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Dansk sammenfatning
Miljø- og Fødevareministeriet har besluttet at følge implementeringsrådets
anbefaling om at igangsætte en sammenlignende analyse af det danske
nanoproduktregister med nanoregistre i andre EU/EØS-medlemsstater med det
formål at bidrage til at belyse, om det danske nanoproduktregister, der blev
oprettet i 2014, er hensigtsmæssigt i forhold til at sikre relevant viden om
nanomaterialer i blandinger og produkter, der er beregnet til salg til privat brug i
Danmark. Denne rapport præsenterer resultaterne af den sammenlignende
analyse.
Analysen er primært baseret på besvarelse af spørgeskemaer sendt til
myndighederne i lande, der har etableret eller har overvejet at etablere et
nationalt nanoregister: Frankrig, Belgien, Holland, Italien, Tyskland, Norge og
Sverige. Tillige er Arbejdstilsynet, som er ansvarlig for det danske
produktregister (ikke at forveksle med det danske nanoproduktregister), blevet
interviewet. Produktregistret indeholder oplysninger om farlige stoffer og
blandinger til erhvervsmæssig anvendelse, som er registreret af importøren eller
producenten. Informationskravene for Produktregistret blev for nylig udvidet
med et krav om, at det skal oplyses hvis registrerede produkter indeholder
nanomaterialer.
De konsulterede medlemsstater støtter generelt ideen om et EU-nanoregister.
På grund af den langsomme beslutningsproces i EU og Europa-Kommissionens
beslutning om ikke at oprette et EU-nanoregister har flere medlemsstater
imidlertid valgt at etablere eller overvejet at etablere et nationalt nanoregister.
Europa-Kommissionens beslutning om ikke at oprette et EU-nanoregister var
baseret på en konsekvensanalyse (Impact Assessment), som konkluderede, at
det ville være en bedre løsning at oprette en EU-informationsportal med
information om nanomaterialer: The European Union Observatory for
Nanomaterials (EUON).
EUON blev søsat i juni 2017 og varetages af Det Europæiske Kemikalieagentur
(ECHA). Det er rettet mod alle interessenter, som er interesseret i informationer
om anvendelse, eksponering, farer, risici, lovgivning og forskning i
nanomaterialer, herunder forskere, myndigheder, arbejdstagere og forbrugere.
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EUON gør eksisterende information om nanomaterialer tilgængelig for disse
interessenter. Europa-Kommissionen er blevet kritiseret for denne beslutning, da
EUON "kun" formidler eksisterende viden og derfor ikke giver det "fulde billede",
hvilket et obligatorisk registreringskrav ville gøre. Et af argumenterne til fordel
for EUON er, at det er rettet mod alle interessenter, mens detaljerede
registeroplysninger i vid udstrækning ville være fortrolige for andre end
myndighederne.
Af de konsulterede medlemsstater har Tyskland, Holland og Italien (endnu) ikke
oprettet et nationalt nanoregister. Italien har overvejet et stykke tid, men der er
i øjeblikket ingen politisk enighed om dette spørgsmål. Holland har endnu ikke
besluttet sig, men understreger, at de stadig vil foretrække en europæisk
løsning, da nationale nanoregistre potentielt skaber handelshindringer.
Tre lande har etableret egentlige nationale nanoregistre: Frankrig, Belgien og
Danmark.
Sverige har for nylig besluttet at etablere et nationalt nanoregister, som vil blive
implementeret som en udvidelse til det eksisterende svenske produktregister fra
1. januar 2018 med første deadline for indberetning i 2019.
Norge og Danmark har også udvidet deres eksisterende produktregistre, men
det er 'kun' med en funktionalitet, der angiver, om de registrerede produkter
(stoffer og blandinger) indeholder nanomaterialer eller ikke, snarere end med
detaljerede krav om oplysninger om de indeholdte nanomaterialer.
De fire nanoregistre med et bredere scope (det franske, belgiske, svenske og
danske) varierer betydeligt, hvad angår omfang og informationskrav. Det
danske nanoproduktregister adskiller sig især fra andre registre med hensyn til:

›

'Kun' at fokusere på produkter indeholdende nanomaterialer (blandinger og
artikler, som frigiver nanomaterialer), mens de øvrige registre også kræver
registrering af selve det importerede/fremstillede nanomateriale

›

At fokusere på produkter, der markedsføres til privat brug
(forbrugerprodukter), mens de øvrige registre også fokuserer på produkter
til kommerciel anvendelse

›

Ikke at have et obligatorisk krav om angivelse af mængden af
nanomateriale i de registrerede produkter

›

Ikke at have obligatorisk krav om angivelse af fysisk-kemiske
karakteriseringsparametre for nanomaterialet. Det kan nævnes, at data for
disse parametre er dyre at generere, men giver indsigt i potentielle
specifikke egenskaber og farer ved nanomaterialet

›

At kræve registrering af importøren eller producenten af produktet (det
samme vil gælde i det kommende svenske register), mens de franske og
belgiske registre kræver registrering af alle aktører i den professionelle
forsyningskæde for et givet nanomateriale eller nanomaterialeholdigt
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produkt. Det sidste hænger sammen med et ønske om sporbarhed
(traceability) af nanomaterialerne

›

At have en række undtagelser relateret til visse produkter og
nanomaterialer såsom pigmenter, hvilket især adskiller sig fra det franske
nanoregister.

Det nyligt introducerede nano-informationskrav i det danske produktregister,
som fokuserer på farlige stoffer og blandinger til kommerciel anvendelse,
supplerer til en vis grad det danske nanoproduktregister, som fokuserer på
forbrugerprodukter. Informationskravet er dog udelukkende en oplysning om,
hvorvidt et nanomateriale er indeholdt i et registreret produkt, og ikke et krav
om angivelse af identiteten af det indeholdte nanomateriale.
Med hensyn til statistik over registreringer har de belgiske og franske registre
modtaget registreringer fra henholdsvis 100 og 2600 registranter, der tilsammen
har registreret flere end 100 nanomaterialer. Til den belgiske situation skal det
bemærkes, at disse tal henviser til det første registreringsår, og at der indtil nu
kun er registreret markedsførte nanomaterialer som sådan. Fristen for
registrering af blandinger indeholdende nanomaterialer er 1. januar 2018.
Tallene for Belgien forventes derfor at stige. Til sammenligning har der i de tre
første år været færre end ti registranter, og der er maksimalt registreret 10
forskellige nanomaterialer i det danske nanoproduktregister. De nyeste tal viser
fire registranter og seks nanomaterialer. Der har ikke været en stigning i
antallet af registreringer trods en række oplysningsaktiviteter gennemført af
Miljøstyrelsen.
En årsag til disse væsentlige forskelle i antallet af registreringer er det
væsentligt bredere scope for de belgiske og franske registre på en række
punkter i forhold til det danske nanoproduktregister (se ovenstående liste over
forskelle mellem det danske og andre nanoregistre).
Andre mulige årsager fremgår af en analyse af de administrative byrder
forbundet med det danske nanoproduktregister, som blandt andet konkluderede,
at kravene var vanskelige at forstå for de virksomheder, der importerer og
producerer forbrugerprodukter (f.eks. hvad er et nanomateriale?). Desuden
skabte åbne fortolkningsspørgsmål usikkerhed og irritation. Sidstnævnte
vedrørte for eksempel fortolkningen af 'frigivelse', som er en trigger for
registrering i det danske nanoproduktregister. Det har været uden for rammerne
af nærværende undersøgelse at analysere i detaljer, i hvilket omfang
forbrugerprodukter er blevet registreret i det franske produktregister for at se,
om der også dér er specifikke udfordringer for aktører, der markedsfører
forbrugerprodukter.
Endelig kan en årsag til de få danske registreringer være forskelle mellem
håndhævelse og sanktioner ved manglende registrering i Frankrig og Belgien
sammenlignet med den danske situation. Det har imidlertid også været uden for
rammerne af den nuværende undersøgelse at analysere dette aspekt.
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Summary
The Danish Ministry of Environment and Food has decided to follow the Danish
Implementation Council's recommendation on carrying out a comparative
analysis with nano-registers in other EU/EEA Member States to investigate
whether the Danish nano-product register, established in 2014, is appropriate in
ensuring relevant knowledge of nanomaterials in mixtures and articles intended
for sale to private use. This report presents the results of this comparative
analysis.
The analysis is mainly based on feedback via questionnaires sent to the
authorities in countries having established or having considered establishing a
national nano-register: France, Belgium, The Netherlands, Italy, Germany,
Norway and Sweden. Also the responsible for the Danish product register (not to
be confused with the Danish nano-product register) with information on
hazardous substances and mixtures available for commercial use (i.e. in
occupational settings), registered by the importer or manufacturer, have been
consulted. Recently a 'tick-box' for indicating content of nanomaterials in
products was added to the information requirements for this Danish product
register.
The Member States consulted generally support the idea of an EU nano-register.
However, given the slow decision process and the decision by the European
Commission not to create an EU nano-register, several Member States have
established or are considering establishing national nano-registers.
The European Commission decision on not establishing an EU nano-register was
based on an impact assessment, which concluded that it would be a better
option to establish a European Union Observatory for Nanomaterials (EUON).
The EUON recently created and hosted by the European Chemicals Agency
(ECHA), targets all stakeholders potentially interested in information on use,
exposure, hazards, risks, legislation and research of nanomaterials, including
researchers, authorities, workers and consumers. The EUON makes available
information easily accessible for these stakeholders. The European Commission
has been criticised for this decision as the EUON 'only' presents available
information and therefore does not give the 'full picture', which a mandatory
registration requirement would. One of the arguments in favour of the EUON is

COMPARATIVE ANALYSIS OF NANO-REGISTERS IN EU/EEA MEMBER STATES

11

that it targets all stakeholders, while detailed register information would be
largely confidential for others than the authorities.
Of the Member States consulted, Germany, The Netherlands and Italy have not
(yet) established a national nano-register. Italy has considered for a while, but
there is currently no political agreement on this issue. The Netherlands has not
yet decided on the issue, but stresses that they would still prefer a European
solution, as national nano-registers potentially create trade barriers.
Three countries have established stand-alone national nano-registers: France,
Belgium and Denmark.
Sweden has recently decided on establishing a national nano-register, which will
be implemented as an extension to the existing Swedish product register by 1
January 2018.
Norway and Denmark have also made an extension to their existing product
registers, but this is merely a functionality to indicate whether the registered
products (substances and mixtures) contain nanomaterials or not, rather than a
thorough nano-registration.
Also the four nano-registers with a wider scope (the French, Belgian, Swedish
and Danish nano-product registers) vary considerably in terms of scope and
information requirements. The Danish nano-product register in particular differs
from other registers in terms of:

›

Addressing 'only' products containing nanomaterials (mixtures and articles
with intentional release), whereas the other registers also require
registration of imported/manufactured nanomaterials as such

›

Focusing on products placed on the market for private use (consumer
products), whereas the other registers also focus on products for
commercial use

›

No mandatory requirements regarding information on the amount of
nanomaterial in the registered products

›

No mandatory requirements regarding information on nanomaterial
characterisation parameters; being information which is costly to generate,
but gives insight in potential specific properties and hazards of the
nanomaterial

›

Requiring registration from the importer or producer of the product (the
same will apply in the upcoming Swedish register), whereas the French and
Belgian registers having an objective of traceability, require registration
from all actors in the professional supply chain for a given nanomaterial or
nanomaterial containing product

›

Having a range of exemptions related to certain products and nanomaterials
such as pigments, which especially differ from the French nano-register.
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The newly introduced nano 'tick-box' addition to the Danish product register
addressing hazardous substances and mixtures for commercial use, to some
extent supplement the Danish nano-product register (addressing consumer
products). However, the information requirement is solely an indication that a
nanomaterial is contained in a registered product, and not a requirement for
specifying the identity of the contained nanomaterial.
In terms of registration statistics, the Belgian and French registers have received
registrations from 100 and 2600 registrants, respectively, covering more than
100 nanomaterials. To the Belgian situation, it shall be noted that these
numbers refer to the first year of registration and that so far only nanomaterial
substances have been registered. The deadline for registration of mixtures
containing nanomaterials is 1 January 2018, where after the numbers are
expected to increase. In comparison, there have been less than ten registrants
registering with the Danish nano-product register during the first three years
and a maximum of 10 different nanomaterials have been registered (latest
numbers are: 4 registrants and 6 nanomaterials). Registration statistics have
not increased despite various awareness activities carried out by the Danish
EPA.
One reason for these significant differences relate to the wider scope of the
Belgian and French registers on a range of issues (see above bullet list) as
compared to the Danish nano-product register.
An analysis of the administrative burdens associated with the Danish nanoproduct register, among others concluded that the requirements were difficult to
understand for the companies importing and producing consumer products (e.g.
what is nano?), and that some open interpretation issues created uncertainty
and irritation. The latter was for example related to the interpretation of
'intentional release', which is a trigger for registration with the Danish nanoproduct register. It has been outside the scope of the current study to analyse in
detail to which extent consumer products have been registered with the French
product register, to see if there is an inherent challenge for actors marketing
such products.
There might also be differences between enforcement activities and significance
of sanctions in France and Belgium as compared to the Danish situation, which
could have influenced the registration activities. It has however also been
outside the scope of the current study to analyse this aspect.
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Introduction

1.1

Background for this study
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The Danish nano-product register was established in 2014 as part of the Danish
nano-initiative "Better control of nanomaterials"1.
Following the introduction of the Danish nano-product register in 2014, new
initiatives have been taken at national and EU level aimed at gathering
knowledge about nanomaterials.
In the light of these new initiatives, the Danish Ministry of Environment and
Food has therefore decided to follow the Danish Implementation Council's
recommendation on carrying out a comparative analysis with similar nanoregisters in other countries to investigate whether the Danish nano-product
register is appropriate in ensuring relevant knowledge of nanomaterials in
mixtures and articles intended for sale to private use.

1.2

EU context

As further described in Appendix A, there has been an on-going discussion at EU
level about the possible need for EU measures for obtaining further information
on nanomaterials. Based on an EU impact assessment2 analysing various options
for obtaining further information on the use, hazards and risks of nanomaterials,
the European Commission decided not to establish an EU nano-register, but
rather to establish the European Union Observatory for Nanomaterials (EUON)
collecting, generating and presenting nano-information via a web-portal hosted
by the European Chemicals Agency (ECHA).

1

http://mst.dk/service/publikationer/publikationsarkiv/2015/dec/better-control-of-

nanomaterials/
2

Impact Assessment accompanying the document Commission implementing decision on

a Delegation agreement with the European Chemicals Agency on the European
Observatory for nanomaterials and the European Union Chemical legislation finder in the
framework of the COSME Programme. SWD(2017) 138 final.
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The EU decision-making process on this issue was by some Member States
perceived to be slow and they therefore considered or decided to establish
national nano-registers. The same holds true for some Member States
disagreeing with the European Commission conclusion – based on the impact
assessment - that no EU nano-register is needed.

1.3

Objective

The objective of this study is to carry out a comparison of the Danish nanoproduct register with similar nano-registers in other Member States having
considered, decided or already implemented national nano-registers.

1.4

Scope

The following EU/EEA Member States have been approached based on Danish
EPA knowledge of at least considerations for establishing national registers:

›

France

›

Belgium

›

The Netherlands

›

Italy

›

Germany

›

Norway

›

Sweden.

An additional part of the analysis has been to describe:

›

The Danish product register (not to be confused with the Danish nanoproduct register) with information on occupationally applied hazardous
substances and mixtures registered by the importer or manufacturer.
Recently a 'tick-box' for indicating content of nanomaterials in products was
added to the information requirements for this register.

›

The European Union Observatory for Nanomaterials (EUON) being the result
of the EU transparency measures considerations providing the EU context of
the current study.

1.5

Note on terminology

Legal texts and guidance in different Member States use different terminology
for the same type of activity; e.g. 'registration', 'notification' and 'declaration'.
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The current report apply the following terms, even if termed differently in
national legal texts and guidance documents:

›

'Registration' (covering also: notification, declaration)

›

'Registrant' (notifier, declarant)

›

'Register' (notify, declare).

Further:

›

'Commercially used products' and 'Occupationally used products' are applied
interchangeably although a more detailed analysis might reveal some
nuanced differences

›

'Private use' and 'consumer use' are in the same way applied
interchangeably for the purpose of this report.

16
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2

Approach/methodology

The comparison presented in the current report is based on responses to
questionnaires from the relevant competent authorities in the Member States
consulted. This has, where feasible, been followed-up with further searches on
relevant authority web sites and via direct correspondence with Member State
officials.
Given the time and resources available, it has been outside the scope to review
detailed background reports and legal texts. As a consequence, some of the
descriptions in the report are generic rather than descriptions of specific details
for each register. For example, there is no detailed analysis of the exact
exemptions from registration in the various registers, neither of the methods to
be used for information generation. Such detailed information is however not
deemed necessary for the current study.
The information in the report shall under no circumstances be used as legal
interpretation of the nano-register provisions, nor as a guide for registering
under the described nano-registers.
Given the different situations in Member States, three different questionnaires
were developed:

›

A: Member States which have established a nano-register

›

B: Member States which have decided or are considering to establish a
nano-register

›

C: Member States which have considered, but decided not to establish a
nano-register (for the time being).

Questions relate to (planned) scope, content, experiences, and other reasoning
around establishing or not establishing national nano-registers. The
questionnaires can be seen in Appendix B.
Desk officers from the Danish Working Environment Authority (WEA) hosting the
Danish product register and from the European Chemicals Agency (ECHA)
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hosting the European Union Observatory for Nanomaterials (EUON) were
interviewed by phone.
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3

Brief description of registers

This chapter gives a brief description of the nano-register situation in the
Member States and authorities consulted. A comparison of the registers will be
presented in Chapter 4.
An overview of the nano-register situation in the Member States and authorities
consulted is given in Table 1. As can be seen:

›

Denmark, France and Belgium have established stand-alone nano-registers

›

Sweden has decided to establish a nano-register (as an extension to the
Swedish product register)

›

Norway and Denmark have added an information requirement related to
indicating nanomaterials in substances and mixtures registered with their
existing product registers (nano 'tick-box' option)

›

Germany, The Netherlands, Italy and the European Commission have
decided not to develop or implement nano-registers for the time being.

Table 1:

Overview of the nano-register situation in consulted Member States and
authorities.
Nano-register
– stand-alone

Denmark (nanoproduct register)

X

France

X

Belgium

X

Sweden

Nanoregister
upcoming

Nano 'tick box'
in Product
Register

X

Norway

X

Denmark
(product

X

No nano-register
(currently)
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Nano-register
– stand-alone

Nanoregister
upcoming

Nano 'tick box'
in Product
Register
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No nano-register
(currently)

register)
EU level

X*

Germany

X

The Netherlands

X

Italy

X

* As set out in Appendix A, it was decided to establish the European Union Observatory for
Nanomaterials (EUON) instead

3.1

Stand-alone nano-registers

3.1.1 Denmark (nano-product register)
The Danish nano-product register is established by a statutory order from 20143.
The register was developed and implemented as part of the "Better Control of
nanomaterials" initiative launched in 2012. The order is issued under the
authority of the Danish Chemicals act, which was adapted in 2013 to allow for
establishing the nano-register in its current format. The first registration
deadline was 30 August 2015. Thus, results from three years of registration are
available at current time.
The register shall provide an overview of nanoproducts placed on the market in
Denmark, from which nanomaterials can be released under normal foreseeable
use. The register does not cover nanoproducts which are covered by: i)
regulation with approval of products before marketing (pesticides, medicinal
products, etc.), ii) regulation with a reporting requirement (e.g., cosmetics) or
iii) are containing well known chemical substances which have been used in their
nanoform for many years before the concept of nanomaterials was established
(carbon black, titanium dioxide, pigments). The register shall contribute with
knowledge regarding an identified need for knowing more about consumer and
environmental exposure to nanomaterials given the unique technical and
therefore possibly hazardous properties of nanomaterials. Registration is thus
not triggered by risks or hazards of the nano-products.
The knowledge collected can be used by the Danish EPA and the Working
Environment Authorities for their general activities concerning nanomaterials.
Aggregated and therefore non-confidential information can be published.

3

Bekendtgørelse (644/2014) om register over blandinger og varer, der indeholder

nanomaterialer samt producenter og importørers indberetningspligt til registeret (Order on
a register of mixtures and articles that contain nanomaterials as well as the requirement
for producers and importers to report to the register)

20
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The nano-register focuses on mixtures and articles placed on the market for
private use (consumer products), from which nanomaterials can be released
under normal and reasonable foreseeable use. It has been clarified in guidance
that this release criterion applies only to articles and therefore cannot be used to
waive registration of mixtures. Also within scope are products where the
nanomaterial in itself is not released, but where substances in soluble form,
which are classified with CMR or as hazardous to the environment, can be
released from the nanomaterial. This could e.g. be silver ions released from
nanosilver in articles.
The registration duty lies with the importer or producer placing a given
consumer product on the market in Denmark.
Nanomaterial is defined in line with the EU recommendation4.
Products with nanomaterials, which are not intentionally manufactured as
nanomaterials, and nanomaterials consisting of substances listed in REACH
Annex IV and V (incl. naturally occurring), are outside scope.
As noted above, a number of exemptions, where "nano" is already regulated
(requiring approval or with a nano-reporting requirement) at EU level also
apply: Food, food contact materials, feed, medicines, medical equipment,
cosmetics, pesticides and waste.
A number of further exemptions relating to specific applications apply: Certain
colouring agents in textiles, pigments in paints/glue/sealants/wood protection,
carbon black and silica in rubber and rubber parts. These products were
exempted as they have in common that they are well known and used in high
volumes without apparent problems. Thus a registration of these products would
take the focus away from new types of nanomaterials.
There is no threshold for registration with the Danish nano-register.
For products registered, the following information is mandatory: Product name,
amount of product placed on market (number, volume or mass), whether the
product is imported into or manufactured in Denmark, a free-text description of
use, form of the product (solid, liquid, aerosol, etc.), and an indication about
whether the product is also used by professionals. The following information can
be provided voluntarily: Information on product/use categories and the amount
of nanomaterial in the product.
For each nanomaterial in a registered product, the following information is
mandatory: Chemical name, CAS number, EC number (if available), chemical
formula, and whether the substance constituting the nanomaterial has been
registered under REACH (Y/N).

4

Commission recommendation of 18 October 2011 on the definition of nanomaterial

(2011/696/EU). Official Journal of the European Union, 20.10.2011.
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A range of nanomaterials characterisation parameters can be provided
voluntarily: Particle size, number distribution, specific surface area,
coating/surface chemistry, surface charge, crystallinity, information on
agglomeration/aggregation and shape. Also the amount of nanomaterial in the
product can be provided on a voluntary basis.
The information requirements pertaining to characterisation of the nanomaterial,
including how these can be reported, were developed based on a dialogue with
France and Belgium with the aim to have comparably phrased requirements in
line with the Harmonised templates for reporting robust study summaries
developed by OECD for nanomaterials5 and for use in IUCLID (International
Uniform Chemical Information Database).
The registrations shall be submitted via an on-line system, accessible via
https://indberet.virk.dk/myndigheder/stat/MST/Nanoproduktregister.
The detailed information in the nano-product register is confidential.
Guidance documents, Q&A's and a helpdesk is available for companies
registering with the register.
The following registration statistics are available:

Number of registrants
Number of products
registered
Number of nanomaterials
registered (differing in
chemical composition)

2014-2015

2015-2016

2016-2017

8

6

4

117

100

32

10

9

6

There are currently no plans to modify the register.
Further information: http://mst.dk/kemi/kemikalier/miljoestyrelsensnanoindsats/nanoproduktregistret/

3.1.2 France
France was the first Member State to establish a national nano-register. It is
established under the French Environmental Code with the overall objective to
improve knowledge on nanomaterials (identities, quantities, uses) and give
traceability and information to consumers. Another objective was to provide
information for exposure assessment. The legal basis was in place in 2012 and
the first registration deadline was by end of April 2013.
https://www.oecd.org/ehs/templates/harmonised-templates-physico-chemicalproperties.htm
5
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The information in the register shall assist control activities (inspectors from
ministries of work, health, consumption and environment have access to the
register), and assist risk assessments studies at national agencies, poison
centres and local waste observatories.
A yearly public report is published with non-confidential information from the
register.
Nanomaterials on their own, in mixtures and in materials (incl. articles) from
which nanomaterials are "intended to be released by a material in normal or
reasonably foreseeable conditions of use" are within scope of registration6. Thus,
articles without intentional release are outside scope.
The register requires registrations for the same nanomaterial through the entire
professional supply chain: importers, producers, distributors up until the 'last
professional user'. As part of this, each actor in the supply shall identify clients
"to whom ownership of the nanoparticle substance has been transferred". This
means that the same product (and the same contained nanomaterial) can be
registered several times (e.g. by a producer and by a B2B-distributor). In these
cases, actors with registration duties down the supply chain can refer to
registrations made by previous actors regarding detailed information about the
nanomaterial.
The scope of the register is to cover all nanomaterials substances, mixtures and
articles (with intentional release) regardless of the ultimate use of these
substances and mixtures (i.e. also products used by consumers are within
scope).
There is no registration duty for the consumer or for the retailer (B2C), but for
the prior actors in the supply chain producing and distributing the consumer
product.
The only exemptions from registration are some military uses – based on a
case-by-case analysis. A simplified registration procedure applies for public
research organisations. It can be noted that naturally occurring or
unintentionally produced nanomaterials are within scope if they are intentionally
used in products.
The registration threshold is 100 grams of nanomaterial substance
manufactured/imported.
The definition of nanomaterial follows the EU recommendation.

6

As there have been some challenges with interpretation of 'intentional release' in relation

to the Danish register, the French authorities were specifically asked about their
experiences with this criterion and whether guidance has been developed. The French
authorities have answered that they are in a similar situation (experiencing difficulties)
and that no guidance has been developed.
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For each registered product (substance, mixture or article), the following use
information must be provided (as relevant for the given use/application): Sector
of Use (SU), Product category (PC), Process Category (PROC), Article category
(AC) and Environmental Release Category (ERC). Further mandatory
information: Amount of nanomaterial(s) in product, form of the product (liquid,
powder, etc.), and the clients receiving the product (see also above).
For the nanomaterials registered, by itself or as part of products, the following
information is mandatory: Quantity, chemical name, chemical formula, CAS
number, EC number (if available), possible impurities above 0.1%, REACH
registration number (if available), primary particle size, primary particle size
distribution, information on agglomeration/aggregation, shape, specific surface
area, crystalline state, coating, and surface charge. For the characterisation
parameters, the analytical method applied must be specified. For most of the
characterisation parameters, possible non-availability of information shall be
justified and can be indicated as "pending results", by various options related to
information not provided by supplier, and as "Technic not available". If particle
size information is missing, it will be a trigger for inspection.
Registrations are submitted via an online system accessible via https://www.rnano.fr/.
The French authorities stress that confidentiality is a huge concern. Everything is
confidential except:

›

the chemical name of the nanomaterial substance (but registrants have the
possibility to ask the authorities to keep it confidential)

›

uses of the substances (but military uses are kept confidential).

Guidance documents, Q&A's and a helpdesk are available for companies
registering with the register.
About 2600 companies have made around 14 000 registrations covering 100
economic sectors. Around 300 different nanomaterials have been registered in
total quantities of about 500 000 tons. Relatively few registered nanomaterials
account for a large part of this volume as indicated in the table below from the
2016 reporting form the register7:

7

Éléments issues des declarations des substances à l'état nanoparticulaire. Rapport

d'etude 2016. Direction générale de la prevention des risques. Ministère de
l'Environnement, de l'Énergie et de lar Mer.
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The respondent to the questionnaire informs that an evaluation process is ongoing here 5 years after implementation. The conclusions of that work will form
the basis for possible adaptations of the system. The respondent notes that in
general the nanomaterials registered are actual nanomaterials. It is also noted
that it is uncertain whether all registrants who have to register have actually
registered.
Further information: https://www.r-nano.fr/

3.1.3 Belgium
The Belgian nano-register is based on a Royal Decree of 2014 referring to Law
on standards for products intended for promotion of sustainable production and
consumption methods and protection of the environment, health and workers.
The registration duty entered into force on 1 January 2016 for nanomaterial
substances and on 1 January 2017 for mixtures containing nanomaterials. The
latter deadline has been extended with one year compared to original plans, i.e.
to 1 January 2018.
The main objective of the register is traceability, i.e. to have information about
the nanomaterials (intentionally produced) on the national market. Belgium has

COMPARATIVE ANALYSIS OF NANO-REGISTERS IN EU/EEA MEMBER STATES

25

come to the conclusion that, at the moment, a mandatory register is the only
way to obtain information on nanomaterials on the Belgian market.
The information collected shall be used by the government’s department for
public health, environment, workers protection, economy and metrology having
access to all information. In addition, in order to increase transparency for the
general population, aggregated non-confidential information shall be published
annually (first report under preparation).
Currently, deadlines have been set for registration of substances and mixtures
containing one or more nanomaterials. The legal basis does not exclude
registration of articles containing nanomaterials8, but there is currently no
deadline specified for registration of articles with nanomaterials.
The professional part of the supply chain (importers, manufacturers, B2B
distributors) has to register. Registrants down the supply chain can refer back to
information in registrations from previous actors in relation to the physicalchemical characterisation of the nanomaterials.
There is no registration duty for the consumer or for the retailer (B2C).
The scope of the register it to cover all the substances and mixtures regardless
of the ultimate use of these substances and mixtures (i.e. also products used by
consumers are within scope). However, a range of exemptions applies for
products, which are already in the scope of other equivalent legislation:
Biocides, medicinal products (human and veterinary), food, feed, processing aids
and other products used for organic production.
In addition, pigments used in mixtures are exempted (but pigments placed on
the market as a substance are not).
Naturally occurring and unintentionally generated nanomaterials are also outside
scope.
The registration threshold is 100 grams of nanomaterial substance placed on the
market.
The definition of nanomaterial follows the EU recommendation.
For registered products, the following information is mandatory: Trade name,
amount of product, amount of nanomaterial in the product, NACE code, Use
descriptors (EU system), form of the mixture (powder, liquid, aerosol …), list of
professional users of the product, and registrant role in the supply chain
(importer, producer, distributor …).

8

If a deadline is set for registration of articles, the legal basis require registration for

articles with a release of > 0.1 percent (intentionally or not) under foreseeable and
reasonably appropriate use.
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For the nanomaterials registered, by itself or as part of products, the following
information is mandatory: Chemical name, CAS number, EC number (if
available), REACH registration number (if available), chemical formula, amount,
impurities (if present), particle size (median and standard deviation), specific
surface area (median and standard deviation), shape, general information on
surface coating, surface charge (if available), crystallinity (if available),
aggregation/agglomeration and shape. For quantitative characterisation
parameters, the analytical methods shall be specified. At the first time of
registration, the registrant can provide a justification why information is not yet
available. This information has then to be provided when the registration is
updated.
The Belgian authorities can ask for further information if there is a concern for
public health or health of workers.
Registrations shall be submitted via a web-portal:
https://apps.health.belgium.be/ordsm/02/f?p=NANO:1:1533201193983
The following registered information is confidential:

›

Identity of the registrant

›

Identity of the substance in nanoparticular state (except the chemical
identification)

›

The professional users

›

The quantities

›

Links between suppliers and customers

›

Trade names

›

Possible extra information asked when there is a concern for public health
or health of workers.

Guidance documents, Q&A's and a helpdesk are available for companies
registering with the register.
As the first deadline for registration of mixtures is 2018, so far only information
about registered nanomaterial substances is available. About 100 registrants
have made about 500 registrations covering about 150 different nanomaterials.
The total tonnage of nanomaterial substances introduced on the Belgian market
(thus only produced and imported) correspond to about 75 000 tons.
The respondent to the questionnaire notes that the results of the first evaluation
have become available recently. This evaluation shows that:

›

Generally, the registered substances comply with the definition of a
substance produced in nanoparticular state and the chemical identification
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(name, formula, CAS- and CE-number) of the substances is of an excellent
quality

›

Companies seem to have reservations in relation to register information
seen as confidential

›

It seems that not all sectors/companies have found their way to the register
yet.

An awareness campaign will be launched in 2018 to raise registration awareness
in relevant industrial sectors.
No changes to the system are currently considered.
As the physical-chemical characterisation of the nanomaterial in the Belgian
register is very similar to that in the French register, a meeting between Belgium
and France is planned to discuss the possibility for registrants to use the French
registration number in the Belgian register.
Further information about the Belgian register: http://www.nanoregistration.be.

3.2

Nano-register upcoming

3.2.1 Sweden
Sweden will establish a national 'nano-register' by introducing new requirement
whereby companies reporting products to the Chemical Agency’s product
register must also provide information on contained nanomaterials. These
provisions are implemented in order to get an overview of the nanomaterials
manufactured, transferred or imported into Sweden and more information on
the ways in which these nanomaterials are being used. The Swedish authorities
are planning to use the information generated for statistical purposes, for the
purpose of inspections and for elaborating rules when needed, based on studies
using data from the register.
The information will be registered using the same IT-based system used today
for registration of chemical products (the Swedish product register) as this
system is already familiar to the registrants.

The Swedish product register
The Swedish product register was established in 1978. The legal basis for the
register is the Swedish Environmental Code, chapter 14, 10-12 §§. These rules
give the government the possibility to enact rules on a product register. Such
rules have been adopted in the Chemical Products and Biotechnical Ordinance9.
This Ordinance gives in turn the Swedish Chemicals Agency authority to adopt
implementing rules (§§25-26).

9

http://www.notisum.se/rnp/sls/lag/20080245.htm
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Chemical products (substances and mixtures) whose customs tariff numbers are
on the list of customs numbers in Annex 1 to the Chemical Products and
Biotechnical Organisms Ordinance, shall be registered. This basically covers all
chemicals, as opposed to the Danish and Norwegian registers, where 'only'
hazardous chemicals are within scope.
The company importing, manufacturing or transferring the chemical product is
responsible for the registration.
Products for occupational as well as for consumer use are within scope of
registration. Articles are outside scope of registration.
A number of products regulated under other legislation are exempted: Waste,
food, animal feed, medicinal products, cosmetics and tattoo inks.
The tonnage trigger for registration is 100 kg per year per product.

Nanomaterial provision in the Swedish product register
Legal basis: The Swedish Environmental code10 empowers the government to
adopt rules on the product register. The substantive rules laying the obligation
to register some nanomaterials are found together with the current rules on the
product register in Chapter 3 of the recently adopted Swedish Chemical
Agency´s Regulations on Chemical Products and Biotechnical Organisms (KIFS
2017:7). The first registration deadline will be in 2019.
There will be a technical addition to the system, allowing registration of nanospecific data for each chemical product when relevant. The user manual for the
Product Registry will be elaborated to also cover the nano-specific entries and
the help desk for the Product Register will support the registrants for the nanobased products as well.
The same scope as for the general product register will apply, i.e. nanomaterials
used occupationally or in consumer products, either on their own or in mixtures.
The same tonnage threshold of 100 kg per year per product applies. It should be
noted that this threshold refers to the product being registered and not to the
amount of contained nanomaterial.
During an evaluation period of three years, nanomaterials in pigments and
nano-sized metal powders will be exempted from registration. Companies with
an annual turnover less than 5 million SEK will also be exempted from the
registration requirements during this period.
Nanomaterials will be defined in line with the EU recommendation.
Naturally occurring and unintentionally generated nanomaterials will be outside
scope of registration.

10

http://www.riksdagen.se/sv/dokument-lagar/dokument/svensk-

forfattningssamling/miljobalk-1998808_sfs-1998-808
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For the products containing the nanomaterials, the following information will be
mandatory in the registration: Name of product, complete composition
(including amount of nanomaterials), amount of product, custom tariff number,
Product type/category, information about use/function/application, form of the
product (powder, liquid, aerosol, ..), exported amounts, and VOC content.
For the nanomaterials registered (on their own or as part of mixtures), the
following information will be mandatory: Material name, amount, classification
and labelling of the nanomaterial, the function of the nanomaterial in the
product and of the nanomaterial, particle size (distribution), number distribution,
specific surface area (SSA), coating/surface chemistry, surface charge,
crystallinity, aggregation/agglomeration information and shape (sphere, rod,
tube, flake etc.). It will be possible to provide waiving arguments for some of
the characterisation parameters, but such implementing rules have not yet been
developed.
Information on CAS-no, EC number, REACH registration number is voluntary and
can be entered if available.
Concerning confidentiality, the respondent from the Swedish authority states
that the kind of information collected by the product register in principle is
deemed to be regarded as sensitive, as it covers typical confidential business
information, and in relation to nanomaterials, could cover topics such as surface
area or specific surface treatment.
The Swedish authorities already disseminate statistical information from the
registrations in the product register on an annual basis. Such statistical
publications will either be extended to include nanomaterials, or new statistical
publications only covering nanomaterials will be created. These statistical
publications are always publicly available, but will provide aggregated
information in order to keep specific sensitive information confidential.
The Swedish Authorities will launch an information campaign during 2018, prior
to the 2019 registration deadline in order to make potential registrants aware of
the new obligations.

3.3

Nano 'tick box' added to existing product
registers

3.3.1 Norway
Context - The Norwegian product register
The Norwegian product register was established in 1981 with the overall
objective of monitoring chemicals on the market, perform risk analyses related
to chemical substances, and to deal with acute situations by using the data
collected by the register. Further information on the product register can be
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found here: http://miljodirektoratet.no/en/Areas-of-activity1/Chemicals/TheProduct-Register/Use-of-the-Data-in-the-Product-Register/
The legal basis for the register is a regulation for the registration of chemicals
with the product register11.
Manufacturers or importers of chemicals (substances or mixtures) classified as
hazardous, shall register the chemical product (substance or mixture) to the
Norwegian Product Register.
Occupationally applied as well as consumer products are within scope. The
registration threshold is 100 kg per product per year.
A number of products regulated under other legislations are exempted: Alcoholic
beverages, waste, food, cosmetics, pharmaceuticals, medical devices,
radioactive chemicals and tobacco.

Addition of requirement for nano-information
In 2015, the product register information requirements were extended with
information about whether registered products contain nanomaterials, as it was
deemed relevant with such information for assessing hazards of chemicals.
The legal basis for the product register provides for asking for physico-chemical
information, which is relevant in a hazard assessment of a chemical. As the form
'nano' can be considered such a property, it was not necessary to update the
legal basis before asking for nano-information.
CAS-number and name of the chemical substances in nano-form shall be
provided. EC numbers can be provided voluntarily. For mixtures containing
nanomaterials, the product name, its form (powder, liquid, aerosol, ...), product
and use categories (PCs/UCs), as well as the amount of product and of
nanomaterial in the product, shall be provided.
Nanomaterial is defined in line with the EU recommendation.
Naturally occurring and unintentionally generated nanomaterials are outside
scope of registration.
Information is submitted via an online system:
https://www.altinn.no/no/Skjema-ogtjenester/Etater/Miljodirektoratet/Kjemikaliedeklarering-til-produktregisteret/,
which is currently only available for Norwegian companies. A system for foreign
companies will be launched in 2018.
Detailed information in the Norwegian Product Register is confidential.
Companies can ask for further confidentiality, e.g. names of specific chemicals,

11

https://lovdata.no/dokument/SF/forskrift/2015-05-19-541?q=deklareringsforskriften
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including name of a nanomaterial. Aggregated non-confidential information can
be published, e.g. via the SPIN database12.
There is a general helpdesk available supporting the ones registering with the
register.
Currently, about 20 registrants have registered about 180 products containing
nanomaterials. Figures for number of nanomaterials registered are not available.
No further evaluation activities have been reported by the respondent to the
questionnaire. The respondent informs that there are currently no plans for
changing the register in terms of information on nanomaterials.

3.3.2 Denmark (product register)
Context - The Danish product register
Denmark has a Product Register established in 1979, which is very similar to the
Norwegian register.
The legal basis for the product register is a statutory order13.
The register provides for registration of certain chemicals imported to or
manufactured in Denmark for commercial purposes (i.e. used in 'occupational
settings'). Thus, as opposed to the Norwegian product register, the Danish
product register currently provides for registration of products applied in
occupational settings, but not for consumer products.
A number of products regulated under other legislations are exempted: Food,
pharmaceuticals, feed, cosmetics, waste, radioactive materials, medical
equipment.
Hazardous chemical substances and mixtures need to be registered. Articles are
outside the scope.
The tonnage trigger for registration of hazardous mixtures is 100 kg per year
per product14.
The following type of information needs to be provided: Detailed information
about composition, where the registered product is used (by identifying function
and industry categories), classification and labelling information on mixture and
components, quantity of product.
Registrations have to be made online via a new web-based user interface, which
was introduced 1 April 2017.
12

http://spin2000.net/

13

Statutory order 1794 (2015) Bekendtgørelse om særlige pligter for fremstillere,

leverandører og importører m.v. af stoffer og materialer efter lov om arbejdsmiljø
14

For substances, registrations have to made for amounts between 100 kg and 1000 kg

per year, the latter being the lower REACH registration tonnage trigger.
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Further information about the registry and how to register, including a guidance
document, can be found here:
http://engelsk.arbejdstilsynet.dk/en/produktregistret

Addition of requirement for nano-information
Based on a recommendation from the Work Environment Council
('Arbejdsmiljørådet'15) it was decided to start collecting nano-information via the
Danish product register.
Inspired by Norway, a requirement to indicate whether a registered product
contains nanomaterials was therefore implemented in April 2017.
The legal basis for this new nano-requirement is an addition to appendix 1, item
7.2 of the statutory order providing for the Product Register16.
In terms of nano-information, the Danish nano-addition requires that it is
indicated whether a registered mixture contains nanomaterials, but unlike in
Norway, it is voluntary to indicate which components/substances occur in the
nano-form.
In this context, nanomaterials shall be understood as technically manufactured
nanomaterials and follows the principles of the current EU nano-definition, i.e.
particles in an unbound state, as agglomerates or as aggregates where at least
50% of the particles have one or more dimension in the 1-100nm interval17.
Naturally occurring nanomaterials and nanomaterials that arise incidentally are
outside the scope.
The guidance for registration has been updated to include the new nano
requirement and the product register helpdesk can answer specific questions.
In September 2017, 14 products were indicated to contain 'nano'. As there is no
requirement to indicate chemistry or amount of the contained nanomaterial,
such detailed information is not available. No further evaluation of the registered
nano-information has been carried out and there are currently no plans for
changing the requirements.

15

https://www.amr.dk/nano.aspx

16

Statutory order 1794 (2015) Bekendtgørelse om særlige pligter for fremstillere,

leverandører og importører m.v. af stoffer og materialer efter lov om arbejdsmiljø, as
amended by Statutory order 1246 (2016) Bekendtgørelse om ændring af bekendtgørelse
om særlige pligter for fremstillere, leverandører og importører m.v. af stoffer og materialer
efter lov om arbejdsmiljø.
17

Anmeldelse af stoffer of materialer. AT-vejledning 45.2-2. March 2017 (updated April

2017). https://arbejdstilsynet.dk/da/regler/at-vejledninger/a/45-2-anmeldelse-af-stofferog-materialer
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No nano-register (for the time being)

3.4.1 EU level
As further described in Appendix A, the European Commission carried out an
impact assessment analysing various options for generating and sharing
information on use and possible impacts of nanomaterials.
The impact assessment concluded that an Observatory for Nanomaterials (with
information relevant also for the general public) was the best option balancing
costs and benefits, less burdensome and more flexible to focus on relevant
information, including information on hazards and risks, as compared with the
option of creating an EU nano-register.

3.4.2 Germany
Germany has no national nano-register and states the following regarding EU
transparency measures for information on nanomaterials: "The Federal
Government will strongly advocate for EUON to achieve the objective of
transparency concerning the type, quantity and applications of nanomaterials on
the European market".

3.4.3 The Netherlands
The Netherlands has provided the following statement regarding intention to
creating a nano-register:" We have not decided either way. However, we are
strongly in favour of a common European solution. Different national systems
would imply trade barriers, competitive distortion and increase administrative
costs as compared to one common register, which we seek to avoid."

3.4.4 Italy
Italy has participated in an informal task force of Member States potentially
interested in creating national nano-registries. The work started in 2010. The
intended scope of an Italian register was nanomaterials placed on the market as
such, in mixtures or incorporated in articles. The reason behind was the need for
traceability of the market with regard to nanomaterials. REACH was deemed too
weak a tool to cover all the nanomaterials placed on the market and gather
relevant information on hazards and exposure, which would allow authorities to
assess if the possible risk is managed along the entire supply chain.
The idea was to have a national database to which the national authorities could
have access and the information gathered on a yearly basis should have been
elaborated and published for the general public, authorities and stakeholders,
without disclosing any confidential information.
There is currently no agreement among relevant authorities involved whether a
national Italian register shall be established.
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3.4.5 Other measures for information on nanomaterials
As set out in Appendix A, the recently launched European Observatory for
Nanomaterials (EUON), targets all stakeholders potentially interested in
information on use, exposure, hazards, risks, legislation and research of
nanomaterials, including researchers, authorities, workers and consumers.
Information is made available via a web-portal: https://euon.echa.europa.eu/.
Currently, information on the web site generally consists of:

›

Brief introductory descriptions for each of the entry subject areas: General
information, uses, safety, regulation, international activities, research and
innovation

›

Link to relevant web-sites and documents containing further details about
the subjects.

Germany has informed that irrespective of the ongoing debate on pros and cons
considering national nanomaterials product registers, a German informative web
site already exists, which makes current data and knowledge on nanomaterials
publicly available: https://nanopartikel.info/en/. Germany also notes that a
common research approach that pools strategies for action in nanosafety
research and fields of application for nanotechnology has been developed and is
being led by the Federal Ministry of Education and Research and that the third
Nanotechnology Action Plan 2020 was adopted by the German Cabinet in
autumn 2016: https://www.bmbf.de/pub/Action_Plan_Nanotechnology.pdf.
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Comparison of initiatives

This chapter compares the various decisions and actions which different Member
States and authorities have taken in relation to establishing a nano-register or
not. The chapter also compares those nano-registers, which have or will be
established.

4.1

Register or no register

Based on an impact assessment, The European Commission has decided not to
establish a European nano-register, but rather create an information portal –
The European Union Observatory for Nanomaterials (EUON). One of the
conclusions from the impact assessment is that such a solution provides
information more widely to stakeholders as compared to a nano-register where
contained information is rather confidential.
The Netherlands consider that national nano-registers are not preferable as they
potentially create trade barriers, but are in favour of an EU register. The
Netherlands has not yet decided whether they will create a national nanoregister in light of the decision of not creating an EU register.
The Dutch authorities have recently published a report "The European Union
Observatory for Nanomaterials – A step forward?"18 prepared by RIVM, which
among others conclude:
"… The EUON intends to facilitate finding, inspecting and analysing the available
information on nanomaterials and nanoproducts on the European market. A
major benefit of the EUON will be that all available information on nanomaterials
and nanoproducts will be collected in one place and presented in an easily
understandable way which will facilitate availability and sharing of (scientific)
data. Nevertheless, the EUON will not generate new data nor will it provide a
complete overview of the nanomaterials and the nanoproducts on the European
market in sufficient detail to be useful for consumers. In addition, it has

18

National Institute for Public Health and the Environment (RIVM), Ministry of Health,

Welfare and Sport. The European Union Observatory for Nanomaterials – A step forward?
November 2017.
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vulnerabilities in its dependence on the data management and control in the
underlying sources, the voluntary nature of contributions, and the limited
resources provided by the EC to collect data and maintain the EUON.
For the aims of the Dutch government (i.e. improving traceability as well as risk
assessment and management) the usefulness of the EUON depends heavily on
the underlying sources. In general, the type of information needed to enable a
translation from the EU situation to a national level will be limited, in particular
when the national (Dutch) situation differs strongly from that of the EU.
In order to ensure that the EUON will fulfil its aims and purpose, it is key to
continue urging the EC to provide necessary preconditions such as an update of
REACH Annexes, a harmonised and unequivocal EU definition on nanomaterials,
and (financial) future commitment of the EC."
Italy has for some time considered establishing a nano-register, but informs that
there is currently no political agreement on this issue.

4.2

Comparison of different nano-register options

France, Belgium and Denmark have established stand-alone nano-registers.
Sweden has decided to establish a 'nano-register' as an extension to the existing
Swedish product register. Norway and Denmark have extended their national
product registers with relatively limited information requirements for products
containing nanomaterials (a nano 'tick-box' option).
Various aspects of these nano-register options will be compared in the following.
The following abbreviations will be used:

›

DNPR: Danish nano-product register

›

DPR: Danish product register.

4.2.1 When established?
Table 2 gives an overview of when the legal basis was established and the first
registration deadline for the various nano-register options.
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Table 2:

Establishment of legal basis and first registrations deadline

Country

Legal basis
established (year)

First nanoregistration deadline
(year)

Stand-alone nano-registers
Denmark (DNPR)

2014

2015

France

2012

2013

Belgium

2014

2016

Extension of existing product register – wide scope
Sweden

2017

2019

Extension of existing product register – "tick box"
Denmark (DPR)
Norway

2016

2017

Not needed

2015

Among the registers with relatively wide scope, it can be seen that France was
first mover followed by Denmark and Belgium. Sweden will follow the coming
years.
Regarding minor extensions of existing product registers ('tick-box' option)
Norway started asking for such information in 2015 and Denmark in 2017.

4.2.2 Scope - which products and nanomaterials?
An overview of the scope of the addressed nano-registers can be seen in Table
3. In addition, it can be noted that all registers define 'nanomaterial' in line with
the EU recommendation.
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Table 3

Comparison of scope of nano-register options (NM: Nanomaterial)
General scope

Country

Nanomat
erials as
such

Exemptions

Mixture
s with
NM

Articles
with NM

Occupationall
y used
products

Consumer
products

Threshold
for
registration

X

None

Hazard
criterion
?

Who makes the
registration?

Other
legislatio
n

Naturally
occurring or
unintentionall
y generated

Specific
applications
/sectors

Actor
importing or
manufacturin
g product

The entire
profession
al supply
chain

X

X

X c)

X

(X) d)

X

X g)

X g)

Stand-alone nano-registers
DK
(DNPR)

a)

X

X (with
intentional
release)

FR

X

X

X (with
intentional
release)

X

X

100 gram
NM per year

BE

X

X

(X) b)

X

X

100 gram
NM per year

X

X

X e)

X

X

X

100 kg
product per
year

X

X

(X) f)

X

Extension of existing product register – wide scope
SE

X

X

Extension of existing product register – "tick box"
DK
(DPR)

X

X

X

NO

X

X

X

X

100 kg
product per
year

X

X

X

X

100 kg
product per
year

X

X

X

X
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a) But info required on NM in mixtures and articles
b) Might be included in the future
c) Certain colouring agents in textiles, pigments in paints/glue/sealants/wood protection,
carbon black and silica in rubber and rubber parts.
d) Some military used on a case-by-case basis. Reduced requirements for public R&D.
e) Pigments in mixtures, but not pigments imported or marketed as substance by itself
f) During an evaluation period of three years, pigments and nano-sized powders are
exempted, as well as companies with an annual turnover less than 5 million SEK.
g) Important note: Registrants down the supply chain can refer back to information in
registrations from previous actors, e.g. for information on physical-chemical
characterisation of the nanomaterials.

It appears that the various register options differ quite substantially in scope.
The Danish NPR is the only register, which only focuses on the products in which
nanomaterials occur, and for which there is therefore no requirement for
registering nanomaterials marketed as such.
Further, the Danish NPR is the only register for which occupationally used
products are outside scope. As can be seen from the table, some occupationally
used products are within scope of the new nano 'tick-box' option recently
implemented with the Danish PR. However, those provisions do not require
indication of the amount and identify of the contained nanomaterial (see also
Section 4.2.3).
The Danish and the French nano-registers have articles with intended release
within scope. Articles are currently not within scope of the Belgium register, but
might be included in future.
The Danish NPR is the only register without a threshold for registration. In
France and Belgium the threshold is 100 gram nanomaterial per year, whereas it
in Sweden, Norway and Denmark follow the general product register thresholds
of 100 kg product per year. Note that the latter does not refer to the amount of
nanomaterial, but to the amount of product containing the nanomaterials.
For the stand-alone nano-registers and for the Swedish product register (to be
extended with a nano-register) there is no hazard criterion trigger for
registration. This means that registration is not triggered by hazardous
properties of the nanomaterial or the nanomaterials containing product. In
contrast, the Danish and Norwegian product registers 'only' require registration
if the substance or mixture is hazardous in line with CLP and other hazard
criteria.
In terms of exemptions from registration, it can be seen that especially the
French register has very limited exemptions; i.e. only some military uses can be
exempted on a case-by-case basis. The other registers exempt: i) naturally
occurring as well as unintentionally generated nanomaterials, ii) nanomaterials
in a number of products covered by other legislation, and iii) a number of
specific applications/sectors. It would require a more in-depth analysis than
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what is provided for in the current study to analyse national variations in
exemptions in further detail.
A fundamental difference between the Belgian and French registers on one side
and other registers on the other side, is that the Belgium and French nanoregisters require registration from all actors in the professional supply chain in
which the nanomaterial flows (traceability). In this way, the same nanomaterial
and the same nano-material containing products can be registered several
times. This requirement is linked to one of the main objectives with the Belgian
and French registers, namely to increase transparency about the occurrence and
flow of nanomaterials in the value chain.

4.2.3 Information requirements
Table 4 provides an overview of the various information requirements for the
products registered and for the contained nanomaterials.
Table 4:

Overview of information requirements (NM: Nanomaterial, M: Mandatory, V: Voluntary)

Registered product
Country

Amount

NM contained in registered product
Amount of
nanomaterial

Customers

Use/

Form of
product
(solid,
liquid, …)

Chemical
name

V b)

M

M

product
categories

CAS no
and/or
other
identifiers

Chemical
formula

Physicochemical NM
characterisation
parameters

M

M

V

Stand-alone nano-registers
DK
(DNPR)

M

V

FR

a)

M

M

M

M

M

M

M

M

BE

M

M

M

M

M

M

M

M

M

M

M

M

V

Extension of existing product register – wide scope
SE

M

M

M

Extension of existing product register – "tick box"
DK (DPR)

M

V

M

M

V

V

V

NO

M

M

M

M

M

M

M

a) The amount of product is not directly required but can be deduced from information
about the amount of nanomaterials in the products.
b) But a free text description of use is mandatory
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A significant difference between the Danish registers (NPR and PR) and registers
in other countries is that it is voluntary and not mandatory to indicate the
amount of nanomaterial in the registered products.
Further, indication of use/product categories is voluntary in the Danish NPR
(although a free description is mandatory) as compared with the other register
options. It can be seen that the Belgian and French registers even require that
the registrant provides information about the customers to which the registered
nanomaterials or nanomaterials containing product is sold. This requirement fits
with the French and Belgium traceability objective (see also section 4.2.2).
All registers, except the Danish PR, require information about the chemical
identity (name and formula) of the nanomaterial in the registered product.
These other registers also require an identifier such as CAS no. except for the
Swedish register.
Further physicochemical characterisation of the nanomaterials is mandatory in
the Belgian, French and the upcoming Swedish registers. Such information is
voluntary in the Danish NPR and currently not required in the Danish and
Norwegian PRs. The trade-off in requiring this type of information is that it on
the one side provides a more unique understanding of the nanomaterials’
properties, incl. potential hazards, whereas it on the other side is time
consuming and costly to generate this type of information.
It shall be noted that Belgium, France and Denmark have had some dialogue in
order to harmonise between countries how to ask for nanomaterial
characterisation parameters by using harmonised templates for reporting robust
study summaries. These templates have been developed by OECD for
nanomaterials and for use in IUCLID (International Uniform Chemical
Information Database).
It shall be noted that for all registers, there is a high level of confidentiality
associated with the registered information. There is a common objective among
registers that the generated detailed confidential information can be used by
authorities for assessments and inspection work, whereas aggregated nonconfidential information is or can be published.

4.2.4 Experiences and other issues
Table 5 provides some general statistics, which are extracted for the latest
registration year from the various nano-registers.
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Table 5:

Statistics (NR: Not required; NP: Not provided for the current study)
Statistics (latest year available)

Country

Registrants

Products/
registrations

NMs

Amount of NM
(tonnes)

Stand-alone nano-registers

DK (DNPR)

4

32

6

NR

FR

2600

14 000

300

500 000 a)

BE

100

500

150

75 000 a)

Extension of existing product register – wide scope
SE

Not yet implemented

Extension of existing product register – "tick box"
DK (DPR)

NP

14

NR

NR

NO

20

180

NP

NP

a) Note that these very high figures are typically related to relatively few substances such
as nanocalciumcarbonate, TiO2, nanoclays, etc.

As seen in the table there is very few registrants and registrations in the Danish
NPR when compared with the Belgian and French nano-registers.
The 2016 annual evaluation of the Danish NPR with statistics and experience
from the Danish NPR19 indicates that this is the fact despite various information
campaigns towards industry. The evaluation also notes that an analysis of the
administrative burdens associated with the register, between others concluded
that the requirements were difficult to understand for the companies importing
and producing consumer products (e.g. what is nano?), and that some open
interpretations issues created uncertainty and irritation. The latter was e.g.
related to the interpretation of 'intentional release', which is a trigger for
registration with the Danish NPR.
The latter has also been an issue in France having a similar trigger for
registration of articles containing nanomaterials. It has been outside the scope
of the current study to investigate to which extent this has hampered

Note in Danish with information and statistics used by the Danish EPA in
communication with stakeholders
19
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registration of articles with the French register. The same applies to
investigating to which extent consumer products with nanomaterials have been
registered with the French nano-register.
Based on the responses received to the questionnaires in the current study, it
has not been possible to assess whether enforcement activities and/or strict
sanctions in case of non-compliance have contributed to the registration
frequency in France and Belgium. The rather high numbers for those countries
are of course also linked to the much wider scope of those registers (see Section
4.2.2). It shall likewise be noted that the Belgian numbers refer to nanomaterial
substances only as the deadline for registering mixtures containing
nanomaterials is 1 January 2018.
It can be seen that so far relatively few registrations with the Danish PR have
indicated content of nanomaterials, but as this requirement was only
implemented in April this year and the extracted numbers are from September,
it seems premature to conclude on those data. Obvious from the table is,
however, that the Danish PR will not provide information about identity and
amount of nanomaterial registered as such information is not mandatory (see
also Table 4).
Finally, it can be noted that all registers are supported with guidance, FAQs and
helpdesk facilities.
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Appendix A European Union Observatory for
Nanomaterials (EUON)
Based on a perception of lack of information about nanomaterials on the EU
market there has over the past 8-10 years been a policy discussion on possible
measures aiming at improving knowledge for regulators as well as the general
public. A number of solutions were proposed by the Commission ranging from a
compulsory nano-registry to no action. These measures, including a possible EU
nano-register, have collectively been termed transparency measures.
The Commissions second regulatory review in 201220 concluded the following:
"As a first step, the Commission will create a web platform with references to all
relevant information sources, including registries on a national or sector level,
where they exist. A first version mainly based on links to available information
will be put on line as soon as possible. The Commission will assist in the
elaboration of harmonised data formats, to improve exchange of information. In
parallel, the Commission will be launching an impact assessment to identify and
develop the most adequate means to increase transparency and ensure
regulatory oversight, including an in-depth analysis of the data gathering needs
for such purpose. This analysis will include those nanomaterials currently falling
outside existing notification, registration or authorisation schemes."
The impact assessment21 carried out as a follow-up to the regulatory review
concluded that an Observatory for Nanomaterials (with information relevant also
for the general public) was the best option balancing costs and benefits, less
burdensome and more flexible to focus on relevant information, including
information on hazards and risks, as compared with the option of creating an EU
nano-register.
In turn, the European Union Observatory for Nanomaterials (EUON) is being set
up by the by the European Chemicals Agency based on a delegation agreement
signed 6 December 201622.
The EUON targets all stakeholders potentially interested in information on use,
exposure, hazards, risks, legislation and research of nanomaterials, including
researchers, authorities, workers and consumers. The EUON aims to include
information from different sources, with the goal of providing objective and
reliable information on nanomaterials in the EU.

20

Communication from the Commission to the European

Parliament, the Council and the European Economic and Social
Committee - Second Regulatory Review on Nanomaterials. COM(2012) 572 final.
21

Impact Assessment accompanying the document Commission implementing decision on

a Delegation agreement with the European Chemicals Agency on the European
Observatory for nanomaterials and the European Union Chemical legislation finder in the
framework of the COSME Programme. SWD(2017) 138 final.
22

Delegation agreement on the European Observatory for Nanomaterials and the

European Union Chemical Legislation Finder. ARES(2016)6821655. 6 December 2016.
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EUON information is easily accessible from a dedicated web site23. A screen shot
of the front page is provided in .

Figure 1

The front page of the web-site for European Union Observatory for
Nanomaterials (EUON)

Currently, information on the web site generally consists of:

›

Brief introductory descriptions under for each of the entry subject areas:
General information, uses, safety, regulation, international activities,
research and innovation

23

https://euon.echa.europa.eu/
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›

47

Link to relevant web-site and documents containing further details about
the subjects

ECHA has communicated that the development of the EUON will be implemented
in three phases:
1

The launch which took place in June 2017

2

An update in June 2018.

3

A third up-date mid-2019

Ahead of the coming updates, preparatory work is ongoing in three different
distinct areas:

›

Content development to better target specific audiences such as e.g.
workers and the general public, and including new information from
Member States and sister agencies in the EU.

›

IT development to better integrate existing useful and relevant external
databases. In particular, NanoData and eNanomapper have been identified
as databases of interest for future inclusion in the Observatory.

›

Finalising of studies relating to the risk of using pigments at the nanoscale
and the reliability of parameters used for conducting market studies in the
context of nanomaterials.
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Appendix B Questionnaires sent to Member
States
Questionnaire A:
Fill-in this questionnaire if your country has a
national nano-register
Scope and purpose

1. Question: What is the overall objective with the register/why
do you have a register?
Answer: …
2. Question: Purpose: What shall the collected information be
used for and by whom?
Answer: …
3. Question: Which (nano-)materials and/or nanomaterialcontaining products need to be registered? E.g.
materials/products used professionally, industrially and/or by
consumers.
Answer: …
4. Question: Are there exemptions from registration? If so,
please specify.
Answer: …
5. Question: Which information needs to be provided by the
registrant to ensure registration?
5.1. Please describe which information is required about the
registering company (name, address, VAT number, …)
Answer:…
5.2. Information to be provided by the registrant about the
registered nanomaterials – if relevant (please fill info into
the table og provide a description as free text):
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Parameter

Unit

Chemical name(s) – please

Yes/No

Mandatory (M)

Comment (e.g. reference

(Y/N)

or voluntary (V)

to test method)

NA

specify type(s) of name in
comment field - e.g. IUPAC
name
CAS-no

NA

EC number

NA

REACH registration number

NA

Other identifiers (please

NA

specify)
Chemical formula

NA

Amount
Particle size (distribution)
Number distribution
Specific Surface Area (SSA)
Coating/surface chemistry
Surface charge
Crystallinity
Aggregation/agglomeration
information
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)

5.3. Information to be provided by registrant about products
containing nanomaterials – if relevant (please fill info into
the table og provide a description as free text):
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Parameter

Unit

Name(s)

NA

Product type/category

NA

Yes/No

Mandatory (M) or

Comment (e.g. reference

(Y/N)

voluntary (V)

to test method)

(please specify in comment
field)
Information about

NA

use/application (please
specify in comment field)
Form of the product

NA

(powder, liquid, aerosol, ..)
Information about users

NA

(professional, industrial,
consumer…)
Information about whether

NA

product is manufactured in
your country of imported
Amount of product
Amount of nanomaterials in
product
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)
(Please add further required
parameters)

Legal basis

6. Question: What is the legal basis of the national nanoregister?24
Answer: …
To aid answering this question, the answer for the Danish register would be
the following: "The Danish Nanoproduct-register is established under the
authority of statutory order number 644 13/06/2014 which is issued under the
provisions of the Danish Chemicals Act."

24
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Confidentiality

7. Question: Do you allow for confidentiality? If yes, which parts
of the information may the provider deem confidential?
Answer:

Implementation

8. Question: How is information registered by the registrant?
Please provide a brief technical description of the system/ITsystem used by the registrant?
Answer: …

9. Question: Please provide a brief description of the following:
9.1. Which initiatives are taken to make potential registrants aware of the
obligation to register?
Answer: …

9.2. Which type of guidance is available?
Answer: …

9.3. Have you established a helpdesk?
Answer: …
Experiences and dissemination

10. Question: Please answer the following sub-questions in relation to the
information generated and contained in your national register.
10.1.

Basic information: Please fill-in as appropriate the following table
and please add any further relevant information.

Parameter
Number of registrations
Number of registrants
Number of nanomaterials registered
Amount of nanomaterials registered (kg)
Number of products registered (if relevant)
Number of different applications

Quantification/description
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10.2. Please add further types of information generated: ….

10.3. How certain are you that the nanomaterials registered are really
nanomaterials: …

10.4. Please describe whether the information and quality are in line with
what you envisaged (please also take question 13 into account if you
have ideas/plans to improve existing systems/processes, etc): …

11. Question: How is information disseminated to the public and to political
decision makers?
Answer:

Future

12. Question: Are you planning some changes to your system in terms of scope,
implementation, dissemination, ….?
Answer:

Further information

13. Question:
13.1.

13.2.

Do you have other reports or websites describing your register or
which provide an overview of the information generated?
Answer:
Do you have any cooperation with industry on the development on
the register?
Answer: ….

13.3.

Do you have any cooperation or exchange of information with
authorities within your own country and/or with authorities in
other countries?
Answer: …
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13.4.

Please provide any reflections on how you think information in the
different national registers are comparable (or not)
Answer: …
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Questionnaire B:
Fill-in this questionnaire if you are considering
or you are planning to establish a national
nano-register
NB! As you do not yet have the register, you may not yet
have answers to all the following questions. If so, please
indicate: "Not yet decided"

Scope and purpose

1. Question: What is the overall objective with the register/why
do you plan a register?
Answer: …
2. Question: Purpose: What shall the collected information be
used for and by whom?
Answer: ….
3. Question: Which (nano-)materials and/or nanomaterialcontaining products shall be registered? E.g.
materials/products used professionally, industrially and/or by
consumers.
Answer: …
4. Question: Are you planning exemptions from registration? If
so, please specify.
Answer: …
5. Question: Which information needs to be provided by the
registrant to ensure registration?
5.1. Please describe which information is required about the
registering company (name, address, VAT number, …)
Answer: …
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5.2. Information to be provided by the registrant about the
registered nanomaterials – if relevant (please fill info into
the table og provide a description as free text):

Parameter

Unit

Yes/No/not decided

Mandatory

Comment (e.g. planning on

(Y/N/ND)

(M) or

making reference to test

voluntary

method etc.)

(V)
Name(s) – please specify

NA

type(s) of name in
comment field - e.g. IUPAC
name
CAS-no

NA

EC number

NA

REACH registration number

NA

Other identifier (please

NA

specify)
Chemical formula
Amount
Particle size (distribution)
Number distribution
Specific Surface Area (SSA)
Coating/surface chemistry
Surface charge
Crystallinity
Aggregation/agglomeration
information
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further
characterization
parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)

NA
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Parameter

Unit
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Yes/No/not decided

Mandatory

Comment (e.g. planning on

(Y/N/ND)

(M) or

making reference to test

voluntary

method etc.)

(V)
(Please add further
required parameters)
(Please add further
required parameters)

5.3. Information to be provided by registrant about products
containing nanomaterials – if relevant (please fill info into
the table og provide a description as free text):

Parameter

Unit

Yes/No/not decided

Mandatory

Comment (e.g. planning on

(Y/N/ND)

(M) or

making reference to test

voluntary

method etc.)

(V)
Name(s)

NA

Product type/category

NA

(please specify in
comment field)
Information about

NA

use/application (please
specify in comment field)
Form of the product

NA

(powder, liquid, aerosol,
..)
Information about users

NA

(professional, industrial,
consumer…)
Information about whether
product is manufactured in
your country of imported
Amount of product
Amount of nanomaterials
in product
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)
(Please add further
required parameters)

NA
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Parameter

Unit

Yes/No/not decided

Mandatory

Comment (e.g. planning on

(Y/N/ND)

(M) or

making reference to test

voluntary

method etc.)

(V)
(Please add further
required parameters)

Legal basis

6. Question: What will be the legal basis of the national nanoregister?25
Answer: …

Confidentiality

7. Question: Do you plan to allow for confidentiality? If yes,
which parts of the information may the provider deem
confidential?
Answer:

Implementation

8. Question: How shall information be registered by the
registrant? Please provide a brief technical description of the
system/IT-system to be used used by the registrant?
Answer: …

9. Question: Please provide a brief description of the following:
9.1. Which initiatives will be taken to make potential registrants aware of the
obligation to register?
Answer: …

To aid answering this question, the answer for the Danish register would be
the following: "The Danish Nanoproduct-register is established under the
authority of statutory order number 644 13/06/2014 which is issued under the
provisions of the Danish Chemicals Act."

25
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9.2. Which type of guidance will be made available?
Answer: …

9.3. Are you planning to establish a helpdesk?
Answer: …

Dissemination

10. Question: How will the information generated be disseminated to the public
and to political decision makers?
Answer:

Further information

11. Question: Do you have reports or websites describing your planned register?
Do you plan cooperation with industry on the development of the register?
Do you have any cooperation or exchange of information with authorities
within your own country and/or with authorities in other countries?
Answer: …
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Questionnaire C:
Fill-in this questionnaire if you have decided
not to have a national register
NB! As you do not yet have the register, you may not have
answers to all the following questions. If so, please indicate:
"Not considered"

1. Question: Why have you decided not to have a national
register?
Answer: …
2. What type of register were you considering?
2.1. What was the planned scope?/Why did you consider a
register?
Answer: …

2.2. How did you plan to use the information to be generated
from such a register?
Answer: …

2.3. Which nanomaterials and/or nanomaterial containing
products were considered to be within scope of the
register? E.g. materials/products used professionally,
industrially and/or by consumers.
Answer: …

3. Questions: Please provide any other information of relevance
for why you thought about creating a national register
Answer: …

