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1 Introduction
1.1 Overview of Study
The overall aim of this study is to provide support to the European Commission in the preparation of
an impact assessment to identify and develop the most adequate way to increase transparency and
ensure regulatory oversight for nanomaterials. The contractor is expected to:
Gather relevant information on the experience from other nanomaterials register-like schemes;
Provide information on health and safety, markets and research trends of nanomaterials for the
better definition of the policy options to be assessed; and
Support the impact assessment of the policy options.





The technical specifications set out a detailed framework for the study and identified five different
tasks, namely:
Task 1:
Task 2:
Task 3:
Task 4:
Rask 5:







Lessons learned from other schemes;
Background information for building blocks of policy options;
Organise and carry out public consultations;
Support for the option assessment; and
Validation workshop.

This Options Assessment Report documents the findings of Task 4, namely to identify the key issues
which will need to be accounted for under each of the options being considered by the European
Commission before a full impact assessment can be prepared. It is important to emphasise that this
report is intended to inform future policy development and analysis by the European Commission
and is not intended to represent a definitive position of the Commission.

1.2 Structure of Report
This report has been structured to reflect the approach recommended by the European Commission
in its Impact Assessment Guidelines1. The Guidelines specify the following steps for an impact
assessment:
Step 1: Identification of existing problems and objectives of policy intervention;
Step 2: Defining the policy options;
Step 3: Identification of impacts that are relevant and key stakeholders that might be affected;
Step 4: Initial assessment of the importance of these impacts based on their expected
magnitude and on the likelihood of them occurring;
Step 5: In-depth analysis of the most significant impacts;
Step 6: Comparison of the policy options; and
Step 7: Identification of the preferred policy option.









As such, Section 2 of this report covers the first two steps in the development of the options while
Section 3 provides an introduction to the likely impacts of interest (Steps 3 and 4).
1

European Commission (2009): Impact Assessment Guidelines, dated 15 January 2009 SEC(2009) 92
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Section 4 provides more detail on the options taken forward for further analysis since the scale of
certain impacts will depend on the exact nature of the options being considered. Section 5 provides
a more detailed analysis of the possible impacts by option (Step 5). The final steps 6 and 7 are
beyond the scope of this study.
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2 Development of Options
2.1 Step 1: Identification of existing problems and objectives of
policy intervention
2.1.1 Issues at Stake
There appears to be a widespread (but not universal) view that available information on
nanomaterials is insufficient for informed decision-making. This was reflected in the call by the
European Parliament2 in 2009 for the European Commission to compile:
"an inventory of the different types and uses of nanomaterials on the European
market, while respecting justified commercial secrets such as recipes, and to make
this inventory publicly available".
Since then, several Member States (most notably France) have launched initiatives for national
registries for nanomaterials. Furthermore, Austria, Belgium, the Czech Republic, Denmark, France,
Italy, Luxemburg, the Netherlands, Spain, Sweden and Croatia have asked the Commission3 to
“propose legislation on registration or market surveillance of nanomaterials or products containing
nanomaterials”. Various stakeholders and non-governmental organisations have also called for a
registry for nanomaterials.

2.1.2 Objectives
As set out in the Commission’s Working Document, the objectives of the policy intervention may be
defined from various perspectives as set out in Table 2-1.
Table 2-1: Objectives of the Policy Intervention
General policy objectives

Specific policy objectives

Operational policy objectives

Provide decision makers, regulatory
authorities and professional users
with information that allows for an
Ensure the protection of human
Ensure the availability of relevant
appropriate response to health or
health and the environment &
information on the presence of
environmental risks of
ensure consumer protection related
nanomaterials or products
nanomaterials
to nanomaterials on the
containing nanomaterials on the
market
market
Provide consumers with relevant
information on products containing
nanomaterials on the market
Ensure a proper functioning of the
internal market and a level playing
field for businesses marketing
nanomaterials

Maintain competitiveness and
innovation of businesses bringing
nanomaterials or products
containing nanomaterials to the
market (including SMEs).

Ensure the proportionality of the
information requirements and the
associated costs and administrative
burden.
Protect confidential business
information

2

European Parliament resolution of 24 April 2009 on regulatory aspects of nanomaterials (2008/2208(INI))

3

As indicated in the Commission’s Working Document:
http://ec.europa.eu/DocsRoom/documents/5282/attachments/1/translations/en/renditions/native
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2.2 Step 2: Defining the Policy Options
2.2.1 Summary
As set out in the Commission’s Working Document and in the Public Consultation4, the policy options
to be considered are:
0. Baseline scenario
1. Recommendation on how to implement a "best practice model" for Member States
wishing to establish a national system (soft law approach)
2. Structured approach to collect information ("Nanomaterials Observatory")
3. Regulation creating an EU nanomaterial registry with one annual registration per
substance for each manufacturer/importer/downstream user/distributor
4. Regulation creating an EU nanomaterial registry with one annual registration per use
(including substances, mixtures and articles with intended release)
These are outlined in a little more detail below.

2.2.2 Baseline (Option 0)
The baseline scenario (Option 0) represents the ‘status quo’. As such, this would include the current
registration requirements for nanomaterials in cosmetics and in products on the French market. In
the coming months, there could be further requirements for registering nanomaterials in Belgium
and Denmark. The implications of this change in the baseline will need to be considered in the
detailed analysis which follows.

2.2.3 Option 1: Best Practice Model
The Commission could identify5 an existing or planned model, possibly with a number of
modifications, as good practice model, and recommend it for implementation at national level. This
option would promote the establishment of national notification systems with harmonised
requirements across Member States. At the same time, it would leave Member States the leeway to
opt out and/or take their own national approaches.

2.2.4 Option 2: Nanomaterials Observatory
This option would involve the establishment of a Nanomaterials Observatory6 collecting relevant
information on nanomaterials on the market and presenting it in a clear and user-friendly way to the
public online. The existing JRC web platform7 which provides general information on nanomaterials
and useful links to other sources could be used as a basis for this initiative.

4

The Public Consultation on transparency measures for nanomaterials on the market was held from 13 May
to 5 August 2014, via http://ec.europa.eu/enterprise/sectors/chemicals/reach/nanomaterials/publicconsultation_en.htm

5

At the time of writing (June 2014), the Commission has not identified such a model – since the evaluation
work on existing/proposed schemes is ongoing.

6

It is unfortunate that the findings from the earlier ObservatoryNANO FP7 project (2008-12) which was
intended to establish a permanent European Observatory on Nanotechnologies are no longer readily
accessible (see http://www.observatorynano.eu/)

7

http://ihcp.jrc.ec.europa.eu/our_databases/web-platform-on-nanomaterials
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It is worth noting that JRC is also involved with the major European NANoREG project8 which is
intended to provide regulators and legislators with additional scientifically based information to
assist decision-makers.

2.2.5 Option 3: EU Nanomaterial Registry by Substance
Under this option, manufacturers and importers would be required to submit relevant substance
identity information in line with REACH registration dossiers for any substance at nanoscale with an
annual production volume of at least 100 grams (per manufacturer/importer). In addition, for each
nanomaterial substance, an annual declaration of the total quantity of the substance per annum and
the uses of the substance (including all professional users a substance was sold to) should be
submitted by manufacturers and importers of such substance, producers and importers of mixtures
containing such substance at nanoscale, producers and importers of articles with intended release of
nanomaterials, as well as distributers selling such products to professional users.
Clearly, there is a wide range of possible sub-options depending on the nature of information
requirements and on the potential range of derogations for particular types of substances and/or
uses.

2.2.6 Option 4: EU Nanomaterial Registry by Application
This option is identical to Option 3, except that the annual registration is not made per
manufacturer/importer/downstream user/distributor but per use of the substance (on its own, or in
a mixture or article). This would require downstream users to submit a new declaration for each
new nanomaterial-containing mixture or article that they put on the market. This would allow for
full traceability of a nanomaterial across the supply chain. Of course, to be effective, this would
require downstream users to be aware of the presence of nanomaterials in their products.
As for Option 3, there is a wide range of possible sub-options depending on the nature of
information requirements and on the potential range of derogations for particular types of
substances and/or uses.

8

The NANoREG FP7 project has budget of nearly €50m and involves 59 partners (authorities, industry, and
academia) in 15 European countries,
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3 Screening of Impacts
3.1 Step 3: Identification of Impacts
The first stage of analysing the potential impacts of a policy intervention is to identify the types of
impact (by inspection) which might be relevant within the broad areas of economic, social and
environmental impacts using the categories set out in Commission’s Impact Assessment Guidelines.
The results are shown in Table 3-1.
Table 3-1: Initial screening of the relevance of impacts of some form of nanoregistry
Impact type

Relevant?

Economic Impacts
Functioning of the internal market and competition
Competitiveness, trade and investment flows
Operating costs and conduct of business/SMEs
Administrative burdens on businesses
Public authorities
Property rights
Innovation and research
Consumers and households
Specific regions and sectors
Third countries and international relations
Macroeconomic environment
Social Impacts
Employment and labour markets
Standards and rights related to job quality
Social inclusion and protection of particular groups
Gender equality, equality treatment and opportunities, nondiscrimination
Individuals, private and family life, personal data
Governance, participation, good administration, access to justice,
media and ethics
Public health and safety
Crime, terrorism and security
Access to and effects on social protection, health and educational
systems
Culture
Social impacts in third countries
Environmental Impacts
The climate
Transport and the use of energy
Air quality
Biodiversity, flora, fauna and landscapes
Water quality and resources
Soil quality or resources
Land use
Renewable or non-renewable resources
The environmental consequences of firms and consumers
Waste production/generation/recycling
The likelihood or scale of environmental risks
Animal welfare
International environmental impacts

Transparency on Nanomaterials on the Market
RPA & BiPRO | 6

Potentially relevant
Potentially relevant
Potentially relevant
Potentially relevant
Potentially relevant
Not relevant
Potentially relevant
Potentially relevant
Potentially relevant
Potentially relevant
Potentially relevant
Potentially relevant
Not relevant
Not relevant
Not relevant
Not relevant
Potentially relevant
Potentially relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Not relevant
Potentially relevant
Not relevant
Potentially relevant
Not relevant
Not relevant
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By inspection of Table 3-1, it can be seen that economic impacts are likely to be of most interest not
only in terms of direct costs to industry but also on the broader impacts on innovation and research
and, potentially, international trade.
In relation to environmental impacts, it is important to stress that assigning ‘not relevant’ to, for
example, ‘water quality and resources’ is not intended to suggest that the use of nanomaterials has
no impact on this environmental compartment. Rather, it intended to reflect that it will be very
difficult to differentiate levels of impact associated with moving from the current baseline to one of
the policy options being proposed. With this in mind, the impacts to different compartments will be
considered collectively within the ‘environmental risks’ category.

3.2 Step 4: Initial Assessment of Impacts
3.2.1 Introduction
Within the Commission’s Impact Assessment Guidelines, there is a further set of questions to be
considered for each of the categories listed in Table 3-1. These questions provide the framework to
differentiate the scale of the impacts of each option with respect to the baseline. Of course, in some
cases, not all questions are relevant for all options.
A preliminary review of a sample question from each of the areas of impact against each of the
options is presented below.

3.2.2 Economic Impact - Example
Taking the category ‘Operating costs and conduct of business/SMEs’ as an example, Table 3-2
highlights the relevance/impact of each question for each option.
Table 3-2: Further consideration of ‘operating costs and conduct of business/SMEs’
Option
Question
Will it impose additional adjustment, compliance or transaction
costs on businesses?
How does the option affect the cost or availability of essential
inputs (raw materials, machinery, labour, energy, etc.)?
Does it affect access to finance?
Does it impact on the investment cycle?
Will it entail the withdrawal of certain products from the market?
Is the marketing of products limited or prohibited?
Will it entail stricter regulation of the conduct of a particular
business?
Will it lead to new or the closing down of businesses?
Are some products or businesses treated differently from others
in a comparable situation?

1

2

3

4

Yes

No

Yes

Yes

n/a
Possibly

No

n/a
Possibly

Possibly

Possibly

No

Possibly

Possibly

Yes

No

Yes

Yes

Possibly

No

Possibly

Possibly

n/a

3.2.3 Social Impact - Example
Taking the category ‘Governance, participation, good administration, access to justice, media and
ethics’ as an example, Table 3-3 highlights the relevance/impact of each question for each option.
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Table 3-3: Further consideration of ‘governance, participation, good administration, access to justice, media
and ethics’
Option
Question
1
2
3
4
Does the option affect the involvement of stakeholders in issues
of governance as provided for in the Treaty and the new
n/a
governance approach?
Are all actors and stakeholders treated on an equal footing, with
due respect for their diversity? Does the option impact on cultural
n/a
and linguistic diversity?
Does it affect the autonomy of the social partners in the areas for
which they are competent? Does it, for example, affect the right
n/a
of collective bargaining at any level or the right to take collective
action?
Does the implementation of the proposed measures affect public
institutions and administrations, for example in regard to their
Possibly
No
Yes
Yes
responsibilities?
Will the option affect the individual’s rights and relations with the
Possibly
No
Possibly Possibly
public administration?
Does it affect the individual’s access to justice?
n/a
Does it foresee the right to an effective remedy before a tribunal?
n/a
Does the option make the public better informed about a
Yes
Yes
Yes
Yes
particular issue? Does it affect the public’s access to information?
Does the option affect political parties or civic organisations?
n/a
Does the option affect the media, media pluralism and freedom of
n/a
expression?
Does the option raise (bio) ethical issues (cloning, use of human
Yes
Yes
Yes
Yes
body or its parts for financial gain, genetic research/testing, use of
(depending on perspective)
genetic information)?

3.2.4 Environmental Impact - Example
Taking the category ‘The environmental consequences of firms and consumers’ as an example, Table
3-4 highlights the relevance/impact of each question for each option.
Table 3-4: Further consideration of ‘the environmental consequences of firms and consumers’
Option
Question
1
2
3
Does the option lead to more sustainable production and
n/a
consumption?
Does the option change the relative prices of environmental
friendly and unfriendly products?
Does the option promote or restrict environmentally un/friendly
goods and services through changes in the rules on capital
investments, loans, insurance services etc?
Will it lead to businesses becoming more or less polluting through
changes in the way in which they operate?

Possibly

No

Possibly

4

Possibly

n/a
Possibly

No

Possibly

Possibly

3.2.5 Commentary
For the next draft of this report, similar consideration will be given to the detailed questions which
are to be applied to the other impact categories identified in Table 3-1. However, even on the basis
of the three examples presented above, it can be seen that the option with the lowest impact (in
Transparency on Nanomaterials on the Market
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terms of both costs and benefits) appears to be Option 2 – the creation of a Nanomaterials
Observatory.
As might be expected, the impacts are likely to be most significant for the mandatory EU-wide nanoregistry (as represented by Options 3 and 4). It is interesting to note that, at this qualitative stage of
the analysis, it is not possible to differentiate between Options 3 and 4. In other words, the nature
of the impacts will be similar but the scale may be different. The extent of such differences will only
emerge after the more detailed analysis (see Section 5) but this, in turn, will depend on the precise
nature of the options being considered as presented in Section 4.

Transparency on Nanomaterials on the Market
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4 Refinement of Options
4.1 Introduction
In order to undertake a more detailed analysis of the impacts of the the options with respect to the
baseline, it is necessary to have clarity over four key factors for each option:





nanomaterials covered;
substances/products covered;
organisations covered; and
information requirements.

Of course, in relation to the nanomaterials being considered in this study, particular attention must
be given to the recommended EC definition9:
‘Nanomaterial’ means a natural, incidental or manufactured material containing
particles, in an unbound state or as an aggregate or as an agglomerate and where, for
50 % or more of the particles in the number size distribution, one or more external
dimensions is in the size range 1 nm-100 nm.
Further detail on these aspects is provided below.

4.2 Baseline (Option 0)
4.2.1 Overview
The baseline scenario (Option 0) represents the ‘status quo’. As such, this would include the current
registration requirements for nanomaterials in cosmetics and in products on the French market. In
the coming months, there could be further requirements for registering nanomaterials in Belgium
and Denmark. The implications of this change in the baseline will need to be considered in the
detailed analysis which follows.
These current existing and proposed schemes are described in detail in the Evaluation Report
10
(Task 1 of this study) and the key features are outlined below.

4.2.2 Nanomaterials Covered
Under the (existing) Cosmetics Regulation, a nanomaterial means an insoluble or biopersistent and
intentionally manufactured material with one or more external dimensions, or an internal structure,
on the scale from 1-100 nm.
Under the (existing) French and (proposed) Belgian declaration systems, a nanomaterial is defined in
a similar way as the EC definition, but only manufactured NMs are covered in the definition.
Under the (proposed) Danish declaration system, a nanomaterial is defined in a similar way as the EC
definition.
9

Commission Recommendation 2011/696/EU on the Definition of Nanomaterial

10

RPA et al (2014): Study to Assess the Impact of Possible Legislation to Increase Transparency on
Nanomaterials on the Market, Evaluation Report for DG Enterprise and Industry, June 2014
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4.2.3 Substances/products covered
The Cosmetics Regulation applies to cosmetic products (containing nanomaterials) being placed on
the EU market.
The French declaration system applies to nanomaterials (as such or as part of a mixture without
being bound, or in articles intended to release such substances under normal or reasonably
foreseeable conditions of use) being placed on the French market. In other words, the French
system applies to nanomaterial substances.
The proposed Belgian and Danish systems apply to products containing nanomaterials being placed
on their respective national markets.

4.2.4 Organisations covered
For the Cosmetics Regulation, the duty is upon the end-product producers (typically cosmetic
companies) to notify the presence of nanomaterials in their products.
For the proposed Belgian and Danish systems, the duty would also be upon end-product producers.
Of course, depending on the nature of the product, the end-product producer could also be a
nanomaterial manufacturer/importer and/or formulator.
Under the French system, the duty would generally be upon the nanomaterial manufacturer/
importer. Of course, in some cases, this could be an importer of articles or mixtures containing
nanomaterials.

4.2.5 Information requirements
The information requirements are summarised in Table 4-1 below
Table 4-1: Information Requirements - Baseline
Scheme

Information requirements

Cosmetics Regulation

Nanomaterial (NM) identity, particle size, physicochemical properties,
toxicological profile, NM quantity in product, NM safety data related to
cosmetic product category, reasonably foreseeable exposure conditions

French declaration system

Identity of notifier, of NM substance (characterisation) and professional user,
information on notification, quantities, uses

Belgian declaration system
(proposed)

Identity of notifier, of professional users and the NM substance, quantities,
uses

Danish declaration system
(proposed)

Identity of notifier, product and NM information contained in the product,
identity of NM (voluntary: REACH descriptors, NM quantity in product, physicochemical properties)

4.2.6 Summary
For the purposes of the more detailed analysis consideration will be given to two sub-options:



Option 0A – current situation (Cosmetics Regulation and French systems
Option 0B – as above plus Belgian and Danish systems

Transparency on Nanomaterials on the Market
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4.3 Option 1: Best Practice Model
4.3.1 Overview
It is intended that the Commission will nominate a best practice model, and recommend it for
implementation at national level. This option would promote the establishment of national
notification systems with harmonised requirements across Member States. At the same time, it
would leave Member States the leeway to opt out and/or take their own national approaches.

4.3.2 Nanomaterials Covered
Under this option, a nanomaterial is defined in terms of the EC definition, but only manufactured
nanomaterials should be taken into consideration.
As indicated in the public consultation:
Natural and incidental (e.g. resulting from combustion processes) nanomaterials are not
covered. Several legal instruments refer to “intentionally manufactured”, or
“engineered” nanomaterials. Due to the difficulty to clearly define intention, this
consultation refers to manufactured nanomaterials in general (in a wide interpretation,
probably most manufactured nanomaterials will be intentionally manufactured). It
should also be noted that the definition of nanomaterials only covers solid nanoparticles
and excludes liquid nanoparticles such as micelles (e.g. in milk, chocolate, mayonnaise
etc.), unless otherwise stated.

4.3.3 Substances/products covered
Depending on the nominated model, this option could focus on nanomaterial substances or on
products containing nanomaterials being placed on national markets within the EU.

4.3.4 Organisations covered
Will depend on nominated model

4.3.5 Information requirements
Will depend on nominated model

4.4 Option 2: Nanomaterials Observatory
4.4.1 Overview
This option would involve the establishment of a Nanomaterials Observatory collecting relevant
information on nanomaterials on the market and presenting it in a clear and user-friendly way to the
public online – perhaps through the existing JRC web platform11.

11

http://ihcp.jrc.ec.europa.eu/our_databases/web-platform-on-nanomaterials
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4.4.2 Nanomaterials Covered
Under this option, a nanomaterial is defined in terms of the EC definition, but the focus would be on
manufactured nanomaterials – i.e. as for Option 1.
Of course, since the proposed Observatory would be a repository for a broad range for nanomaterial
related information, it is likely that the Observatory would be a useful source of information on
other forms of nanomaterials.

4.4.3 Substances/products covered
It is likely that information on both products (containing nanomaterials) and on nanomaterial
substances would be covered.

4.4.4 Organisations covered
Information could be provided by many different stakeholders including nanomaterial
manufacturers/importers, formulators and end-product producers. Information could also be
provided by national authorities and research institutions.

4.4.5 Information requirements
To be effective, it would be necessary to develop a structured approach to the type of information
to be collected. This is likely to involve the development of a minimum cut set of information (for
example, identify of the nanomaterial and area of application).

4.5 Option 3: EU Nanomaterial Registry by Substance
4.5.1 Overview
Under this option, manufacturers and importers would be required to submit relevant substance
identity information in line with REACH registration dossiers for any substance at nanoscale with an
annual production volume of at least 100 grams (per manufacturer/importer). In addition, for each
nanomaterial substance, an annual declaration of the total quantity of the substance per annum and
the uses of the substance (including all professional users a substance was sold to) should be
submitted by manufacturers and importers of such substance, producers and importers of mixtures
containing such substance at nanoscale, producers and importers of articles with intended release of
nanomaterials, as well as distributers selling such products to professional users.

4.5.2 Nanomaterials Covered
As for Option 1, a nanomaterial is defined in terms of the EC definition, but only manufactured
nanomaterials should be taken into consideration. As before, it is intended to exclude ‘natural and
incidental nanomaterials’ and ‘liquid nanoparticles such as micelles’.

4.5.3 Substances/products covered
Similar to the current French system, Option 3 would apply to nanomaterials (as such or as part of a
mixture without being bound, or in articles intended to release such substances under normal or
reasonably foreseeable conditions of use) being placed on the EU market. In other words, Option 3
applies to nanomaterial substances.
Transparency on Nanomaterials on the Market
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4.5.4 Organisations covered
Similar to the current French system, the duty to notify under Option 3 would generally be upon the
nanomaterial manufacturer/importer. Of course, in some cases, this could be an importer of
articles or mixtures containing nanomaterials.

4.5.5 Information requirements
To be determined. Clearly increasing the level/detail of information required will increase the
associated costs and, potentially, lead to other impacts (adverse effect on growth and innovation for
example). Such effects could be countered by derogations for particular types of substances. In any
event, it will be necessary to ensure that the requirements do not require the release of confidential
business information.
It is proposed that the focus be given to two sub-options:



Option 3A – a minimum set of requirements with, perhaps, some derogations
Option 3B – more detailed requirements with some derogations

4.6 Option 4: EU Nanomaterial Registry by Application
4.6.1 Overview
This option is identical to Option 3, except that the annual registration is not made per
manufacturer/importer/downstream user/distributor but per use of the substance (on its own, or in
a mixture or article). This would require downstream users to submit a new declaration for each
new nanomaterial-containing mixture or article that they put on the market. This would allow for
full traceability of a nanomaterial across the supply chain. Of course, to be effective, this would
require downstream users to be aware of the presence of nanomaterials in their products.

4.6.2 Nanomaterials Covered
As for Option 1, a nanomaterial is defined in terms of the EC definition, but only manufactured
nanomaterials should be taken into consideration. As before, it is intended to exclude ‘natural and
incidental nanomaterials’ and ‘liquid nanoparticles such as micelles’.

4.6.3 Substances/products covered
Similar to the proposed Belgian system, Option 4 would apply to products containing nanomaterials
being placed on the EU market.

4.6.4 Organisations covered
As for the proposed Belgian system, the duty to notify under Option 4 would be upon end-product
producers. Of course, depending on the nature of the product, the end-product producer could also
be a nanomaterial manufacturer/importer and/or formulator.

4.6.5 Information requirements
To be determined. As for Option 3, it is proposed that the focus be given to two sub-options:


Option 4A – a minimum set of requirements with, perhaps, some derogations
Transparency on Nanomaterials on the Market
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Option 4B – more detailed requirements with some derogations
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5 In-depth Analysis of the Most Significant Impacts
5.1 Approach
The approach to the more detailed analysis (Step 5 of the Impact Assessment) will be to provide
commentary on each of the relevant questions for each impact (as illustrated in Tables 3-2 to 3-4
above). This commentary will provide an overview of the relevant factors for each question
followed by a more detailed analysis which will be quantitative where possible for each of the
options in turn.
The more detailed analysis will draw upon the findings of the earlier study reports on Tasks 212 and
313 as well as upon further research and analysis (including any relevant information submitted as
part of the Public Consultation).
In order to ensure a coherent and easy-to-read analysis, detailed and/or extensive calculations and
discussions will be presented in a Technical Annex.

5.2 Economic Impacts
5.2.1 Functioning of the internal market and competition
to be prepared but sections/sub-sections will be structured as shown below

Initial Assessment
…..
Commentary
…..
Analysis
…..
Summary
….

5.2.2 Functioning of the internal market and competition
5.2.3 Competitiveness, trade and investment flows

12

Evaluation Report – Final, prepared for DG Enterprise and Industry, June 2014

13

Building Blocks Report – 2nd Draft, prepared for DG Enterprise and Industry, June 2014
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5.2.4 Operating costs and conduct of business/SMEs
Initial Assessment
Table 5-X: Further consideration of ‘operating costs and conduct of business/SMEs’
Option
Question
Will it impose additional adjustment, compliance or transaction
costs on businesses?
Does it impact on the investment cycle?
Will it entail the withdrawal of certain products from the market?
Is the marketing of products limited or prohibited?
Will it entail stricter regulation of the conduct of a particular
business?
Will it lead to new or the closing down of businesses?

1

2

3

4

Yes

No

Yes

Yes

Possibly

No

Possibly

Possibly

Possibly

No

Possibly

Possibly

Yes

No

Yes

Yes

Possibly

No

Possibly

Possibly

Commentary
Clearly, the introduction of a mandatory EU-wide reporting scheme (Options 3 and 4) will entail
costs upon businesses. There will also be costs associated with Option 1 (to follow ‘best practice’) at
a national level. On the other hand, a voluntary Nano Observatory is unlikely to impose costs upon
businesses.
Apart from the direct costs on businesses associated with meeting the information requirements for
a nanoregistry, there is also the potential for additional consequential costs associated with adapting
to the new legislative regime. It is possible, although at this stage very uncertain, that some
businesses may need to change should further restrictions be placed upon placing certain
nanomaterials on the market.
Analysis
The prime concern (at this stage) is the direct costs to businesses associated with moving from the
current situation to one of the possible policy options.
In essence, the total costs will be a function of:




the nature and extent of information required
the cost of providing that information
number of EU businesses affected

The detailed analysis of the costs for each policy option is presented in Annex …
Summary
….
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5.2.5 Administrative burdens on businesses
5.2.6 Public authorities
5.2.7 Innovation and research
5.2.8 Consumers and households
5.2.9 Specific regions and sectors
5.2.10 Third countries and international relations
5.2.11 Macroeconomic environment

5.3 Social Impacts
5.3.1 Employment and labour markets
5.3.2 Governance, participation, good administration, access to justice,
media and ethics
Initial Assessment
Table 5-X: Further consideration of ‘governance, participation, good administration, access to justice, media
and ethics’
Option
Question
1
2
3
4
Does the implementation of the proposed measures affect public
institutions and administrations, for example in regard to their
Possibly
No
Yes
Yes
responsibilities?
Will the option affect the individual’s rights and relations with the
Possibly
No
Possibly Possibly
public administration?
Does the option make the public better informed about a
Yes
Yes
Yes
Yes
particular issue? Does it affect the public’s access to information?
Does the option raise (bio) ethical issues (cloning, use of human
Yes
Yes
Yes
Yes
body or its parts for financial gain, genetic research/testing, use of
(depending on perspective)
genetic information)?

Commentary
The introduction of further reporting schemes (through Options 1, 3 and 4) will place additional
responsibilities upon public authorities. By way of example, it has been immediately apparent that
the national authorities in France who have implemented the French reporting system for
nanomaterials have been expected to provide information to the French public, to the Commission
and to other stakeholders.
Of course, one of the key drivers for the establishment of some form of nanoregistry has been the
perceived need to provide more information on the presence of nanomaterials in products to the
public. To varying degrees, all the options will provide some additional information to the public.
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One of the central arguments presented by industry is that most nanomaterials on the EU market
are present in conventional products which have been marketed for decades. As such, it is argued
that it is not necessary to consider that the use of nanomaterials raises ethical issues which are often
associated with ‘new’ technologies. This view is not universally shared by those who are concerned
about the expansion of nanotechnology when some of the associated hazards and risks appear
uncertain.
Analysis
[It is unlikely that much in the way of quantitative analysis can be added to provide more detailed
analysis on this issue]
Summary
….

5.3.3 Public health and safety

5.4 Environmental Impacts
5.4.1 The environmental consequences of firms and consumers
Initial Assessment
Table 5-X: Further consideration of ‘the environmental consequences of firms and consumers’
Option
Question
1
2
3
Does the option change the relative prices of environmental
Possibly
No
Possibly
friendly and unfriendly products?
Will it lead to businesses becoming more or less polluting through
changes in the way in which they operate?

Possibly

No

Possibly

4
Possibly
Possibly

Commentary
Similar comments apply as for the social impacts considered above. Currently, the presence of
nanomaterials does not automatically make a particular product environment friendly/unfriendly.
(or more or less polluting). Rather, some stakeholders might argue that there is sufficient
uncertainty about the environmental fate of nanomaterials that one should adopt a precautionary
approach. On the other hand, some products containing nanomaterials are designed to enhance
the environment.
Analysis
[It is unlikely that much in the way of quantitative analysis can be added to provide more detailed
analysis on this issue]
Summary
….
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5.4.2 The likelihood or scale of environmental risks
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