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SCIENTIFIC COMMITTBE ON
EMERGING AND NEWLY IDENTIFIED HBALTH RISKS

(SCENIHR)

Request for a scientific opinion on

the appropriateness of the risk assessment methodology in accordance with the
Technical Guidance Documents for new and existing substances for assessing the risks

of nanomaterials

l .  Background

J'he Commission Strategyrand Act ion Planl on Nanotechnologies underl ine the impoftance
of a saf-e and responsible approach and integration ol' risk assessment into every step of the
lil-e cycle of nanotcchnology-based products. Due to the novel properlies ol' the
nanotechnology prodLrcts, the Cornlnission requested the Scientific Cornmittee on Emcrging
arrd Newly Ident i l led Health Risks (SCENIHR) for an opinion on the appropriateness of
cxist ing r isk assessrnent methodologies.

The SCENIIIR opinioni coucludccl lhat nanornater ials nray have cl i f fe lent (eco-) tor icological
properties than the substanccs in bulk fbrrn and thcrcfore their risks need to bc assessed cln a
case by casc basis. ' l 'he SCIlNl l lR also fbresarv that current r isk assessrrent I .nct lx)dologies
lccprirc sonte rnodi l lcat ion in order to dcal lv i th the hazards associated lv i t l t  nanotecl t t tologv.
ln part icular.  the exist ing toxicological  ancl  ecotoxicological  tnct l tods nray trot  bc sLrf ' l ic ient t t r
address al l  of ' the issues ar is inlr  rv i th nanopart ic lcs. F-or exposure evaluat iotr ,  addit ional
inlbrrnat iotr  is nccdccl,  inclLrding the nurnbcr of nanopaf i ic les and/or their  sur lace area.
Ecluipntent lbr rout ine measurements of substances i t r  var ious rnedia may be i t tadecluatc to
detect reprcsentativc cxposure to fiee rranopafticles. In addition. cxisting c.\posrrre assL-sslneltt
methods rnay rrot be firlly appropriatc to detertnirte the environrnetttal fate of nanoparticles.
'l 'he practical irnplerncntation of difl 'erent arcas ol- Comrnunity legislation dealing with
chemical substances, including thc legislat ion on new4 and exist ing5 substances, rnay bc
eventually aff-ected by nanotechnologies. So f'ar, the chemicals legislation does not have
spccific provisions or testing requirer.ncnts for substanccs on a nanoscale. I lowever. on the
basis of the SCENIHR opinion, thcre is a need to assess the sui tabi l i ty of  current r isk
assesslnent rncthods. lvhen applicd fbr nanomaterials, in rnore detail in order to guide holv to
cleal in practice with nanomaterials in an appropriate tttaltlter.

Therefbre DG lrnvironment requests the SCENIIIR to assess the current r isk assessment
ntethodology as laid down in the Technical  Guidance Documents, to provide an opiniou on
their applopriateness and make sr,rggestions fbr improvernents rvhere appropriate.
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2. Terms of reference

The SCENIHR is asked, in the light of current scientific knowledge and in relation to the

general infonnation and practices of chemicals risk assessment, to:

L assess the appropriateness of risk assessment methodologies (effects and exposure

assessment) aesiiiUeO in the current Technical Guidance Documents of the chemicals

legislation, fbr the risk assessment of nanomaterialsl

2. where current risk assessment methodology may be improved for assessment of

nanor.naterials, and taking into account the practical limitations of the information available

for risk assessments, provide concrete suggestions for improvernent of the methodology'

Distinctions should be made between improvements that can be made based on current

klowledge, irnprovernents that would require specific information on the nanomaterials, and

irnproverirents ihat will require scientiflc research before they can be irnplernented:

3. where possible, provide pract ical  examples of how r isk assesstnent of t ranomater ials can be

perfbrrned and of'nanomatcrials, forrns of nanopafticles etc that nray carrse significarrtly

dilferent adverse efTects or diffbrent cxposurc behaviour'

3.  Deadl ine

Decerrber  2006.


