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Scientific basis
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Scientific basis

• Study  „Nanosilver in cosmetics, 
hygiene articles and food contact 
materials“ (Gressler/Fries; Febr. 2010)

• Main Conclusion �

– … an extensive use of Nanosilver at 
low concentrations in consumer 
products might promote the 
development of allergies and multi-
resistent bacteria. This might pose 
the risk that silver would be no 
longer an important weapon against 
pathogenic germs in medicine
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Policy response 

01.03.2012 BfR Conference on Nanosilver 5

The Federal Government is requested to take all necessary measures to 

ensure the therapeutic efficacy  of nanosilver in human medicine. 

The high value of nanosilver for certain medical applications shall not be 

compromised by widespread and uncontrolled use in consumer products. 

Resolution of the Austrian Parliament of 8th July 2011 
(adopted unanimously!)



Facilitator for coherent implementation-
Austrian Nanotechnology Platform

Members are:

• Representatives from more than 20 different organisations

– Authorities (5 Federal Ministries)

– Research Institutions 

– Advocacy groups (economic chamber/ chamber of labour)

– Environment and consumer protection NGOs

– Industry

Aim:  exchange of information, dialogue, discussion of relevant national 
activities

Members:  qualified stakeholders

Nano – Platform: Leading Institution is the Federal Ministry of Agriculture, 
Forestry, Environment and Water Management 
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Implementation pathways

1. Enforcement of existing EU Legislation

2. Information of consumers

3. EHS research program

4. Voluntary initiatives/private standards
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Enforcement of existing EU Legislation



Nano-relevant harmonised Legislation

1. Regulation on the provision of food information to consumers (EC) No 
1169/2011 

2. Regulation on cosmetic products (EC) No 1223/2009 

3. Proposal for a Regulation concerning the making available on the market and 
use of biocidal products

4. Regulation  on food additives (EC) No 1333/2008

5. Regulation on active and intelligent materials and articles intended to come 
into contact with food (EC) No 450/2009 

6. Regulation on Novel food (EC) No 258/97

7. Directive on medicinal products (EC) No 2001/ 83

8. Directive on medical devices (EEC) No 93/42
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REGULATION (EU) No 1169/2011 on the 

provision of food information to consumers

• Definition of Nanomaterials

• Labelling of Nano  - Article 18 Nr. 3

– All ingredients present in the form of 
engineered Nanomaterials shall be clearly 
indicated in the list of ingredients.

– The names of such ingredients shall be 
followed by the word „nano” in brackets.
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Regulation on cosmetic products 
(EC) No 1223/2009  

• Definition of Nanomaterials

• Every cosmetic products containing 
Nanomaterials shall be notified to the 

Commission

• Nanomaterials shall be clearly indicated in the list 

of ingredients. 

• The names of such ingredients shall be 

followed by the word „nano” in brackets
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Proposal for a  EU Regulation concerning 
the making available on the market and 
use of biocidal products-Outcome of the 
European Parliament's second reading
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• Definition of Nanomaterials

• Conditions for granting an authorization-
− „where nanomaterials are used in that product, the risk to the 

environment and to health has been assessed separately”

• Eligibility for the simplified authorization procedure
−„If the biocidal product does not contain a nanomaterial”

• The label provides the following information
−„The name of all nanomaterials contained in biocidal products, 
followed by the word "nano" in brackets“



Proposal for a  EU Regulation concerning 
the making available on the market and 
use of biocidal products-Outcome of the 
European Parliament's second reading

• The BP Regulation shall apply to biocidal products and treated 

articles

• …”when a biocidal product falls within the scope of one of 
other legal instruments and is intended to be used for 
purposes …(not covered by those instruments), this Regulation 
shall also apply to that biocidal product insofar as these 
purposes are not addressed by those instruments”:

� antimicrobial coatings will fall within the scope of the new 
BPR!
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Regulation on food additives 
(EC) No 1333/2008 

• No specific Nano-Definition but �

• common Community assessment and authorisation procedure by  
European Food Safety Authority (EFSA) (No 1331/2008)

• „….when there is a change in particle size, for example through 

nanotechnology, the food additive prepared by those new 
methods or materials shall be considered as a different additive
and a new entry in the Community lists or a change in the 
specifications shall be required before it can be placed on the 
market”
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Regulation on active and intelligent 
materials and articles intended to come into 
contact with food (EC) No 450/2009

• No specific Definition of Nanomaterials

• No specific provision on nanomaterials  but : 

only substances which are included in the ‘Community list’ of 

authorized substances may be used in components of active and 
intelligent materials and articles. 
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Regulation concerning novel foods and 
novel food ingredients (EC) No 258/97 
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Food and food ingredients to which
has been applied a production process
not currently used, where that process 

gives rise to significant changes  in the 

composition or structure of the food  or 
food ingredients which affect their 
nutritional value, metabolism or  level of 
undesirable substances. 

•Authorisation procedure

•National notification system



Directive for medicinal products 
Directive for medical devices

Medicinal products

• No specific  Nanodefinition

• Aproval procedure -

– centralised procedure for marketing authorization  by the 
European Medicines Agency (EMA)

– National procedure by AGES Pharmed

Medical divices

– No specific Nanodefinition

– conformity assessment procedure (CE)
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2. Reading – regulation of the European 

Parliament and of the Council on novel  foods, 

Article 3  Nr.(2) Zif. a Definition

• food containing or consisting of engineered nanomaterial

• engineered nanomaterial’ means any intentionally produced material that 
has one or more dimensions of the order of 100 nm or less or that is 
composed of discrete functional parts, either internally or at the surface, 
many of which have one or more dimensions of the order of 100 nm or 
less, including structures, agglomerates or aggregates, which may have a 
size above the order of 100 nm but retain properties that are 
characteristic of the nanoscale. 

• This includes also

– those properties related to the large specific surface area of the materials 
considered; and/or 

– specific physico-chemical properties that are different from those of the non-
nanoform of the same material; food containing or consisting of engineered 
nanomaterials;
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Information of consumers on 
nanomaterials



NIP

Nano Information Platform
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• Lead: Federal Ministry of Health

• Contributing organisations

Federal Ministries (BMG, BMLFUW, BMVIT, BMWF, BMASK), Austrian 
Agency for Health and Food Safety (AGES),  BioNanoNet mbH, EU-
Environmental Bureau, Institute of Technology Assessment of the Austrian 
Academy of Sciences (ITA), Austrian Research Promotion Agency (FFG), 
Environment Agency Austria, Austrian Federal Economic Chamber (WKO), 
NanoNet Styria

• Initial stage: development of an internal information platform

• Final stage: information portal for the general public

Nano Information-Platform (NIP)
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• web-portal for information of interested general public

• Principle: Website offers basic information as well as   

scientific news, full text documents and studies as 

downloads, links to relevant stakeholders

• Objective: balanced and qualified information available to 

the public to facilitate forming of opinion 

BfR Conference on Nanosilver

Nanotechnology Information Platform-
core tasks



Website – preliminary version
Main Page
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Website – 1st Sub-Page
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EHS research program
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NANO Environment, Health

and Safety Program (NANO EHS)

• Basis: Austrian Nanotechnology Action Plan

• Sponsoring Bodies: All federal ministries 

participating in the Action Plan and the economic 

chamber

• The Austrian Research Promotion Agency (FFG) is 

responsible for the project management 

01.03.2012 26BfR Conference on Nanosilver



NANO Environment, Health
and Safety Program (NANO EHS)
Objectives:

1. Strategic 

– To fill knowledge gaps in the safety assessment of 
nanotechnology, especially in the areas of environmental 
and health risks, and employee protection.

– Establishing necessary expertise in the  research system

2. Operative 

– Risk Assessment

– Safety measures
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First Call for Tenders- Key aspects
Deadline 19 December 2011

1. Foundations  for risk assessment

a) Data / identification of relevant nanomaterials in consumer products

b) Meta-analysis of existing occupational health, toxicological literature
Categorization of nanomaterials in risk categories

c) Development and standardization of measurement and analytical 
methods

d) Development of robust, simple and practical devices

2. Innovative and reliable protective measures

a) Innovative and reliable materials for protective measures

b) Analysis of the relevance and application of product design concepts 
for various consumer products
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Voluntary initiatives/private standards 



“ÖkoKauf Wien”-
ecological criteria for public 
procurement

• the Vienna City Administration purchases its goods and 
services according to ecological considerations

• A central management tool for this is the eco-criteria list 

• By executive decree, this criteria list is binding for all 
departments of the Vienna City Administration over the 
course of public procurement and tendering.

• orientation for the economic operators as well as for private 
households

• Raising public awareness
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Products that are relevant in the City of 
Vienna's procurement processes and may 
contain nanosilver

• Food/Drinks

– …make sure to avoid buying cutting boards or packaging materials with anti-
microbial nanosilver coatings

• Paint for indoor use

– not to allow antimicrobial paint additives (e.g., nanosilver) for routine 
applications

• Textiles

– Apart from very specialised applications (e. g. in hospitals' operating rooms), 
there is no reason to use nanosilver coatings in textiles or other products that 
are close to the human body

• household appliances

– Anti-microbial nanosilver coatings, for example in refrigerators,  dishwashers 
or washing machines while not providing any relevant benefits, cause 
additional silver to be released into the environment
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eco-criteria for purchasing 

• Fax machines 

• Washing machines

• Dish washers for households-

• Laser printers

• Coffee machines

• Refrigerators and freezers 

• Laundry dryers
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• Mobile phones 

• Flat screens

• Notebooks 

• Electric and electronic 
devices-

• TV sets

• Scanners

• Vacuum cleaners 

http://www.wien.gv.at/umweltschutz/oekokauf/ergebnisse.html#elektrische



Consideration of Nanosilver in 
Öko-Kauf criteria

• It is intended to include 
the following text passage 
in  all sets of criteria:

Antimicrobial coatings:

– The purchased devices shall 
not be equipped with 
antimicrobial coatings 

(e.g. nanosilver coatings)
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ITA Nanotrust-Dossiers

• These dossiers summarize in an 
accessible language, but on a firm 
scientific base in texts of 3-6 pages 
the current state of knowledge 
regarding various aspects of 
nanotechnology.

• The NanoTrust team co-operates 
with external experts.

• 17 of the 24 already published 
NanoTrust dossiers are available in 
full text in English .
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Nanotrust

• The NanoTrust project of the Institute of Technology 
Assessment of the Austrian Academy of Sciences is sponsored 
by the Federal Ministry for Transport, Technology and 
Innovation.

• the NanoTrust Team offers on an irregular basis „Dossiers”, = 
summaries of the state of knowledge on current issues in the 
developing nano debate

• Information about potential health and environmental risks, 
and societal aspects of nanotechnology 
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Workshop BMG/ITA

• Workshop (round table) on regulatory issues concerning 
nanomaterials in foods, food contact materials, cosmetics and 
hygiene products (23 March 2012).

• The workshop will focus on 

– the availability and applicability of instruments (methods 
for detection and identification/ risk  assessment) for 
enforcement  of existing and future legislation  and

– the need for a credible and transparent communication 
with the public in relation to existing uncertainties in the 
assessment of opportunities and risks of the use of 
nanomaterials
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Workshop BMG/ITA
Key questions:
•Is the  definition for nanomaterials  as introduced by the  Commission 
Recommendation of 18 October applicable?

•Are the analytic methods  on hand sufficient for enforcement of the 
existing legislation?

•Are the scope and focus of current safety research related to 
nanomaterials sufficient?

•Do nanomaterials  pose specific new risks?

• Which benefits  can consumers expect  from  the use of 
nanomaterials (materials, applications, ...)?
Which benefits expects the industry ?
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