Commenting table for consultation on Commission recommendation on new definition for nanomaterial 
The intention of this consultation is to receive feedback on the new Commission recommendation and its potential impact on the existing nanomaterial definition in Regulation (EU) 2017/745 on medical devices. Kindly return this commenting table by 16 November 2023 to nada.alkhayat@ec.europa.eu with sante-new-technologies@ec.europa.eu in cc. 
Attached, you can also find the feedback already provided by colleagues from the European Dental Industry (FIDE).  
Following your feedback, a discussion at the upcoming NET WG meeting on 1 December 2023 is foreseen. At that meeting, we hope to understand the views presented and provide an occasion to have a conversation on the feedback received. 
Comparison of the nano definitions of the EU from 2011, 2022 and in the Medical Device Regulation
	Description
	Recommendation 2011
	MDR, Article 2
	2022 Recommendation
	Name of NCA or stakeholder 
	Feedback/ assessment from MS/Stakeholder

	Source
	2.‘Nanomaterial’ means a natural, incidental
or manufactured material containing
	
	
	
	

	Form
	Particles
	Particles 
	Solid particles
	
	

	Relevant Particle
	in an unbound state or as an aggregate or as
an agglomerate and where
	in an unbound state or as an aggregate or
as an agglomerate
	that are present, either on their own or as
identifiable constituent particles in
aggregates or agglomerates,
	
	

	Dimension
	and where, for 50 % or more of the particles
in the number size distribution, one or more
external dimensions is in the size range 1
nm-100 nm.
	and where, for 50 % or more of the
particles in the number size distribution,
one or more external dimensions is in the
size range 1-100 nm
	and where 50 % or more of these particles
in the number-based size distribution fulfil
at least one of the following conditions: a)
one or more external dimensions of the
particle are in the size range 1 nm to 100
nm; b) the particle has an elongated
shape, such as a rod, fibre or tube, where
two external dimensions are smaller than
1 nm and the other dimension is larger
than 100 nm; c) the particle has a platelike
shape, where one external dimension
is smaller than 1 nm and the other
dimensions are larger than 100 nm.
	
	

	Variability of the limit
	In specific cases and where warranted by
concerns for the environment, health,
safety or competitiveness the number size
distribution threshold of 50 % may be
replaced by a threshold between 1 and 50
%.
	 None
	None 
	
	

	Additional inclusion criteria
	3. By derogation from point 2, fullerenes,
graphene flakes and single wall carbon
nanotubes with one or more external
dimensions below 1 nm should be
considered as nanomaterials..
	Fullerenes, graphene flakes and singlewall
carbon nanotubes with one or more
external dimensions below 1 nm shall also
be deemed to be nanomaterials
	None
	
	

	Exclusion criteria 1
	None
	None
	In the determination of the particle number-based size distribution, particles with a least two orthogonal external
dimensions larger than 100 μm need not
be considered  
	
	

	Exclusion criteria 2
	
	
	However, a material with a specific surface
area by volume of < 6 m 2/cm3 shall not be
considered a nanomaterial.
	
	

	Definition Particle
	4 a) ‘particle’ means a minute piece of
matter with defined physical boundaries
	19. ‘particle’, […], means a minute piece of matter with defined physical boundaries
	2 a) ‚particle’ means a minute piece of
matter with defined physical boundaries;
	
	

	Exclusion criteria ‘molecule’
	None
	None
	single molecules are not considered ‘particles’;
	
	

	Definition Agglomerate
	4 b) ‘agglomerate’ means a collection of
weakly bound particles or aggregates
where the resulting external surface area
is similar to the sum of the surface areas
of the individual components
	20. ‘agglomerate’, […], means a collection
of weakly bound particles or aggregates
where the resulting external surface area
is similar to the sum of the surface areas
of the individual components
	2 c) ‘agglomerate’ means a collection of
weakly bound particles or aggregates
where the resulting external surface area
is similar to the sum of the surface areas
of the individual components.
	
	

	Definition Aggregate
	4 c) ‘aggregate’ means a particle
comprising of strongly bound or fused
particles.
	21. ‘aggregate’, […], means a particle
comprising of strongly bound or fused
particles
	2 b) ‘aggregate’ means a particle
comprising of strongly bound or fused
particles;
	
	

	Volume specific surface (VSSA) as inclusion criteria
	5) […]A material should be considered as
falling under the definition in point 2
where the specific surface area by volume
of the material is greater than 60 m2 /cm3
. However, a material which, based on its
number size distribution, is a
nanomaterial should be considered as
complying with the definition in point 2
even if the material has a specific surface
area lower than 60 m2 /cm3 .
	
	
	
	



