basis for accreditation of conformity assessment
bodies, as an alternative to harmonised standards? Please choose all that apply.

Harmonised European standards only, without alternatives

Harmonised European standards based on ISO standards, without alternatives

Harmonised European standards + requirements of the specific legislation in

question

Specific requirements in the NLF related to the notified bodies + requirements of

the specific legislation

Other requirements in line with NLF and specific legislation (no presumption of

conformity, hence the need to demonstrate)

The non-harmonised area should be treated separately, with more flexibility,

applying different rules

*Would you agree that the current peer assessment system for national accreditation
bodies ensures coherent practices?
Strongly agree
Partly agree
Neutral
® Partly disagree
Strongly disagree

| don’t know

Comments/examples:

*What measures would ensure a greater coherence of practices by national
accreditation bodies?

29



Clear and detailed schemes for sectoral legislation

Strengthened EU level oversight of peer reviews

Permanent team of peer evaluators

A common pool of peer evaluators for different sectorial legislation
Other

No need for improvement

*The revision of the NLF is carried out in parallel with the revision of the Market
Surveillance Regulation and the Standardisation Regulation. Do you think the three

legal acts should be merged into one European Product Act to ensure legislative
coherence?

Strongly agree

® Partly agree
Neutral
Partly disagree
Strongly disagree

| don’t know

*Please elaborate on main reasons:

The Standardisation Regulation could remain a stand-alone as the it goes beyond products and includes
services.

However, the three regulations are highly interrelated. It is consequently crucial that sufficient time is given to co
legislators to be able to address the different revisions in parallel to ensure coherence between them.

Contact

Contact Form
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