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Bionanoteamn internationalprojects

A EU FPRanoValid(2011:2015)

A EU FPRanoMILK20132017)

A H2020NanoFASE20152019)

partner YMSCAITN-2015; MarieSklodowskegCurie Actions;

A H2020Pandora(2016-2019)

A DaNa2.0,fundedby GermanFederal Ministry of Education and Resea

A NanoSafetycluster

NANOfuluras

NationaCentresof excelence
ACO NAMASTE
ACONanocenter



Whatis NanoFuturé

LIGHTHOUSES NETWORK -
NANOfutufes!

NANOfutures is close to you!
The lighthouse acts as
a clear connection
helping to translate
! activities/actions to

Nano-related platform: 26 local Contact points and more to
the countries/regions

comel
and vice versa.

»

A CommunicatiorProjects
A Education Projects

A Finance Projects .

"-
A Network Projects *

A Safety Projects

k

iy >

A Technical CooperatioRrojects

http://www.nanofutures.info/structure
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Model tissueandcell studies Model organisms Blood/ blood cells

Spectrum 1

SEI 50kV  X10,000 1gm WD 100mm SEI 50kY  X2,000 10pm WD 10.0mm
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- QLH repo_r_t | |
\OO\) Proposal for Harmonised Classification and Labelling
A© Based on Regulation (EC) No 1272/2008 (CLP Regulation),
A\ Annex VI, Part 2

Substance Nam@ditaniumdioxide

EC Number 2366755
CAS Number 1346367-7
IndexNumber - Contactdetails for dossier submitter:

ANSES (on behalf of the FrendhSCA)

Ministries of Consumer Affairs, Healtlabour Ecology and Agriculture,
14 rue Pierre Marie Curie

F-94701MaisonsAlfort Cedex

reach@anses.fr

Version number: 2 Date: May 2016



EU - TIO2 classification and history



CoRARCommunity Rolling Action Plan

In Europe substancesf particular concern are selectdor evaluationof riskto human
health or theenvironment and included in the so call@dmmunity Rolling Action Plan
(CoRAFP. Prioritisation of substances shall be risk based.

CoRAPRoONtains detalls and the indication of the initial grounds for concern for selectec
substances. Initial grounds for concern for including TiO2 odteapist were: Human
health/CMR; Suspectezknsitiser SuspectedPvB Exposure/Wide dispersive use;
Consumer use; Exposure of sensitive populations; Aggregated tonfageyvaluating
member state was France and TiO2 was included oiCtfeapist in 2014ECHA,
20.3.2013 Community rolling action pladdRAPupdate covering years 2013, 2014 and
2015;https://echa.europa.eu/documents/10162/13628/corap 2013 en.pdf/543ef605
b03c452h-83ef34a286a4e210)
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The Committee for Risk Assessmeni{RAQ prepares
the opinions of ECHA related to the risks of
substancedo human health and the environmentin
the following REACHand CLPprocesses The final
decisionsare takenby the EuropeanCommission

Proposal for Harmonised
Classification and Labelling
Substance TiO2

European
Commissio
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Substance TiO2
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TiO2 safety regulationwork done so far by
DDrobneand Slovenia

AJanuary 2018ubmitted Written comments to CARACAL (presented
latter)

AOctober 201 7Proposalof Task Force fofiO2 safety communication
within NanoSafetyCluster

AJdanuary 2018ask Force for TiO2 safety communicatmproved

AJanuary 201®ublishedDDrobneSpotlighting CLH report for TiO2:
Nanosafety perspective, The Chemical Engineering Journal,
DOI110.1016/j.ce}.2018.01.007 basedmesentationat TiO2 world
summit in AlicanteQctober 2017




Opinionof Slovenian interested parties:
CLP for TiIO2 should not be translated into Annex VI.

Argument 1 againstdirect translated into Annex VI The CLPreport
should follow the Guidanceon the Application of the CLPCiriteria
Version5.0 ¢ July2017, 3.6. CARCINOGENICIB¥.1. Classificationof
substanceXandincluded (I K&stup-to-datescientific] y 2 6 f SR3I S

Suggestionl: Beforefinal decisionis made,the most recent literature
IS neededto be considered We suggestedhe usea tool developedby
EUfundedproject GUIDEnan&or dataquality evaluation



Opinion of Slovenian interested parties:
CLP for TiO2 should not be translated into Annex VI.

Argument 2 againstdirect translated into Annex VI TiIC2 mode of
adverseaction could be describedas dparticle carcinogenicitg after
Inhalation exposure Thistype of effect appliesto the whole group of
chemicalswvhichreferredto asd LJ2 Zdlibl&ow toxicity LIk NI A Of S

Suggestior?: Thisdata shouldassistto the preventionof occupational
hazard dusts at workplace are already monitored; iIf necessarythis
couldfall underandrequlatedunder by Safetyand healthlegislation

A



Opinionof Slovenian interested parties:
CLP for TiIO2 should not be translated into Annex VI.

Argument3 against direct translated into Annex VI: TiIO2
OF NOAY23aSYAOAUE Aad WHSLRNEB R/ IRISA
secondary or indireatarcinogenicityhichis dosedependant.

Suggestion 3CLP classification ftmflammationRelated Carcinogens

IS not needed, because they could be regulatedRegommended
exposure limit{RELS).



SOMEKS5rounddor opinion

1. Own researcldata / General principles afanobiology/
nanotoxicology

2. Recent Guidance on CLH dossiers
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Ti02interaction with cells bone cell

Multifunctional GadoliniumDopedMesoporous
TiO2NanobeadsPhotoluminescenceEnhanced
SpinRelaxationand ReactiveOxygenSpecies
Photogeneration. Sy S tbOCahcér
Diagnosisaind Treatment

Roghayelet al. 2017
Smal) 13, 1700349




