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I 1. F/IFI7NREXRICET SEIRE ERE

AHETE FINTUTINEOZEMREIRET T 5 L TEELEISNBERENEICOVT, BN THIT
SNz TERMNHERRFRE> Y —, BERIREE(CEIS IRC BIZF] . [RNEER, 1FEXE-RHET
fiil. [7>%—%, EU / EEA MNEECHF 2T JEFROLEDIT] [R01-T>, FIITUTINOIHDIL
SREBHEBORE| RV EEBRHAFRKE, TERF/ITI7I0OLEH, No.87] FZ2RE -7

- LEEZITVEUIZ,

1.1 BRHERICHIIFT/ITUZIDES

FEE TH/X7U7)0] OERICEIIMNEZESDENSE! . BRNESBEROETODEFICNIENR
I FEZ RE T DFRO— LI REAZERDEN T, Ffo. EROFRIRICERLTE. TOBEE 0 AEICKTT
DHBOEENNELRDFT . COEEOALAFZOHMERE, ©I5-BIGEAINS EU & (B4
YR GRAREI . EEEIEERARS] . REACH MIBISE) TERICRIFEINTSD. iz, #2380 EU ERFIE TS
FIAEINTVET BINEZERICBITZFT/XTU7IOTEEE. BRABEERONYTIVILTHDN . BFRMICH
HURIFITINTHDN. BLIFATIOYTUPINTHZN RN T FROKRFIROYTUTIVSERT D
ENNTEET, 2. AEREE. 2TOFI/XFTU7IVCHBOIFE. IR-DE5F ) AT -V OINEBRIF~TiE

(BARERYEBRIR R A A I BV TUTIOMNARIT) OHEIVTEDSNTVET, EEDOIIHRER:
30 BHRRUEE (298.15 K. 101,325 Pa) ([CBVWTEKRTHIMFIROXTUZILOHTY , 4t
BRI F~TEDRC (& RINTIVERY/ FFRAPHRARRE, SEIEFRFTETREINET,

FIEEOYTI7I (FIRT-IOREMBEE L FREESZHEIDNTI7I) THoTH. HEBAL
BEEZBIEIRVIRD, BINEZEERCHITZTI/IITUZIOEERDOIIRIMNIRDET , EH—) F(FAIFE
FHBEINEL A 2L, T5—-L> JSTIRUVBEBA-RDF/F1-T(OVTEBIFEL T, FHEIRRE

(CBASEEENTVE T, MIAINREF, TEEVWIFEDOHCEIKERDIBE. BREZHEYTITIVEIFE

! European Commission, ‘Commission recommendation of 18 October 2011 on the definition of
nanomaterial’ (2011/696/EU). Off. J. Eur. Union L275, p38-40, 2011.
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BREEMRTIVINEZXBITEIENTERVRTI . ¥NTUTILEVWS BRI AEE THD., FEDE
BT ZEDTEHBDER AL LU FEORFIORRICHEVTIE. COREZHEXTII-BBEDE
BOMREVTABISNZAHE (B, BRNE) (CBSMRBENTEET,

BRI T E (& REBNEREREMR (7IUT—R) BULUEEERER (7J0XL—N) THIFREFMIC
MBI RERNI FZIBLET . BUINEBER(ICBIHIDT/ITITIOEEORRR L(E. s88 SR (FIU5 -
N) E58REEMA (F7JOAL—B) Z2XBITRREEHDFEEA. EEUT1ZFIAUCRITEZE T, AEEHE
BEAR (PIVT-N) RUSSEEAR (FJ0AL—N) ORBRRATFOTEZAEIT DL ETEER A

BEBMICHBNT. 1 ROULEEOHERTEN 1~100 nm OEEFE(CEENIEBRRMLTHNTITILD
50% _ExEHZIHEE . BERITUTIUET IIFUTIVERDET SERIANEE. BEDECHNT 1 2L
UEBEROHERTEN 1~100 nm OFBECEFENDIRIFOEISH 50% Thdima. —MNICERAIND
BORIRDMXNYY (REE., A& BEFL(EEHERESE) TE. LEONFOEIGHNT
50%KiE(CIRBDEVDITETT , EFFDECA . MDA FHNTUT I DOMEBECEDHDEISEIDINTH
BLEHDEET, LEAHRBICTINFITINEFENZIIHETHOTH., FLFEAPRESLICH- TR
W5 IXFU7IHEEN BB E THHTH. REBEERNRIERPEISCR I 2B EZmI IR FIRONT
UTILTRUVBRD, ZORGRET/ITITIERRDER A,

HIELEZRERE (VSSA) ZIFEDORMT THIAINE. XFUPIN T IITUZINTHD 2RI LN
TEFJ, VSSA (. 2 TORIFOXREEDSETZ. ETONFOEREDEET TRRUBICEFELWTT,
VSSA h' 60 m?/cm’ & LEIZIHBECE  IFUTIHNZILBTHIN. bIIHEREEELV\35HE%E
BRE. FINTUPINTHRLZRITEREOSMERERDE T, 21U (ROEBERTIEN-AOEEE(C
EHOK) F/IFUTINOELTIE VSSA hf 60 m?/cm? Kifie8hEd . LIzHDT. VSSA > 60 m?/cm?
EVSEEERBIBIE ZOYTUTINF IITITIN THRERRIEETEEIH, BT I/ITUTILTHH
T, COEEZBITLFRDFL A MRD LR FAARNGERCHIBALTONE. H>T)LD VSSA %
STEIBTENTEET, 2L, 201 (VSSA fECEIRIEDHOTE) ([FRTEETT, S5(C. BL)

ERRMEZEOTH/NTUTIEFFETBo(C(E. BERYTIVRARE. @UIRRESE. EREOFL



BEIZT L RO —2NEREID-AF - LW EBRERERDET.

MINEZBERICHEID [F/XTITIOERER] OBBEZL T CRLET.

MMBERCHBIZFT/NTITIOERRG. ARSI MOTTO-FERR—ELTVET.

HAEA TEEHOHCEICEE TR, BB ISR RRIT LA TEER A,
2TOF JRTUTIC B THD T AT — L OB HEOHEINTVET,

HEORE | MEORBERREDTRTONTUZICERT 3N TEET,
F 2T~ OPREMEEE L EEEEC OV T— I ZBLTVE R A,

PIRBIEIE

REHBE TBRKIFD55, SMEDHESEN 1~100 nm ORIFNMDEREEED L EHBEICE. F/37)
IO RICEEERDIE(ICEFTNDZLCRDET,
K FOBRBECRINMIBNIERN [RE TF. SESMROBRIIL. MFEEHRINEL A,
HEREICE. BB BE (NTP) T 298.15 K. 101,325 Pa [CBVWTEFRTH IR FOHNESENE
7,

EMAIRAE

FAEE TEWA] [OOWTE RARRREERUSURIREEE W B RZ 3T BOEL TR INETY .

YERCBVTR B—FRIFLRIHRENER A LU, T5-L > STV RUEEN-R> T/
F1-TOWTFFISIEL T, FPIFRECIATEENTVET,

HEROROPTIE, AZE [VYINIFTUTI] ZERAIRETEHDEEA.

IRFU7I] &

NTUPIEVSRERFHEFHIAREETHD, FHEDERIKIIZEDNTEIHNEEA.

BIFAETHS
BRI T LS ENSSREEIR (PUOAL—N) BLKEREEER (FIUS—b) THRMEEZHICH
BRI FZIELE T,
SEEEMR (PUOAL—R) (3. SKEEEUIBRRAI T TR RSN
SSSESRIK
TREEERE BB (PIUS-N) (OEES (REA) UIBRRIF TRZRENE Y.
TR F

ECUTZFAULRITEETIE, STEEEK /M EAROBRA FOTEZRIET LA TEIEA.

HEROBITICERUTI. SBREAROREEAZXR TR E[HDERA.




(#cE)

HFDIER~TE

HEBROHTE, AEE 1R MERINZZENZNTY, UL, RIFIERZ TRWSS . COREN
TRTEREINTOBERVWRER A, UEHDOT, JDIERERAEEELT [9MHE] ZERLTVEY,

Z{DOREDHIETIE FMBBRIANIF ERZRHTED. ZOHE/IIMETEZBACRIEES1ER
HHOET,

K FOIEBTEDREC (R TIVERE, SFLFRTTETREINET . KIFOHSMEBTIENTRRIAZRD
BAICE RNITIVERY/ FERAREAEZAVWVGHR I 2N TEET,

50%RIMEEHE

EEDRCHNT, 1 BLUEBOIMEDTEEEED 1~100 nm [CEENBBRAAIF IO 50% LU
LahEBBEE. SEMBIET /ITUTIVERDET .

EEDICENT 1 BULLEEOINERTEN 1~100 nm OFEEICESENIHRFIMPBOHREECS
HBEEEXDOITNTHEEEHDEFET.

B ICHENT, 1 BOUEEOIMEDTED 100 nm KIEOHIFH 50% Thdima. o—aErIC
FERSNAHEDMRAERE (KM, HE BEF) TR AUFORIENNT 50%FKMHBCBOET.

FIIFUF N
2EFI5Em

HEBOWRICE, F/IXTUPNEHEHAATOSHEERGEPIVR-2> MIEFENTLEEA.

RERERICTIRTUZINEFNBIZETHOTE, Flo. ERPEESECHTRENST/ITI7I
MREENBIZETHOTE BRBAMIERVEISCHET B EZRBI IR FIROBTRORD,
TORMET /XTI IVERBOER Ao

FIIFUF N
OFELERER
(vssa)

VSSA (3. £ETORIFOREEDEETZE TOM FOBRBEOEET ThHRULEICELVTT.

MEDTRURI T RARDSECHIBAL TONE Y20 VSSA ZETE I BTN TEET . 2L, 2D
B (VSSA EICEIHIEDMOE) FARAEETY.

REOPRCBVTEZDEIENERSL, VSSA MBI ERNGDFET . ZHEIEY > TIL05
A FXTELROBERNBE 50%25HTVTE. BEOERANSF 50%Z2AMRICT EISIEEHDFE
9.

VSSA 160 m*/cm’z L EIBIBE(CE. ZIBRF ThHdIN. BILFHEREEBL TV FOIEEE
BRE RIS IXTUTINTHR LRI ERREDOS UV ERERDET,

FTIRFUTIOECTIE (REBELTER-RORECEDI) | VSSAN 60 m¥/cm® KL hEd,

VSSA > 60 m*/cm? EVSEEERILEE ZOMRINS /RFUTIN THBIIERRI TEFTEEIN ¥
(CFIRFTUPITHOTE COBEETGIFLFIRDFEA

ERtosnr)
NTUT7IASEE

FIRFUTNEER(CIFES B3HICE, BERY D TIVARSE, BYRRAIESE, EREOFVEES
AT L R —&ENcREIO-AF - AN EBREREBDET




1.2 FJ)IFU7NOTHIBRIECLFIAS &

FIXFITIWDRME. ZDOBAZXHNEWD, HAZDOREREUNTUTIVEFERR DAY . BRI
HIVIEZHREFEZEZRIEONDDFET, IS5, COMREZFAINE. BERICERAIZIVTIVIL
DEREDFEESH D WNITTR(HATREREDEIRZBIREICT BN TEF T, Ffe. TI/XFUTILIONTIE.
SDEVEFEZRIHETHD [F/7705—] EXBIT2HENGDET .. BRERST/T7./05-(C(&.
FIAT-IOERE - FREEZBEIDBENEZININSTI BB, 7/79./05 (BT 1 IN—23>(C
BWTIE, F/ILIPOZIARE, COBOFT HEEYICRETEDONKEBD ZEHTVE T, —FH. ZEP
BAECRIIIEME. T/NTITINCEPLTVE T, 2DEAELT, F/AIF(E AN F TREBEITS
CENTERVERBPIE 2B B (BB ITBIUNTEINSTT, LIhH T, BIEMRERED—DIC(E. 48

KA F(CRBEREREZAVTE, T/ RN BOEEHZRMIESNRVEIREENEITBNE T

1.2.1 FJ/IFV7INOHIEHRIR

SBOEBRNSIBE. HIHZICHELDTVWSFT/ITITINOKREIDZEHTVSDFEA@mEIIOMEITY,
ZORMNIF BEE+EBICHOIORLFIASNTERIEROF /XFIZIEZINTVET, 2012 4.,
SR THRSNFT/XTITINOFERFEERE(F. HETH 1,100 5 h>THO, HiZMAERIFI 200 1=
1-0 (#2Jk5FEM) ([GELTOET?, L. COMTEMBICIE. HENOEBR). (LRI R UTE
MRERBEIZENTVFLA. WTNICEEL, F/XTUTIVEERICHZOTERRBICEFNTVDIOE

FETHD. TOCLERFINE, TBMEEEIE1-0 FEEIEM) ([GEIBIEEBASNTI,

2 Communication on the Second Regulatory Review on nanomaterials, COM(2012) 572 final, http://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52012DC0572&from=EN; and Staff Working Paper on
Types and Uses of Nanomaterials, including Safety Aspects, SWD(2012) 288 final, http://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52012SC0288&from=EN. For updated information on
nanomaterials, their uses, hazards and risks see European Union Observatory for Nanomaterials.

3 The estimate is based on studies by Lux Rearch referred to in the Second Regulatory Review on
Nanomaterials, http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52012DC0572. That estimate
suggested a market value of 2 trillion € for products containing nanomaterials in 2015. Nevertheless, this
number does not reflect the fact that a wide range of pigments are nanomaterials. Due to the widespread
use of pigments in products, the likely range of products containing nanomaterials will be substantially
higher.



1.2.2 FI)XFI7VOFIRASE
HRAGEIOMBDS5, IREHIRESNTVSFTINTUT ORI THICENZVON, h-R>TS5y7
(H1Y7%E) LERIERESVN (BRI, #K. TIZAFV). HEH. WES. 127, 28 E5%
RUBSHIOMEAE) TY, £, BRRL (bR RUHEYMRERmICERENZME(C(F. /7
FUTINDEFRZBIZIEONEZIFELTVET . INSORBERBCEEIN, TREINTHD Fe
FTIRFUTNTHIIENE#HEINRVEE, REACOIOTT Y ENTVE T, S50, —EDF/IFUT
UEOWTR EZEm., BRI, Ir+— \vTU-%F) (RIE OKQUIEE) | @, t+1Y7«. F
BHREDDEF(CEIFFBAINR-2DZEBETEVWSE RS, EHRHFTHEHBICHATT - EMTONTY
9. e, AUEMREZEIHEFMENSTE, AZR (Bk. OvR. >—pF) | MRSV KT
KEFFHEEBALESBBIEICLD. BBADT /R RBAF T 2N TEETC, COBBORRNLT /YT
TIELTE RERRE (W-R>F)F1-T. I5-L>. J3T1>%)  F)ZBALFH>. F/BE{LE

IRUFTVIRENETONET

1.2.3 FJ/IFVPMICL BRI A IN—->3>

FIRFTUT IS 21 IN=2a BB fE. [ A2 D] Y [FIR7IVr—2a %
EIHRIHL] HDWVNG RIBLERERIDIE] 15 TBRAmOMEER L] FTRIAWTI, INH50
XFVTIWOBMNIF. CNETIERICKERL. —EOHIZBFRISGELZEDEHDEIT N, 20VTNE. I
FTOECABEICFREINISBIIEN A IR-2302EHBUTEVWER A ZIEU. F35T1>04L3I(C,
R OHFEMEDSNTED., 1 INR-232%BL5 I AIREENBEVEE SN TS T /XTUT7ILEHDNFET .

—7. AIA#E (AL : Artificial Intelligence) FDFT SR EFLFTImMRDEFORIS(CLD. [F )4

4 However clearly lower than those of carbon black and silica

5 In fact, just employing and improving certain manufacturing processes that also led to particles with size
in the nanoscale range

% For the purpose of this impact assessment and the parallel impact assessment on transparency measures
for nanomaterials, a nanoform shall be understood as a form of a substance that fulfils the definition of a
nanomaterial.



SIARTAYIR] FEOFIAFRFAFRENEILZIN, THISFIEOIL AN FEINTVET.

1.2.4 F7/)IFV7NICEIT H1FERDEER L
FIIFI7 VOB RUFIACEL TR SEOHIZHEE. BRNERE. ARIOS 1T MRE, 1BEV
BRFEEFAIZENTEES  LHLEHIS, ZOBRETLAEOTRAL BEROZUVEURE(CL

TEFFBLPTVEDTEDDERA. SEICEDBIRO—ERFIEAREBOITVFT,

1.2.5 FJ)IFUZVOEEERVVRY

FTIRFI7IE. BB OB TR BEOSEHMAAIEEELTVET ., £z, A XDX
ERECIYTUTIVELEERL T, BB O E/ERNAIRCRAIHEEHDET . T /AT OREITOVTIE,
IBEVRIEEAZFTAMTON TLETS,

B ORI ZRIEIRN S TR F(EEARREPIZHIZE@EBL. MRICEAL. FEZsHRCEREL.
NBICEEE S ZZAIREMEN DR EMBASIMNIROTVET . BRI, TR F2HE 2 —FEDREH7Z1E
ZTVWBZENS, LEEDFELF—EDREMENDDEHFSNDEDD., EY)EEZECDRIREEZHIIRT
BIEFTEER A RERLAITIE, FIHIFADEECLNBIRINZHE FCRAEKE) 035, &
EZVONEREA N 2P RERIETH. Fe—2T—RCHVTUHEGBENRRINZIBEEHNFET,
NBDOREDFIROARENS., BHIRUAVEEEEZBURVIRD. fF(CHBEREOSHRITCEAR)

AINEUBTENREENE T, F2lZU. LEEDREDIRNRZRRITE T /XTU7ILOSTIEMBOLFEE

7 For an over view see Staff Working Paper on Types and Uses of Nanomaterials, including Safety Aspects,
SWD(2012) 288 final, http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52012SC0288&from=EN

8 For a critical review of several thousands of publications, see e.g. Harald Krug, Nanosafety Research—Are
We on the Right Track?, http://onlinelibrary.wiley.com/doi/10.1002/anie.201403367/abstract

° There is a discussion on the validity of a significant part of the studies, as many studies have used high
doses and have not been conducted at standard conditions allowing reproducibility. Work reassessing the
validity of past studies and establishing a more reliable scientific framework for future studies is ongoing
inter alia in the NanoREG project financed under the EU s 7th Research Framework Programme.
Nevertheless, it is beyond doubt that serious effects related to inhalation of nanoparticles can occur.

7



ELEEL THIMICH VDN, BKHEVONER I FHLIFENTOFEEA . Fie. BHECHRDEZ
OFIRFIZIWMMBIEMEREINTERISENMNDS T F/XFU7ILCBL TR, E bR T 2EEN
DIRRBA ST MERLL TVWB L ZRTFHLEHDFEA . UTLhD T MBDEFEMEDIZE ERERIC
FIRFIT7INOBZECHEVWTE, ErOERVIRIRCS X3 E0RREZHSNITILEIFTZ TRHDER

ko BE. BIEI ZRIANSE(CREIZT—4E H—RDTSvINEDTDBOMRIRESNTLET,

10 scientific Committee on Emerging and Newly Identified Health Risks, ‘Risk Assessment of Products of
Nanotechnologies’, 19 January 2009: “nanomaterials are similar to normal chemicals/substances in that
some may be toxic and some may not, yet specific nanomaterials and specific uses of these nanomaterials
may carry specific health and environmental risks.”

1 Hodgson, 1.T. and Jones, R.D. 1985, A mortality study of carbon black workers employed at five United
Kingdom factories between 1947 and 1980, Archives of Environmental Health, vol. 40, pp. 261- 268;
Sorahan, T., Hamilton, L., van Tongeren, M., Gardiner, K. and Harrington, J.M. 2001, A cohort mortality
study of U.K. carbon black workers, 1951-1996, Am ] Ind Med, vol. 39, pp. 158-170; those studies are
inconclusive.



1.3 F/HREIEEICREY S REACH HIRIDERTE

\\

2018 #F 12 A 3 H.RINEZERE. [F/HENE] 25FixI 575 5ZRECRIBOLLT,

\!

REACH BtRIO—EBe EZEIRLFEUTz. MBFARRAICOVTIE, 2020 £ 1 A 1 BATEAINS
FETY.

K. F/XFUTIVIE. REACH OEAMZRTHOELRA REACH ([CIFF/IFUTIDORAEEICRITS
BHRMBHAEN LB INTOVERATURZ, ZORHEREEG., %2HTD [T/HEERME] 2RI dHAE
HHEIBROEVSBRECUEUEETELELUR . SEIVEIERUFHRBAE. RSN TVSF/IFUTILO
AP HECEI DB A EDAHICHE S IDODLIAFEINTVE T, E5(C. TIXTUVIOEERN R
DL ZOERE. /XTI EZEICEIRS A, T /XTUPICEDELZBENN DR IRIBA
DYRY . MHCZDUAIZENCEIRTZ5ECOVT, BFEE5IEEZISNTVET , COFTFRAREICDOL
Tl H5ZRERT L — RICBWTBEHIALERIN TOBIERD T JIFUTILNS, B/ IMEEN RS 245
PREETDF IXTU7ILET. REACH OERAEHEICEFN22TO [F/RENME] ZXRELTVET,
&fz. REACH MtBIOERTE (CTEZ5EMUFZEFHMCINE, /BB ] OEHRICEAIIELE
REACH #RRIDE<FICEIZIANE, &51T 14810 (89 1750 8F) LHEINTLET., Bb.
NHOHEFEIAMNE., BRPFRIR(CRIL TRFEININAR Ty beDLEERH D WFIRTEDTHIZRE LR ED

AIREMECIEA NS BHEBEATHBEEZISNTVEY,

1.3.1 REACH BROES

REACH A2#(&. MEFMBOURINS NDRRPERIZZHER(CREITSL] ZBHELT BEDE
BRICBEIDEDEL THITEENELUZ, TOMRICE, [E(CEMREROINFZBENELNEDOBIREE
HERCEHITAETMEOHE ], [TBATHISCHEIMEOBBRER]. LT [EU {EFEF 0%
F£HomL] FEFNTVET ., REACH (CBEICERI. EFREN (H5PBRED) {EFMBEDER
BHOZEMZHERL. ZOREICRIT 3T DRIBIREZEHALAINERSRVET B LZHENRERN

£I36M0TY,



REACH T(&. EZBROBMNZEMK T s, BERICEREFZIRILLDC, BIREBGICE I
X5y UZAIR-ZOEEFHE 7 TO-F . WHCHEZECLD REACH EHBOEFICHERZIRE=E
RIDIHOFEZRZILBFRATZ1-IEEHTVET . IRDS5. [BEREMOELEHORE R UFFHO

2E G MARIIMEDOEH IV IEILFETEUIIRICLHTERZINFT.

1.3.2 REACH #$I D=

FIRTUTICELBMRRIZRTRIRIBUZRIOI R X M EELTZ EU (CBIFBFRHIRAEMDONT
(& MEEZMBOBERBEEPIAIDIFERVEDEE] & [EEMEOVRIERIGE] (RT3
DOEHZBHENETIEEZEA TVET ., REACH (&, T /HEMEZSDIEEMEDURIICONWTEE
ffiL. ZOEROLZDMATEIRT DIHDURIIRS A M EFE I ZERMENETT %

Z{OMEL. B, BRBR. IRRE, BHRAZ BERETHEIELTVE TN, REACH TlE. F/EEDE
m (28520 E—3P) ZRINT . 2 TOMECEULGERENE Y. 208, IRTED REACH (3. &%
1 EERINE ZORRICBVTREOHREC DN TE B I BIENTEET, BiRE (. REACH (CED
& M BREDIFERMZEIZL. EU ATEEHDLE EU NICMASNICEEMFEFLERRACEEND
{EZMECONVT. BINMEZEMET (ECHA) (CERULBINERDFR A o, EREE EU THiET
MBZHEHDVNEIHIRIDIHE . TOERADOLZEMEICOVWTERICEHFRSRACHVT. 2 TORZRE(CXT
WY BTLETREL T HEIERIEREIRHURINERDER A BE. VKON OYEIRZEFZEFITOL
T3 SHMAZ T BIBANHOET 3, Fz. URIDLARIEBICEU T, YBEORE IR 2R £

(FHBRUIED I BIZEEHDET .

12 Regulation (EC) No 1907/2006 concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH), establishing a European Chemicals Agency; http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32006R1907:EN:NOT

13 Either compliance check, i.e. verification of completeness by ECHA or substance evaluation, i.e.
verification of scientific and technical content by Member States.
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1.3.3 REACH &iFDfERE

REACH EHR0BIREA . #ED2TBASN S — R RERB IR, [BBDIERRILIIFED
BRI dE] ©° [ERBAEBIEIINTD5ECOVTEFHRITDL] Z2EDEARNRIRTE (EdH
DFERA. TNPX. REACH OXEEE L. LERZEMIDIEERIEETHNFE TN, &z ECHA HEDI
feE (BMMNENS) (CBVTH. LEROEMMMERENTOFEIN EARIFRTENSEH SN TLRLH,
B E [F/HREME] 28R IDHOTEMISBVEVSERRICLELEERLTVWET, BICE
BLZARREARBIFONTUZIVIERREN. SEENEmEINTOE I, 2OXFIT7ILE. BEOEFEY
BeHREIn. Mot ZMEBERRICGEHEEN TVSIzsh. HRGMFOYTITINRDHEROZNT IR
T=IUCBIFBFEICOVWT, FEEREI O TVE R A BEEL T, REACH EFREBRICBVTHR L DR
FINBENTVFEIN EORRE(CERET BIBIRTHIMNDVWTHOEARRERR(FEEEHRSINTLEE A,

2011 €. BRIMFE A& ECHA LOREDMEEDT . 2010 £ 12 BLUEICIRHEN REACH &
BELCHFBFT/XTU7 WO AL OWTEHELE L. COFHEICLD. FIXTUTINDEERNKRE
THOILEAR (2011 £ 10 ALED MNCEARIIR ECHA 18EHHRTE Tl BARICB LT, F/ZRE
EEIBIENHBALTVSME R T, BIRBEOAID T, WREBBIERE (IREINIBRE
FIFREEORSEM) MBAGEEN TURWENBASMCRDELIZ, 2015 & 8 AIFAT(E 13 HomE
ERRU 108 HFOMBRLREMONIE. TRNKUBEICEIIIRMFIE 9 & (TCLP RHI1) @40
BZBVT, BFEME BN HINAAKED 1 BEORZRECRELT. [F/IFUTIL] BB
RREUTEIRENTVELIZ, BRFREROMREDDEFEBENDRFEDT JHZRROFERAORZRHCONT,

BRE(SF LU BIREIAD TL R UIeho T BEIRENEBRRER DT/ EENEOEAOLZEE

4 For the purpose of this impact assessment and the parallel impact assessment on transparency measures
for nanomaterials, a nanoform shall be understood as a form of a substance that fulfils the definition of a
nanomaterial.

15 5 were registered in 2010, 4 in 2013 and 4 non-phase-in have been registered after 2013. Update as of
March 2018: total number of registered substances with nanoforms: 21.

6 The number of notifications in the C&L Inventory that have nanomaterial reported as the form of the
substance (i.e. nanoform) has increased from 18 in June 2013 to 108 in August 2015; for comparison,
during the same time the total number of notifications in the database increased from 3.2 to 6.4 million.
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ZRERL TLBHEINCOWNT, Fe, M BEROEZE MR I D75 ECOVN TR, EREM(CECHIN
TLWFEATUR.

BIREOEARMCOVTIE, 2 DORFICEIVNTKRDIZENTEET,

i) FIENBEOVEROZEHRUZDROFEDRIIDNEE

i) REACH MEICLZHEEZI2EFS /ITITINOTHIGHIE

2 1 ORF. $F(CH /2 SUMBOEFRERICHITDMEBIC OV TIE. FECEMMICERALILENT
IH. BEITIEHNE NERENSVD. BBEOXRFEIOVWTEZ I L3R TEHLLE
TY, B, “1U23> 1.2.1" ([ORUIZTIBRER(CEE I DEUE(IABD TRFNBETHD., MAT, EU LA
CBFZ TSRO IEREICEHIBAL THS T BRI TIBER (F/HEROBSRMEDENFE
1 hitB) CEHRBHOMRINGDT IR ELOLEREES(NERDET, (CENMNDST,
2018 £ 3 ARFRCHWVTE., 21 BRAOMEN T /REZ (B) BI DL TERINTVSIENHIBAL
TVET, IFVABAIZATLY (FNS) (CEIEMBCINE. XEBDDFTI/ITUTIHBHCHEEL TS
TSN TVDREHFBNTVET (2014 FBFATIE FNS [CEDWTBAIENIMED 60%. 905 287
TEEEOWMEDSS 171 BEANSFHRENTHED, 2018 FFHT(LFES(C 5% MEIMNETFREINZETFEEIN TV

F9) o UIehDT. FIERRELTREBEFRINTORLON, IREFRTEF/REELTIHRENTLRVED

qujy

M BNV EZREOMBEEHE TERIN TV EDON, ZOVITNNIEENIEONT JRZEEDKES

¢

DEEDTOVBLREITDONEATI . FNS (CEIEERDD 35%(CDVTIE. BIME 1 bz TElY)ES
ZRIIERREVTIRRDIENTEE T, 22U COfE(F. TIARESNTLD T JRZREDFRENC T T DR EFRD T
JFREMBE ORI EOTREL HROEHWVWHEMEICHSVTEBROHISZREDOLLERIEOTES
DFERA. E0BRNB(E, FEIREOFHMEICHENT, FEECEIBHREL T BREROBHNF T /R EZRE

HETBMENERNZEZ SHTVDIEONFIET SRIEMENDDET (BERIEE) .

17 R-Nano.fr Declaration of nanomaterials, https://www.r-nano.fr
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1.3.4 BEEOBRKRE

TR E(CREI 2B RBIAZIERNRL. WIRTI2H(C(F. BFINBRAFHZELF T, BERS. FFE
DOEREHOZFHALBINERSRNIE, TBNE, YECEIIEEH(CEDEFICHEL TS
5TY, 1 DRVWEROT /2B I2EREEDIHZS . REACH PEIENR ECHA 158H(CRIT 5%
HRAFENHETHD, S5 (JBEICLOTI) « FIXFUTINOEFRICEITRANZEDHDZEDEL T, BX
MNEESHRITULBERX B (CERBL TV ENDDFT, REACH I [ME] (CERZEHEIT
HDU L ZOMRICTINFIVIVNEEN DL (CEMORMIHDFR AN, T I/ITIZIUDONVWTIFER
MICERLTHST, FLHZKOERICED, EEOFFRIOTRICEWVT, REACH M /37U7ILICEL
THIEINSHBE (W TRIRRRORNENELTVEFT . IEDROEERIRR 2B T L. LT 0L

ATRDFET,

NANOMATERIALS REGISTRATIONISSUES

0 i i ) v

Nanomaterials Physico-chemical Applicability of Substance Description of the

definition properties tests methods identification Chemical Safety
Assessment and
multiplicity of
forms

NANOMATERIALS NOT PROPERLY ADDRESSED
AND SAFETY DEMONSTRATED BY REACH

. FEORANEE

Brussels, 3.12.2018 SWD (2018) 474 final "COMMISSION STAFF WORKING DOCUMENT IMPACT ASSESSMENT"

RITOS AT LN BRINEBE SN ULI SRR ESHITDEN TERVERZHRA T BHDEER
RAREEV TR ESNBOZLL T TRUET,
i BEREFRICBVT, FI/XTIZINERSNTLRIDRIE

2011 £ 10 AFTOM. F/XTU7NERUHBOMORZENSRIDAZREE L TXRIFBRRICER
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FRENAHEREBZNMEELCVEBATUR S, ZORHERERG. T/ITU7I. TRHEEUMEA
OABORZRELHE T, F/ERREL TERIBJRIAFRI M ERZEIDINT IV I ZEHERICEDHINE
ShaBEEICHIBT RN TERLZ, BIETIE. ZESBIEICLD. CORELEITEAMEES
UERREO—EREARBHENE00., HIRTTFACRITZERNMEN T3, HRFEDITUTILN,

FIRFUTITHINEINZHIETZONEL VB EEHDET . — . FIITUTIOESEE. KREL
REACH DAEEFREEINTHBY . REOF /HAEEZXBIT3/5ECHTBEIZEHRINTOER Ao
SB(C, BRINEE Sl RELEBREENDSS5. 2010 £OHRE TICIREINZEDCOVTIE,
FIRFUTIMCET BB REENEFELTCVERATUR, F/ITUTZIOESENEA SN B,
EREEHZONEZ LI EEHRLTOEUZ. INSDOTREE. (B2 OEREICBVT) B
UIEzF /XTI7IVEL TIREIFELTHES T, FF /XTUT7INOERDEA RS, EHOKE

BEFFMTONRAREHENTVEEA.

i, ILEERYNIBEFRVRFIEOUR MMERREN TLRWZE

MEOYIRCFIRFIE L. TOSMENIFEPARSY. DMRUVEBRICEEZEZ5AFT .
UIh o T, B OYE L ZF M4 REACH B EMICEEHRUBINERDERA . T/HEOBES.
DRI 7EZAXY MORIEIF(C(&. VAT OI71 VKB ICRRDZREL L TORX DM REINTLVERATL
. O —EBICHEVWTHFIECRIT 21BEIRNRAN .. UNBMBOFFIECOVWTRYZAMIEAN R H
W3 BNDZ(CF Y I95)E -3 (CE T2 RIEN E U RIREEN ®DFT . BIAR(IC, HERFAAYTUT )L
(CRIT 2T D RIBIMBLEOBH(CEHTEFENE T BERS. T D RIEIWZIRBEUZVIRD, FHERKE
ROEACIREE 2 I DEETERVNSTY . T /AT —IVCEEETINVTU7 IAFIERF O BRI
ELTE FIFOBA X, FAR. REHEEH /BB LN ETONF T FIRNVNEKRDBE, I FREICED

L FEREIATEIZUEMUNDDIETOMECLZTEN, KK1E (BE) [CLELLERUT

18 In October 2011 the Commission published a Recommendation for the definition of nanomaterial.
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FEE(CRNBLICRDETY, S50, FIRIFORT ). HRARICHFZENF ISR #EE T 29
FLEAEETHD, FIFRENDYY/VEDERNES (0FEEL) (LT, HRRCHITDE
FHERMO ) FTIVRE(CR E 2 RIFIAIBEMENDDET . L EDBIR(CLD. URITEAAS MDfE:R
DHBNFURIIZS A NOBNE BN B AT RN BDET .
iii. F/XFUTICTS 25888 5 7 EDEAMEICEIL TREREENMFEIET 5L

OECD (&. [MERDLZMEOREE R UFHIICBI T2 770—F (& U THI/XTUT OB R T
MICHEL TVBH, FIITUT IO EMECHE TREURINERS RV ETEEERSHD | E1BTELT
VWET??, BR, MOMB(FERIZREESEERVET/ITUTIL (FIREME) ORERNTIEE
THHINEIMOWTIE REICHEDEREN., DMMTONTEEHL. EU ORIZEZESKRUY
OECDZ(&, WINEF/IFUT UKL TEBEEDSFEERINETHRELRNSE. [FHERS AT A

(CBFZFIIFUTINORR S ER RS AECGESCEDBDRETHZ ] LBISELTVETHM, &

1% While volume and thus mass is reduced proportionally to the 3rd power of the particle size, surface area
is reduced only by the 2nd power. So when particle size is reduced by a factor of 10, for example from a
micrometer to 100nm particle size, the ratio between area and size increases by a factor of 10. Further
quantum effects may occur in specific cases, usually at very small sizes or sharp-edged shapes.

20 For example, SCENIHR 2014 on nanosilver identifies that "delivery route for Ag-NP that is different from
what is known for dissolved species of silver -:-the release of ionic silver has been found to be the main
cause of toxicity (in humans, in the environment and in hygienic applications), nevertheless an increasing
number of studies found that this release cannot alone account for the toxic effects observed. "
http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_039.pdf

21 Few examples: - NIOSH recommendation for TiO2 occupational exposure limit is 2.4 mg/m3 while 0.3
mg/m3 for ultrafine (i.e. nano) TiO2, http://www.cdc.gov/niosh/docs/2011-160/pdfs/2011-160.pdf; - IARC
recommendation for classification of the particular carbon nanotube MWCNT-7 as "possibly carcinogenic to
humans (Group 2B) while assigning Group 3 for other carbon nanotubes,
https://monographs.iarc.fr/ENG/Classification/ClassificationsGroupOrder.pdf ; - SCCS opinion on TiO2
scopes its conclusion by defining TiO2 purity, crystalline phases, range of particle sizes, list of shapes and
coatings. It also conditions the use by the absence of photo-catalytic activity of the material and restricts its
use for sprayable applications,
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_136.pdf

22 gix years of OECD work on the safety of manufactured nanomaterials, OECD, 2012
http://www.oecd.org/chemicalsafety/nanosafety/Nano%20Brochure%20Sept%202012%20for%20Website
%20%20(2).pdf

2 OECD Council conclusion, 2013

24 OECD Guidance on Sampling and Dosimetry, 2012
http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=ENV/IJM/MONO(2012)40&docLang
uage=En
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o RIZNERN S0, FCBESNIBEBOBESEOHRTE. (WFED) F/XFU7IICELT
FIERIY N> MBI 2B DG HCBII 25ERIMRIEEIN TLE S >, ZDfesh, OECD DT
EF/MBUHERESPS (WPMN) PEIFREY(CHAGIL CEESN TOSRIFERATHUEEOMIC, Z21E
MR ZARMERTAFTL IO T MIEMEEN TOE T . TNSOEDIBH L. ITOFTEDESH
2. WHFHAR /7005 -FIBRGRCFUT. [Safe-by-design] OF7TO—-FICEDICFHI

ORI AZBEUHER T TO-FOIBRERCTSIZ0DERDZEEZSNTVET,

A\

iv. TR BRI E A BIR P E REROEASER BT 5+ aRiEd RSN TLRVCE

\!

—REHIRE X 75 TlE. REACH (HEERUYTVARETY, 305, 1 ME-1 B4R IOKRAICED
& BMEZFHAOEFRER(CERURINERERVEVIETERLNS T . UMUIENS. ¥IEDirE
RUB—4OHIR R EE 5 X 2B DEHNMFELTVET , ZDMzsh. FFHIZ/B(E. ECHA (C
FBUMR—FOT. BERTOCRCHEVT, MEZXFIT3HEICE T2 HIMzRIEEERUBMAZES
(CENZLERHRRTRELEULY, ZOHIRTICE S MR IEE I BECAER SN THD, ECHA 917
YA NCTRBEINTVE T, 22U, 183 OVERRIF R T& T/ EREME., 2L TEIZ BN OERK(CMIT
T EABEERBOEL TRERESN DA BYNIEC FERNFIE(CRI T 2B EZITOH I BRI R MR
BUTWEUIZ, 2D%&, RIPON1 ([CBVT, LDEARNRIEH ZIRRI DA MITONEL. ZOERIC
. ETOBECREIZIERZEIEEATEERFATULN, BRACEKEHI DT /HREICOVTIE, &4
DIRRICEDINWT. AR RIEETH D EN SN cENE LIz, XBMEOERERDZD(E. LWHKDD
MFERT ] OBVTHRIEEZIBSNET, CNlE F/REMELSNOE 2 OMEBERFEL. ERI0E
RERCEKRIDIERELRDD [FHBIRF] LER(ERDENDTT ., RIPON1 DRMRIEEN ECHA
([IREEINZBDD. ERZFDIENTERNZENS, BIRFE(CLDFIARIERIEH N RISIRES

(CEDVTERRESNBZEEHDFEATUR, UhD T F/RERRICOVTIE, MIEOREELTIER DL

25 For further explanation on 'endpoints’, refer to the Glossary.
26 A process applicable for new firms entering the market helping the new firm to be associated with the
correct registration dossier
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b, FRIOYIEEL TR BIE LA REMIRREICHDE T . BEBOIBECIE. TSR [k MEE
UTEURSIDNEDH, FIENEFESROIREBIDNEINEVIERRINECET? . ECHA (FBHBT —
ADHBZBIREICT DB MEL T, BEREHUINSESICZLDFEBRNMESNFR T, F/XTU7 V%
MEBORZRELL TERSZE . ELLFRIOYIEELL TBIRSCE(CRET 218 ZIRRI D FECI. 22U,
RIPON1 OfEERNS5(E. HIEEOZHENNELRDITHAIENREENTVET, F/AZRE(CHL
T, 1 HOBRTHLLTVDIN, FFEHROBRTILL TVINEIHEVSRIERR, EiFZEC T
2 TCORREROMBZERA T ROLZEMEICRAT 3B RIBIRZIRML TOLINEINEVSEERERE
ZEREBR(ITEDIFDEDEROTVET . BRENE L OBLRZER T IBRCEDL IR EZA VL
UTh. EFROERAESEFENAECREINBENEZLVT T, RSN TV T JEREDSSE., E0F
RENBHOMREBOTVIDONZERFEICRINETT, &fo. RERICT JHZEBNIERENTVIDONEIH.
FILIDREMDORIECHU T, F /RN BIEL TVBDNEIHZIRIE I DI IHICE=EFEZFET

BRETY, CNFETOFERNS., LR OEIRFEHUVCENBASMNIBOTVET .

v. {EFMZ2MHE (CSA) [CBVWTSARBIZREICHIET 2757 ENTERTHDL
FI/RFITIVNCETZ ZIRMRFIFEE (COM (2012) 572) [CBWUEHEINILIIC, BREEM
FHERUURY - F9 395V -39 REACH 70— F(3, EENZEEEZBR TLBIENS.
FTIRREEIC L TERU TBL TWE Y. REACH Ml VII~X OFFRIBEIREAD. F 10 b
MU EOMBOEFRCEAUTREINSAEFHNLZ 2BV T HIEEOMEICEIZT 5%
EAL. T/HRBRORRMEEIEI LN TEFY (JIL-ESTPU-RPI0RCEEI2MRAIDEA) .
ZORBH(CF. BHBIORFEN 7 TO-FHIRELIRNEY, COTEE. (i) T/ERMENEFROMSRE

BOTVBNEIM® BEROIREBOTVDDFEDT IR REME THINZIAME(CRL., FXHTD

27 Any immediate registration requirement for a specific nanomaterial to be treated as a new substance
could reasonably only apply from the moment that the interpretation of the REACH provisions was clear
enough for registrants to exclude the interpretation that the nanomaterial is a form of an existing
substance, potentially assumed due to the identical chemical composition.
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FT/RRRICOOWCEIE BRI Z REL . FIREN T/ EZRECERINERSRMAPUREIRIGE
ZAFTE T DTENOIRETH DI EZBRE(CRI L. (ii) EOFRRDMIBEIOVWTEHERZEMUILhERT
BIREIRRINETHD, FERBRFAOVTHELE(CXEICERIFRIBIE, WUC (iii) (EFHRE

HHAOERCEDE. BEIRCHBIIIETOREBEZRRICEDINETHH L ZRELTVET . HHAZ

o

EDYNENSIESNIT -2 ERALT. MOREEZERIZROLTRMCOVTEITIHEICE. J
W=E>JPU—RPIORACRES 2RAIZEALL LT RIFHEER(CL DT - 70D IEIRZ LD
FEREDIDE (XU THIARIREE 9275 7A(CRI T 2R MVE BRI Z R (CTRINET T, (EEESFUAPURY
BIEEE(COVTE, ARORFZEMINETY, dHlICINE. IRITO—E REACH FRED T T

(ECHA $EEHCLDFRBEINTVBICENNNST) | BIRICEROREOMENZIN TVDIRTICH
WT. EEEO770-FICEIEITMTINONTORWT —ZINZEVNENRIBENTVET , EFROEH
EFENRIAETHDT R, FIHDRARICEIT DT —HERIORZRE(CRE T 27 — AL DRE M Z BRI
BRORHREAF(C DI MBBUNTFIEL TORWWT — 2 HMEZEICE L TOELZ, Ffel RSNIEE O
BHFINSEERENDLI(C. LRRICKRETIZSICE. VRIOFHEN+2(CiThn . LichHTUR

JEBHTRATONRVRRNEUS BT REMEN'HDE T

2 For example at the general level expected between substances, see REACH, Annex XI, section 1.5.
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1.3.5 REACH & D:EE
RONEZEERTIE, LELsHElICEDE. REACH OBMEERTDee™. F/FEME(LRET2ERE
FCHBVT, UL IARESEPKRIEIANESZLMCONT, SBICHEICRI (T HEZMBEOERICEITS
B IDERNICRIVENDDLEMRUEUL, Fiz. BBZEURVES(CEEINIEREUT
(R,
1) REACH BERBHCBVTHEARAOTZEMZTDCEIETDENTET . ZOHURIIRI A MO
TEMRIERNBDATEE N DD NS RRPIRIBICH IRV IMERL ., RIEMICE, BE

BEEANTON, BBENCI1FTRAOHEEEECFT .,

2 According to its Article 1.1, the purpose of REACH is to ensure a high level of protection of human health
and the environment, including the promotion of alternative methods for assessment of hazards of
substances, as well as the free circulation of substances on the internal market while enhancing
competitiveness and innovation.

30 potential accidents related to nanomaterials may affect the consumer confidence in products containing
nanomaterials, and thus harming the sector overall.
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2) REACH EFEHICEHIZIVNENHIABICOVT, BFIEENER I IENTERVTENS. 2D
ROREITHIARBIERERD, U TIXMMENIU. 4 IR-S 3  MiNTIREHIRT(CRZENEC, J
O—/OULTBICHEII 2R NMETUET,

Uleho T BEU tEEZSBURINE, F/XTI7INVzEE (RMEAR) I23RZEICEHTE. R
9 2IERETS(CRIU TRIBBAIREERNHRGIL . FRURI 7 EAX M Z 2 REUROE 12D K% T
PIVCEI T BIBEIRNI AN B LIRS I D E(CRNFET . EERDORIRECOVT, ERLANL T T 215
BIC(E. REACH OB THEBRBLRINERDERA . TOHE. IBBOME L. BATIHOEHS
HHMEURINELDEHPNTVET . S5IC, FFRBERNRAOIIBREAZIBREL T, REFFED
RELNNAEZEEIZUNEN DDA R T EHUIFTELER A U EOREHTEDE, (AIMEEDE =H

5ld. EU LNV THEEZBUANE THHLFBASHTT .

1.3.6 EELEA=Z>F7FD
RITOAZ27FJ(d. REACH MIRICESHZBIFDIREDIRIE(L(CBITREDTY . BiA(E. [TFEU
114 %] 2BBELTVET, [TFEU 55 5 5] (CEDHZMTTEORAICINE. EU DITEMER. {EFY)
BhimpMNEATiEZIEKR IP2EBRER CHHEVSIEE. RUNEEICHF21Z>7FI(E EU miz(C
BIFZFIITUTINOREEE L (MEMACRTZE R ENBEREEEIZENTHIEVWSIBRICEDIE,
H{beNF 9. REACH (MAIZED) BIEMBEELRDDE. EU LA TIEIESNHSEIRANET .,
2010 FOYIEIEFFHAM R, e SN BEICR B2 5 X 3EERERNHSNEUR.
2011 £ 10 A. BNEZERE AETHD [F/XF7U7I] OERZEDDEES 2011/696/EU
ZEIRUVEUIZ, ZOEE(L. FFEZIBCORIDOTESHDEIN. EEROME L. REACH EFR(CH
WT. FIXFITINCHIL T 57552 EFE (CAMECRZADBDOTEHDFRA (GRIE. BRINEZERT

(F FIXTFIVINOERICEITZEBRZEMLCVET)  BRMNHERATRESS— (JRC) (& FIXT
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U7 IDEZECELT, BRI RO ESRICDOVTED LS e =88R 0mESERITUEL,
FINEZERE. CORSEEZIBWREL T, FI/INFIT7INOEEOEBZEMU. 2018 FICRER%Z
DB FETT. MNBEBRTIHERLLT, LLBIE0—SBERZWET I BRI HDET . I
FT920IREMEN' DD ENE(COWVTIE. REACH FIRINZE CBRL TR TED AN, DR EIcD—F 4
ZHERUET, MESNDEE(CLD, BREMTERAL TVSRIRSRMFO—ERCRENEL S HE
HNHBDET . INFTICEMULERICINGE ABHNEESINDIDTE B ERXOREEHITTND
NESETREREITDONZHEBNONE T, WINICEL. CNSORHRE A ZEL T, He2E5T
MCHITDRARCARBNREZEFIECRVEHSNE TN REACH (RUBEMRIOZESE) Z40
WA SRERD T JRROEICEFZENEUD RN GHDET . T/XTUTINOEZDEZEHIZICH
WT FEOEOYTITZ LN B THZEH RENTIZEICE. BRIOZE(CLH>TEAZINDS
REACH Eff32<XRAULIGERINBILCBOET . 2L, EEMEERCITUTINT IITIT
LDOEBENSHNIZECIE. FBECEEINEEA.

MEERE. [F/XFTUT7IICHTTZBRIENR REACH FBfT70> 148 (RIPON) | #3EHEL.
JITITIVCESES S REACH BITOERBRDI5. 1BIREM (RIPON 2) “RMEFENZ LM
sl (RIPON 3) (B89 3BhE%IERUELR. RIPON TOS T/ D= RIREETIL, YIEEHB

(RIPON 1) **%ZBEW0_EFTVWET, 2012 4 4-5 A. ECHA (Z. RIPoN 2 1 RIPoN 3 (L& 3&hE

31 Towards a review of the EC Recommendation for a definition of the term "nanomaterial - Part 1:
Compilation of information concerning the experience with the definition” from May 2014
http://publications.jrc.ec.europa.eu/repository/bitstream/111111111/31515/1/Ibna26567enn.pdf Towards
a review of the EC Recommendation for a definition of the term "nanomaterial" Part 2: Assessment of
collected information concerning the experience with the definition” from September 2014
http://publications.jrc.ec.europa.eu/repository/bitstream/111111111/32544/1/jrc_nm-
def_report2_eur26744.pdf

Towards a review of the EC Recommendation for a definition of the term “nanomaterial” — Part 3: Scientific-
technical evaluation of options to clarify the definition and to facilitate its implementation" from June 2015
http://publications.jrc.ec.europa.eu/repository/bitstream/JRC95675/towards%20review%?20ec%?20rec%20
def%?20nanomaterial%20-%20part%?203_report_online%?20id.pdf

32 gpecific Advice on Fulfilling Information Requirements for Nanomaterials under REACH (RIPoN2), 1 July
2011. http://ec.europa.eu/environment/chemicals/nanotech/pdf/report_ripon2.pdf

33 Specific Advice on Exposure Assessment and Hazard/Risk Characterisation for Nanomaterials under
REACH (RIPoN3), 7 July 2011. http://ec.europa.eu/environment/chemicals/nanotech/pdf/report_ripon3.pdf
34 REACH Implementation Project Substance Identification of Nanomaterials (RIPoN1), March 2011.
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WTIE. ECHA BHEBR(ICRIRNEBLIITOENEUZ®, COLRNS, /B OEIRCBIT

http://ec.europa.eu/environment/chemicals/nanotech/pdf/report_riponl.pdf

35 JUCLID 5 Guidance and Support — Nanomaterials in IUCLID 5, February 2013.
http://www.google.lu/url?sa=t&rct=j&q=&esrc=s&frm=18&source=web&cd=1&ved=0CB8QFjAA&url=http%
3A%2F%?2Fiuclid.echa.europa.eu%?2Fdownload%?2Fdocuments%?2Fusermanual%2FIUCLID_User_Manual_N
anomaterials_v2.0.pdf&ei=9XrCVN6mMGIT6PISMgdgP&usg=AFQjCNHgLzwy9EbQ4fPdPZXcE4esI0T6uQ

36 Appeal A-011-2014 against ECHA's Decision CCH-D-0000004804-72-03/F from 16 September 2014 for
titanium dioxide. BoA decision published on 2 March 2017.
https://echa.europa.eu/documents/10162/a3beed31-ab30-dcf1-1f86-7467f6b09a20

Appeal A-011-2015 against ECHA's Decision CCH-D-0000005201-89-02/F from 16 March 2015 for silicic
acid, aluminum sodium salt.
http://echa.europa.eu/documents/10162/13574/a_011_2015_announcement_en.pdf

Appeal A-008-2015 against ECHA's Decision CCH-D-0000005199-66-02/F from 16 March 2015 for silicic
acid, aluminum sodium salt.
http://echa.europa.eu/documents/10162/13574/a_008_2015_announcement_en.pdf

Appeal A-009-2015 against ECHA's Decision CCH-D-0000004724-72-03/F from 16 March 2015 for silicic
acid, aluminum sodium salt.
http://echa.europa.eu/documents/10162/13574/a_009_2015_announcement_en.pdf

Appeal A-010-2015 against ECHA's Decision CCH-D-0000004722-76-03/F from 16 March 2015 for silicic
acid, aluminum sodium salt.
http://echa.europa.eu/documents/10162/13574/a_010_2015_announcement_en.pdf

Substance evaluation:

Appeal A-014-2015 against Decision on substance evaluation for silicon dioxide of 11 March 2015
https://echa.europa.eu/documents/10162/13574/a_014_2015_announcement_en.pdf

Appeal A-014-2015 against Decision on substance evaluation for silicon dioxide of 11 March 2015
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https://echa.europa.eu/documents/10162/13574/a_015_2015_announcement_en.pdf
37 https://echa.europa.eu/about-us/who-we-are/board-of-appeal
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1.3.7 SEOREDER

BRINEBSNBIALREF JHR- N0/ MOTE BEEMREUVEELTOBFEAHVT,
FREOEFMELL THRSN TV TV OFEROZEMENKRIESN TOLSINESNCRE I Bz el
BEICTBIBIMNABL TVBIENRIEENTVE T, ECHA (FZNLAPF, REACH (CREVETNAREHEFIR
O—IREL T, INBOBRSRERZMHDL. _LEC TIRIE U D XU K AT — BB DR I LR
(SHIBUEUZ, LIhD T, B33 1.3.6 LA ZS7FT” (CBVT, ECHA (L& 2ERRDIRE
RUBESMFIY. RIPON JOZ17b, F/XTUTINOEREPLZOERDSE. ECHA OFI/IFUTILD

—F>97)—7. CoRAP. IiTNC OECD-WPMN (CLZFAEENE TS, 23<¢H REACH ZBUTHIY

3 The 5 registrations from 2010 and the 10 that registered by the 2013 registration deadline or after.

3 Pplease refer to Appendix 10 of the Matrix report (Public consultation summary).

40 Scientific technical support on assessment of nanomaterials in REACH registration dossiers and adequacy
of available information, JRC, 12 March 2012.
http://ec.europa.eu/environment/chemicals/nanotech/pdf/jrc_report.pdf
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41 Refer to Appendix VI for further information.
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FHImEDHERE ., IHATHIHCHITIMEDBBERLNTHRF (IR0 0 EFENTVET.

THE GENERAL OBJECTIVE addresses THE PROBLEM

REACH fit-for-purpose for NANOMATERIALS NOT PROPERLYADDRESSED
dealing with Nanomaterials AND SAFETY DEMONSTRATED BYREACH

. —ixiR B ERE

Brussels, 3.12.2018 SWD (2018) 474 final "COMMISSION STAFF WORKING DOCUMENT IMPACT ASSESSMENT"

<BH&#nnBE®>
—AZEIRENZEMRL. FEETREVCERBICRERTZER 2 BHAEOEE (BFHECHIZRE
BAMERMEROZEMORIRNE) (LT3 s. U TOEANRBEZEEZRELFUR,
BIFRE (WU REACH [CEDVWTH/FERRMEZEFRURIINERSRVITIEICEE 5 REACH B3R
EMZRRE(ORI L,

BIRERCHVT, F/HREROERORZEMNMELE (CERISNTVSLZHER T 2L,
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THE
THE SPECIFIC OBJECTIVES address CONSEQUENCES OF

THE PROBLEM
== : = - - Uncertainty on how to
Clarify the legislative obligations ik
Ensure adequate demonstration Saetont
demonstration of safe
of safe use i

H. B4R ENEREICERT3HE

Brussels, 3.12.2018 SWD (2018) 474 final "COMMISSION STAFF WORKING DOCUMENT IMPACT ASSESSMENT"

<ER_‘toBf>
EB(C UTFICRER LOBNZEMR I 26DELFET .

BIREFMCTE 1 ROUEROFT /R BEZHREV TVWDIENBAEESIN TS EZRETR I DL
BIREHC, FFFIRREE T JERERRICBVWTEMSUILT -4/ iERiER 2 £ A I 2RI ST
SNTVB Lz R T DL,
BREBFICKD, F/HEREROEREIET JRECEET DI EMFESNTVD L ZHERI DL,
MIBADRER VA IN-23 2 EET Beh, F/NTUTIVICET I TRFIAE (EFMEBFRE)
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TR RE I BDEHREHOMBELEELREOEIZTOCRZNRT B,
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KEFRFAAE (CEMEFRE) 0FOVTE. FHELTLFEA. REACH OETICEESL. F/
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ITHBIDIZE . REACH (CBROKEFIIRVEZREI RICREZRITET .

29



HEDKREE

FELFY BENZEE LORBOZEL (TIREKBYITR)  RUBBOZRITICRIITBIER
ROPEILEL TIRNBEHONTVE T EFSNT /M EOEROZ £ (CRI I 2 EIERIERE
RFITNE FEEORRREPRIBCETIADFENEL, S5HRSLLE/NEVEOD, —HEH
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FEROETOERN A IR-23> RUEEHAEL TORMNICH I IIREROR S (CHEEZSXDHILIC

BrOFEY,

UNBRISN I IRE

REACH (CEDIBEROBR IR ICBAT B L. RHICI TRONECRVESICBEICREINTE
EOTHD. 1 #HATERIZMED N EBOHBIETZED T, 2L, HNMEEDBHEEE. T
N AHIBOIERT RN EFRIBOVRVREBREMHCEDE, N HOLBRVIBEZERLTVE
9. ZDfzsh. REACH T, FHTAEUCEI I 2BMBZ ERPERY(CERITBTECLD £ TOEFMEICRALT
FUNEEZIRET D —EORKBFEEZBLCERITTVET, S50, F/IINMEEEIEFRFHROKRNIERZ|E
T ECHA (C&2EROBITHR- MEBURARR Iy MNEBTVES Y, ZOMOFAZE ((L¥EY T
IV-TRITZ%E) (OVTE, (RACUTERENAFEUGEILR) RIFNIRIAC L0
B(CELD, MEEERCEERT RN NERDNBVC L ZBRMEICRII T 3R RFLLTITONTLET,

U, COBORFRCOVTIE FREEORRCLOTEZDILETEER A,

42 There are a number of specific provisions (e.g. exclusion under Annex IV,V, polymers, intermediates) but
they are all explicitly captured by the legal text. See Appendix XIV and REACH regulation for more details.

43 Including dedicated events and webinars, webpages, helpdesk, SME ambassador, implementation support
such as recent development of list of low tonnage chemicals likely to fulfil conditions under Annex III of
REACH etc.
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BENZINSTY, Fz. EU ZHMRELTFINTUT I 2 BiE I D12, EU B OE=ERFEERFTD
BRICOFEZRITFT . TOEHE, EU BOMBAL I3REOEECIIL T REACH iMEREN 3L (CH
DEF ., A-2NSUTZERREY EU OFEARBSHEFEGEIFO L FMERRERZEL TH/ITUT I
WUTVET  ZOARZEOET(E EU EERD, FTARMBOZACE, hkanc (FRER) @BANEMF
DX REBBZDHU. BIFOMEMEEDOMREBDIDE HHEDEAZE I 3L ZRT + I REEHE
HENMNEUHZECRANET . HIX(E US-EPA TE, —EBOF/XTU7ILE T#iRAR] Z2RIED

EUT, BRBEGENRBREMA %2 BRCBIZENDILFIRLTVETY,

1.4.2 BRADFE

—fgEmE LT AL EMEBICEET ZRRADHZEZHTE I DEEUVRETT . BE5. (REACH
(CEDIGREROBNTHD) HEDCRELRBIEFEMEREEORFIEEERICHBELTEST. &,
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BB TEHDEFEA U EZIEFZDE ART1Y MR ERIHRE T DEFSSICEHURDFTT . TELEEIC

44 Australia has introduced specific rules on the use of nanomaterials in cosmetics.

45 See http://www.epa.gov/oppt/nano/ for general approach, and
https://www.federalregister.gov/articles/2015/02/02/2015-01721/significant-new-use-rules-on-certain-
chemical-substances for an individual example of decision on premanufacture notice P-13-573 including
carbon nanotubes, as restrictions are set on use prior to the submission and analysis of specific tox and
ecotox information.
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HARIE N IR R EE SR EE B DIBRICLD, 2022~2042 FAICEUSTEICRBEEZBNET , ITET
(& FIXFUT7IINEULIFETAT T ROZIRAICFEIZEEL TORVEOD. {EFYE PRIBEEE M
(CRE T 2IBEFRDBILICLDNART 1y hOFHTICRHET D 2 HOAFTNEMEINTHED, E5(C 1 HOIAFEA
HEITHRTY,
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FROWTELZETOMECETZKIE 1 km (CHIFZNEBREZRELELL TARI 1y MzsHEL ., B8

46 Assessment of the Impacts of the New Chemicals Policy on Occupational Health, RPA, June 2003
http://ec.europa.eu/environment/chemicals/reach/pdf/background/envhithimpact.pdf

47 Technical assistance related to the review of REACH with regard to the extension of the registration
requirements for substances manufactured or imported between 1 and 10 tonnes per year
(ENV.A.3/SER/2013/0057r)
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T2 zEMUEUR. COMRBIOFEEL L& EU ERVEBRSECHREIZENDTT ., 2012 &FH
52021 FFTOMICHIFZREDOEIZEIAMDIRZATHEET 60 BRVR (898,700 f8M) THH.
ZD55 86%NMESTHEIS(C. 14%NEIR FOBB(CEETZENDTY ., — 7. (RECIIEEAR
T4y NMIEER] 20 BARYRTHD, UH S TIERIZANIHEE T 40 BRR (§9 5,800 {8M) &0
F9, lEU. PERSNOHBE (T I CLDART 1y NMEILEEF C/R U, &/ 100 EAVR
(#9 1 J& 4,500 f8M) cRDFT, {EZMERLEE (FEETH EU RHICEDICER) (CLZE
FAMEZLEE. &RART 1:20 38<(GEVET,
DG GROW FAZZICLNIE, #9 53%DE#N REACH ZIRFREL TURIRRSAY MO FIEZREL T
VWET, TORTEZCRENTVZ0N ., EARREELZERASOFRRE TS YT5(F1—>
(CEFRTEEDERNCEIVTEXDULIGS . BEFEED 51%KRUEEEED 70%NRVEIRE
BEZEEBELTVET. COEIGRFYTFAFI—CDOTFRICBITIZCONTR T I2500. ENTHLE

BISVKEZHEFLTVEY (BRFTEZEOD 48%NSYEAHEED 27%%FT) . LEREASNT

“8 The costs and benefits of Defra's regulations, 2015 https://www.gov.uk/government/publications/the-
costs-and-benefits-of-defra-s-regulations
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SADIRERINRZEM T DEDEL TEERINR TY, SETERMARICEINE, FHBTREECH
IRLENS [FIZR] NMEFNZENEREL TRINTHD. BHLEICLZFIZE (ROP) “1& 2.2,
ERBEALERL 1.04~2.70 LEHEINTLET,
M EzFepdE. BRRULT /REYECE T 2RO BT BN RIEENBIECLD, R EOART 1y
MYERFEN D RIE T DN EIZCIFTEL TVWE T, 22U, B & HAORABEN R THIZEAT

2B AL TELBENIFNBZETORR Iy M EEHI I B L(d, IRBFRTIIAREIRETT

1.4.3 BEAOHE

“wha> 1.4.2 BRAOFE" ([ODOVWGRRREORE T, BEREACRT2IREICLHOTE
URBRIE_ EORRI Y MEIERULTVET . HZIVHILI> MIEMBURIAZE Tld. BEBEALEMED
R OINFIZEIEEIC TS F55EN REACH ZiBU THEEUFESNTVE T, COZE(E 1 IN—-23>, 5iFE T
RUT/NPE(C3F3 REACH ORZEICRIT 3HFNS BN LB EMNRERICLOMRINTVET

("€923> 1.4.4 A IR=2RUARADFEE" 258) . COFBRCINE, H 39%DEEN
REACH ZIEHEL T, RIBEEMOERYOERZBELTVET. 212U, RIRICH I EZFEE:T
T BLFELVNTT, ZOERBAEG. AMREEAR. IADSE, FENNE +(CHATTEETH
BEFARFIC, ZOMRBRZIBEOAIRRERRICEIRUIDEE (C(IEMMBESZE I 2RI N RAL
TVBZLIHNET, BB (RUMHIDAR) ORRI(yMNes s 350 —DEL T BIB(LLHTESR
{EFZMBZRHETD (MOREISUTEIRTD) seHZFHIMI 275 ENFETBNET , KAESIDHR

BT NCEMEBEDPSME (PBT) 3 RE—MRAIRIEIRELT ESTAT REACH BT THIRAS

49 Calculating the international return on prevention for companies. Costs and benefits of investments on
occupational safety and health. DGUV. 2013
http://publikationen.dguv.de/dguv/pdf/10002/23_05_report_2013-en--web-doppelseite.pdf

%0 Socio-economic costs of accidents at work and work-related ill health, DG EMPL, EC, 2011
http://ec.europa.eu/social/BlobServilet?docld=7416&langld=en

51 DHI (2005): “The impact of REACH on the environment and human health”, ENV.C.3/SER/2004/0042r,
report to DG Environment
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NTHO2, FFLAE T RPA ¥ CSES FAEK TERAINTVET 2, F/HREOV T, LB D1
DRERETHIEHBINETY, MESNDIHEEL TS RDRIETHIN. FREFREBIOREL. BT
ZaJgEMEN B VL. ERRRARUVEY AR (CFEL. B EPEERFNFEEZ5232L.
MNCHECL O TAREEDOERRDILZENEUD A RN DD ENFEITONF T, RIBR(HFED T /YTUT
IWHFIEL. BENECR LR T SHUNBECESNTHD Y, &z SCHNIHR (Lif€E. ;/HRe%2E93
BEME (F/IR) ((LZBRBAOEERSORMBERRLCVET™, RIATE. LNTIBEMREATTH
SETLTOWETAC, REER TAFARERDTHIRIFEDT /IFTUPIICET IV RVERNSIMEUIS
B ACEM B L ZBEBAO SRR EN SIERTEH T 3L F U RMERNESNZEHBNTUE

9 U DIREEMERREERCPRESNTOET,

1.4.4 1 /R—23RUARANDZEE

1IR=23V RUAFIC(S SRRSHRDHEBEBRRNMFELE T . EREBERNS, —AZEIIC 2 DOIZ
BAIENMFEIDIENMFESNTVE T, IADE, REEFECEHIZEMAZBINTSILCLD, BE(IC
FIRESTIZA AL, ZNICEDHRBOMAFECIRIEITEN TV ZRIDEEIENONFI (REACH
BERCLOBESNARENS. EERCVY - ZADAZFRRFEDNSE TR IHRDEITSN TV IENRIESNT
WET) ¢FRIZI5. LHICENERFRMIC ENBHZEDBEICIDATDOAIR-232h (§)
EFETDOTHD. FETIBIMEZ BB TEBL SERIFFECEI BN TR EE THHL
FiRIBIIHTY.

BRERICSIMUE—BBERENEZD [MRHIHEUFE] (& ARBFECOXNEPL, rENERTE

52 For latest see "The REACH Basline Study, 5 years update"
http://ec.europa.eu/eurostat/documents/3888793/5851097/KS-RA-12-019-EN.PDF

3 See reference in 5.3.1.

%4 See for example " Environmental and health effects of nanomaterials in nanotextiles and fagade coatings",
March 2011 http://www.ncbi.nlm.nih.gov/pubmed/21397331

55 See "Opinion on Nanosilver: safety, health and environmental effects and role in antimicrobial resistance",
SCENIHR, 2014; http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_039.pdf

56 See for example NanoFATE project under FP7 http://www.nanofate.eu
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RO IR=2 3R BHNTZEDTHIEEZZEDTY ., BEOBRBREBCLZ—HOEECE [F-4
ZVER T DL BRE. T UEFTRT AT 7 P EFNINEE 24 HH I ONFTERBRV] ZENTRSE
NTLWEY, REACH MRHIZMZRmIITzHCE. BRNERRATLRREERE . KU/ F@J0-/)ULh
BICBIFRLORVHITIOESRE, tMOBMCHEBELRDTEZEDIRSNIL)Y - ZIRDMEITZMHENHDF
9, ZOZL(E. REACH HvJR—23>, #i8 A RUIMEECS X ZFE(COVWTEZIIS I UIAR
NSERESRINTHD . TOFERNS. BLBHEEOPENATRIRIE LIS B TR CEee e
HBASINCIROTVET,

[FREHEE | (. AORRICEIIBEREZTUERY, RIESEIGIRIZCEITIEREEE
BR(SIFLFTBIECLD. 1 IR-SaVAEENMNIZHIREECD RN HEETIENTT , BEEH W
FBRENNHERZEMT DL, LIEE(CRET DT/ HEICRAIMFENBRBEEMHERPURY., M
JFEREDIF LR EDBIMRICER T DFTIRIBEHRZAF IBLICRDET , COBDBIRZAFINE, B
WESFE TA IN—2a>(CEPRICEDIEA . RIENBVII-23> ([EREHCEIZEME]) OKRINE%E
EHIMRNMESNDELEIC. IWEBOHRICEETDIENERDET , Fit, BRESHERPUZIEINZ
TEREBR(CBAU T, S A IR=232 BT EDICERDIEHBNE T, INIE BEMBORFEICEBF3D
DOTFA IEAUAIHEE AT RECLD. FBA IRV ORI EE R BICEDLE0E S, REACH
(CTEN T R R P T RAMBL IE R ZE M O Tl RIF /59— DREEICLBAFIRAFIRE(CBIL T, REACH
(CRAE IR RIBRZE(LIFECBVEDTRINREN TVEUIz. BAKIC. RIAD CSES HRIFHIE 2 (C(E.
IR=23SEENCRIL TREREEEHONTVRVEDD ., FFRMNC(EEZENE LD RIRE N DD E ST

SINTVEY, LROARCHIFIZFEEARICLNE REACH ([CLD. hMEDDEIEDIEEEIESTEFEAD

57 Monitoring the Impacts of REACH on Innovation, Competitiveness and SMEs, CSES/RPA/Okopol,
http://ec.europa.eu/DocsRoom/documents/14581/attachments/1/translations/en/renditions/native&usg=A
FQjCNH4hu-0KJUtYOQyMvVRSptk6jZnmow&sig2 =xs315pBS91RMrXfBuNjviw

%8 REACH - Further work on impact assessment. A case study approach, Final report, KPMG, July 2005
http://ec.europa.eu/enterprise/sectors/chemicals/files/reach/kpmg_final_report_en.pdf

% Interim Evaluation: Impact of the REACH Regulation on the innovativeness of the EU chemical industry,
Final Report and Annexes, Centre for Strategy & Evaluation Services (CSES), 14 June 2012
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/innovation_en.htm
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DY —-Z0OBEDZEVSNIZCENMDST . HRHEREF L TOREZHE T 26%IBNMLTVET,
EXE. 72U -NIHI3EEEDIS. MIDDOEISOEIEEN. (EFMEICEET XML AL. /N1
—FI-COTFREBEP EREBEO-XCHIRFNIEEOLEIRELTVET, iz, BIEEODK
5930 1 H5(E, BFTOCRAZBU CEBULAG#ZERC, FREMEULIIY -ERDRFEZRIALICE
WRENTVET, ERTOTCRCER I 2IZANMIBHEL T MEOEFRZID T FZEIZEEE 30%TH
DFUI, IZIEL. EOS5HF IR EHOREZEBU TER IR EBMEBZIFELTHD. Ft 25~
33%DEIEENLZMEDERAZEFZHCRETOTAEZELTVEY, REACH BFETIE. BHRIC
A CTUNEUIIBIRN S, BIF B OEHMNMERECREATZ 71T 7 EFNTHD, REACH ZiBUT
FRRMBEOMREICT T I TSRO ENECDEFERUTVET, T/XTUVIRSEEPMAZESE (0
15%($ZEFR(C REACH ZfE1TUI#RBRHD) DFAENS(E. REACH A CLP, MitNADIER (J\U1i—F
I—>OEBECREAITIBMEVPEARANESE) (C&D. F/XTU7INOEGRIEICE T DHIBICN AT ADEE
BEUTVBENBABMNIIROTVE T, 2O VY —-ZADEEHDHEEL .. EFHRRICEL Thitzs
I7ERESTZRVNRDN TV EERIBL TWB AN HDET, BiPRO A TIE. /RS
(CBIET DEMCLDMIN—2INADFEEFESEFIETR A EICEL TSI REEN DL IERUIZ LT, 1%
KM(CTSADEE% 5 Z 20N DR HEEER LU TAFBOILAZHIF TVET ., COBED. AFH]

BERT —INIRENTVSIENS. EERIDITUIMIITICLIITETEA,

1.4.5 CLP MBIND=E

REACH ARHEIDMIRI (HF(CHIRI VI) (SHIBEEOAFCLOTUL, EELTOMUCEREMATIT
(3K, BRMBOKRZOFEDT JREICREIZRET 9> — MBURY TS/ F1—(CH33I3a
ZH—23V(CB9% CLP #HI KU REACH MRl IT (CED(EHICHUTE, BEICLDIFZENEUDOIEE

HH'HOET . REACH OERBHINSFEENDLIC, ZBECLD [RI/RIR] ([CLD, CLP fHRH (KU

60 Study on REACH contribution to the development of emerging technologies, October 2012
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/emerging_technologies_e
n.htm
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CLP (TKBLY B2EDEOME) OREIT. BET—F>—MBUBTIF(FI—2ICHBIFBI21=r 33>
2fig. WNCEFR 1 bORBOSOT /EINEZAVWTEFZECER. S5 TRAAE (L)
BHRAE) ([CLMEFNTEMEHMRCERENEUSIREMENHDET . OIS, CLP FRHIDRET
(& CRL ARV (933E-FRRAFHBE) OBREZHEMBEOENECHL. FARERIERICED
& MOBRERECEIDRIEDFCOVWTERLZ LT, REACH MR VI 0 2.1 &in5 2.3.4 IRICE
DB ORI FEIRICEITBIBIRD ECHA ADBIZETF DI TVBILCHDET . [FIROEMKICETTS
ZHEEDSNTVFEAN, FIATTRERIBHRE CLP ((BOJSHE%R(13 (SR EHAORABTISRT
HBIATZ A OEMICLZHELL THIAREEERD) LN FREINET . BRETMOBEN L. LD
FEOOVTE DEFES . SN AnIEERIBIROBINCEET S CLP RAIDIRENLETE
&Y. FIXTUTINELL(E REACH MIRIDIEICEB DRI TRBVEHBEINBZIENS. WINEHIRHEC

(FIARAMIBASNTLEFEE A,
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1.5 REACH MIRIICEI Y PR &5l K U Z AT 2 FEfR 9 B TcH DIFECBI T 32 E 514

[REACH KMIEIICEEI 282& 5] (&, F/XFU7IOERICEITS REACH MIBIZLEICHNNDZED
TY 23, N, MEROF/IFUTIUCOVT, [EBRHATRIR S Bz DIEE(CRI S 2R & 5 Ml | LERHEIC
BELTVES. 20 2 (=3 7FI @& T (1) -5y 3BHREO=-XICEDE. F/IFUTID
FREEZEHICEI2EAMEOSVVERHRZIEMHIDCL]. 2UT [ (2) F/EEBMEBEOEROZEMIC
DWTESET 3. BRVPRIBICEAI2EAREOSVBIROIERZEE DT TI/XTUZILDVRI7EA
ANRUIAIRIXS A M tRET D] (C&2T FI/IXTIZINOEROZ (RT3 EE DR £
(CHFE5I2 L2 BEHNREZEELTVET ., [REACH MIRNCERIT 28225l OBRIE. MEIAT> 3>

($F(CAEEENS REACH MIRIZRIE) ([COWTEHIITdLLB(C. REACH BEREFACHVTFI/ITITIL
(CXHL , TR MZFEIET D75 EZSBICIAMELTHIETT, ZOXMREBHE T, EESFHEZ2IBU TE
ZATHERIEE 2%, IRD5F/ITUZIUCEETS REACH MIBIO—EBRE(CPRANE S, 2DIRMA(G. &
B4&h' REACH BAECBII2—EREZCHVT. [REATE. —EPEEEMIZUNENDDIL(C
DVTRERLEEOD, SENBZEMERVF BRI EMZFER T B LICLBEREDINT DRI,
REACH HIERIEDZEE(COVWTIHERULRVERERI D] EURCECHDFT, Fie. ERMHEROLD
DEBICOVWTOREEM ] OB, 7 /3F7U7IF/XFU7VFIBRAEOTSERMERCET2IE

R BERILES . HEERUSBECIRFIIDORERITIECOVTHETISILTT.

1.5.1 2 FOEFMICE D BRI RR
1990 FEREHNS 2000 FRFIHCMNIT, F/572.05-0FI)IFVT7INIDOVTIE 41 IR=23>0
RERFVIANMEIETBEVS BB S FOTVWELIESZ, AIFC, 7 /YFUTIE, BIFEOURITEAAS b

SEPRE TEIELENRVEEEPURINGHEVIEREF LUFEUZ, 2008 F. RINEZEEREF.

1 General Report on REACH, COM(2013)49 (http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52013DC0049&from=EN ), p. 13

62 See inter alia: Towards a European Strategy for Nanotechnology, COM(2004) 338 final of 12 5 2004; and
Nanosciences and nanotechnologies: an action plan for Europe 2005 - 2009; COM(2005) 243 final of 7 6
200
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DEEEADIHEL T, [F/IFUTIIOMENARCRE T 28A ] 2FITUS . BAMIC(E. BIFEDEET
FIRFUT IR T BRI DT BIENTERETIRUE U COBAEF T, BRI ZES (.
BT IRTUTWOEEEREEL, 7 /377 T 2BEEDEA ROV TEEL, TRMIC
B93ERESOT/VTUTNERIZNORELZRINEERICERIDIRBLIIRUELL, LS, F
JRFUPIVCETZRARTIE, FEHBRDNEMBINTORVD HBEPHSBECHUTFHRLRVES
U IZECZ AN G EFIIMBELL TOZ T IEDFTNAEE EHTVEL, 2D, FIITY
TIOHEBPEECET3EMILND, BECPR(YETE. BEBEHIERERBL THIRSNTL
33 /XFU7 BT 2RISR EEG T BB MM THNIEEO0., KEITRNOZENS, EELDRAR
(FEBCBVEIBLEUS . COLIBERCLD. VKON DIIEECIERFEANS, F/ITUTINESHR
RICEI T BIBROIBEE B O 3 ERHIE ORI aRDBEN ENDEL, 2010 £ 9 B, BMES
BESZFRENLF (L. F/ITU7INERRETDIEIRHEHCBETD) (LALSEERT. [F/3T)
PIWRUFIIFUZIFI RGBT 3H—T —IN—ZEHREL. BEFLT3] EBEEBLBIRETH.

[HhBT—IR-2EEBEL TR —PEUT 1, TIBER. UZVEIBORL I A1 Mg S R USER
PHEHOREREMEURINERSRV ] LTRENERFRRUELRL, 0%, I50R RLF-RUTIN
—7(d. BRICHIZF/ITUTVBEHIERZEALELR, B8, REACH OIURICEZEEHIETOER
Tld, F/IFU7IUCEET RIBRIHEDCEHD B, TTITRD TEHMEU TS (CERD AN BT E NS
UhofzZens, 7/X7U7IVCEET 3 B AR RIREFBEDAEINERA TURL, UL, REACH DIRIROE
N5, F/IFU7IICITTS REACH ORETICRE S 23 mhBatAN . REACH FREEL BEBFIRY -7

BTFOYIII-T (CASG FJ) HeErenilrz.

63 COM (2008) 366, 17.6.2008
https://ec.europa.eu/research/industrial_technologies/pdf/policy/comm_2008_0366_en.pdf

4 European Parliament Resolution on Regulatory Aspects of Nanomaterials (2008/2208(INI), 24.4.2009

85 Department for Environment, Food and Rural Affairs, 'UK Voluntary Reporting Scheme for engineered
nanoscale materials', February 2008,
http://archive.defra.gov.uk/environment/quality/nanotech/documents/vrs-nanoscale.pdf

66 Belgian Presidency of the Council of the European Union, 'Conclusions of the High level event “Towards a
regulatory framework for nanomaterials’ traceability”', 14 September 2010,
http://www.health.belgium.be/filestore/19064475_FR/fr_12129319.pdf
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FUNEES(E. BNESRZECOTTZRIEELT, 2011 FEICFI/IFITIOESEEIRIRLY . 2012
F(CFIRTUZNO ZRREEE(CREIIT 2B ZEHIRUEU. COBINT(E, ARKED, MEOMEE
X ESTHMEINIMEDZUTOVTIE, F/ITUTIO— LR ERAKIRICHEA THD. 2FER
[CHBVTREBENLAIVEEBHEFERVERERIN TOELR, £z, ZOBAICLD. REACH RUhO
BIFOEROVTL. RAIELTH /XTI IVSERARIHE THh 3L B MRIN LR, S5(C. BEOR
FHRCEDES, FI/IFUTIUNRITEIAXY MY F5EimEEA T3 FRAIEL THEETHIED
0. ZEFI/XTI7VICEUTHERBIRZIRTR S D& HRARNSBHIBIOT TO—-FH5| s
BLRDEEMEERENFUIZ, 2. REACH BRFID T T, BEFREBRCEEHOFT /ZRERICEALT, T8
HEI B R EIR T BTENTEZNESMEBASHN TRV EEREREINE U, —75. 2013 FOTAD—TY
THEBTE, RN TVBEB(LLZHENASVNENFEIND LA RFEX 0. REACH OBE(ICREY
2B T FINTUZINOEFRKICHIZDIEEENS [REACH MIRICBIT272E 5l ] DFEMHFERS
NFEUR, B8, BEHIEORFBLICEIZIERCELTE. FINEERGRBERI/NLEDD. &
R4 zED. FHElZEERCEE I HORBELRFERZ B, REUCHETFhZzEMI D L2FHER
LEUTz. SBICERINEER(E. F/ITUTIARROERICRE T 21BREIRIET A S ORI TA b [F

JIFYTIICEETS IRC 1) TSIy IA— L] %#II5 EFFEUR?,

67 Commission Recommendation of 18 October 2011 on the definition of hanomaterial, 2011/696/EU; see
Annex 4 for a glossary of definitions

%8 Staff Working Paper on Types and Uses of Nanomaterials, including Safety Aspects, SWD(2012) 288 final,
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52012SC0288&from=EN

8 http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_o_023.pdf, p. 52 and p. 56.

70 Review of REACH - Thematic studies - REACH contribution to the development of emerging technologies
(http://ec.europa.eu/DocsRoom/documents/11897)

71 Review of REACH, COM(2013)49, available at: http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52013DC0049&from=EN ).

72 https://ihcp.jrc.ec.europa.eu/our_databases/web-platform-on-nanomaterials

41



1.5.2 2 FORZEFHiiRE DA EBIR
E5C 2 rOSZE I AR REOTHD. XREIBEE(CHVWTHERINT T /NTI7 VIR zE

FHELIGUREDTY, 22U, % EHIDBHRDIIT . WRETZBFHE | WU IREREDLAIAMEE

RMERTIREREDEL TRESNERRICEERBEENHOVET (TRER) .

. TREACH MIRIICRI 9 32 E 5 ] & NEAMEZFHERTILHOFEICETIENT] DEW

REACH Annexes Transparency measures
Scope Substances subject to REACH Manufactured nanomaterials in general
Nature of Substance properties for hazard and risk | Markets and uses of nanomaterials and
information assessment and the safe wuse of | products containing nanomaterials®
concerned nanomaterials
Main target Risk assessment specialists  (public | Policy makers, enforcement authorities,
audience authorities, companies, etc.) consumers, workers
Degree of High degree of consensus on the problem | Possible add-on to REACH Annex revision:
problem as such and the need to address it by a | no consensus on the need for additional
possible amendment of the REACH | market information
Annexes
Type of Comitology (REACH) Co-decision for the legislative option (beyond
procedure the scope and purpose of REACH)
required

Brussels, 3.12.2018 SWD (2018) 474 final "COMMISSION STAFF WORKING DOCUMENT IMPACT ASSESSMENT"

[REACH MIRNCBI T 252E 5] (3. F/NTUTIDURITZAXY MRUPIRIR R DAY M ERE}
FHIRIBEREZTRELTVET, UL T COFZEFMT(E, REACH OERAEERICEZEINSYEICEL
T AT EEREINETT,

EREROMREBDT /RN E(COVWTIHEICRI T,
BEIIERBEENZREISIL.
FTIRRRICB B ER ORI 2R S 57752 RI L.
—ARBREEZAWVT, EREALITIVEREHZL,

U, EROBEIRICE. RSN TV REDDBERULNZEINTHS Y SHICEPIFRUSMC(FIERR
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TEERFRAMIL NI TEEF DTV, [REACH MIRIICRE I 25785 MM | OBEAEEHE (3. HAfiaIAt N
RZHER (OO CRMBREREECIRAN TVE T, — 73, ERMZHERI BIHDIEECEI T 55
£51m] osEFE (L. [REACH MIRICEII 282E5H M| OERSERLDBLAVIENS, BERIIEE. ¥
ITHER HEBNRUSBEN R ELI DT /NTU7 OIS PERICEIBIEIRICOVTIE, ERS5HME
ZRMUFT . /U, [REACH FIRNCBI T 25785 il | 0—IREL TEHiliZ SEME I SR 2 B TN el
FRBEIRICOVTIERNBERIN THD 72, LIz T, TREACH MIBICRIS 282 £85I ORERIE. B
BRI ZFEIR I DIEHDIEEICBI T 2R H | ON-RSA>2%BR I DERERDETT . ULItHDT. 2OL
S(C MBI REENLVNCENS, FTARARE OME OV TRIERDIEENMNETY, COERE, BE

OERBIEFHICELTHIRT 2B ENHIERONET .

73 With some exceptions which are explained in the impact assessment on transparency measures.
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1.6 ERMES(CHITHEBIFRE
1.6.1 CLP #i#l

MELREMOIIE. RRRVIEICEHIZEMREIE 9 & (TCLP HH 1) “ConE MELES
MOBREZEDHACERUTEL. MBPTREMZTHIRT 315G, FERSNIBEIERERITECSNT,
ZOFCREF(SPIREPIRRE | (OVWTEBRUAINERDFEA. UIehD T REIEL TR, F/RREEBD
BIRAEEMHZERCOVTEEIDVENDDET . UNURNS, RER(F REACH [CEDGRFIRIZRTHD.
CLP RH BAIMEOHIRZES DI TLWRVIENS, FIFBERIBIRICEIVTERAEE DN

ITONZHBEN®HD. Ui TH/AZRRBEIR OBREZIEOFME D CBASNIENTLEEA.

1.6.2 ¥Oftt ({bHEmRsl. MEMERRRG . ZXRBIEFES)
F/RTUTIG HEEBOERCEDIIEROREDMIRICEROITVET . TD—20FIELT, 1bkE

mAiEl (CPR) TR ALMROEDELVTERTZF/ITU7IICES EU bt GREER—2IL P14 MO
mARFIEENIFEITONE T B, Z=HIDF/XTI7INO—ERCEATZFRITHARIE 2014 FTURN
BRFES(CRIFDEE . BASHCERDDHDEHENERZATONIZIENS, 2017 FFTRITHENDIEL
BOFUI, INELDHEBEERERFZERE. BHEINLF/ITUZIVOVWTEHEL. {bitREROR
PUEHERIDEDEL TEETIRMZREIT DN TEFT, Fle. EMER GRS (BRP) T,
FTIRRROFEMEEICRI T 2B AN RUZ Iz ZHE O TVEY .. BmSIIIARESITE. MED
R FHA X2 KIBICEEUISE. RAMEIAMOFREZEH VIO EEEZEE DT TVET,
75 AEVMRERBRUVERRICBEITIERREDENNETE, FI/XFUTIIN2EDIE 2 DEAE
FCHVWTHBO—HERAIEHFZEHTVWEIN FI/XTUPINCETIERNIREFED TVERA. B
B HEB(COTROEENRVERZE IRGEICOVTE BROUAMERNETF IIFSNTVET,
WE b BRRURERICEUTE. AAVANMERZOZIC, [nanol ZIEEIDIEETE

DIERFEBHMERINTVEY, £IZU. [nanol 1BRZIRRI5737E(F. MDD (CBEITE757ELED

74 Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and mixtures,
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2008:353:0001:1355:en:PDF
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THD. UEHO TOR 2 E DB BAREZ R T 2ENEF RO TVER A, Flo. CORTEREEDS
(CHIED, FENRBERFEENTZON . F/ITIVTIVCEET 2 R HEIER (SRR) TY. 22U Y
AN EZTORVWRRCALTE, RCH/ BRORREMZEDIHECHEVT, BEOBEREIEN
AU, SBLEERRRZ BB ENN S DD ZIREHEBEDZE TIEHDEFRA. ZOLIIC. nanol 15
W FFEDURINELDEERBLTVBINELNE R A . TOMOBIET ZEREL T, HBERE
& (EPL) h&iFsn. IEHRIBERNHIENMHIBALIIZEICBWVT. EU SENXEB(CEDE, /Y77
IWHHSFTE DS BB R ERE DX RERBATHEENHDET 70, MEFRCHV T, BIFOERET /YT
TIWSERAYS 375A(CREET RI8HPRAITINTVET 7, 8. F/IFUZICBEALTERNICERUTIE
WEEAN, —IREREZ2IES (GPSD) 2001/95/EC OB, HFED B OEEOERAMRINTH

SHBEERRCELT. SERNRLTZEMEBRI DILHDET,

7> Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the
risks related to chemical agents at work (fourteenth individual Directive within the meaning of Article 16(1)
of Directive 89/391/EEC), OJ L 131, 5.5.1998, p.11

76 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection of
workers from the risks related to exposure to carcinogens or mutagens at work (Sixth individual Directive
within the meaning of Article 16(1) of Council Directive 89/391/EEC), (codified version), (Text with EEA
relevance), OJ L 158, 30.4.2004, p.50

77 Find the relevant links at EU-OSHA dedicated website: https://osha.europa.eu/en/themes/nanomaterials
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1.7 FEEICHITEZFT/ITIZNORSRICEET DEGR - HIEE
<F/REREHFRHIEZERIBULE>
1.7.1 I3

I32A BRF/EFREZRVCHIELINABETY COFFEQ. F/YTUTIVICEET DR

GRRIIEHR, #2. EAE) 2L, N—YEUT(ZHRL HEECIBRRGIETHMBAOER
IR I 2 EZEMBIBRBERNELTVET . COEMEEEF 2012 F(CHIEIN, YIEIOEFHARNS
2013 FF 4 AXRIGREINFLUL. BEE(CEREHIDFERE. BRNZE. M- RUMISZEEYES
FREEBACHIIBIRVFHADREEFZ BRI 200 TT . B, @), R HENVMRIEZIEHIZRE
FINSOREIBEBEREREICTITRTHIENTEFT . Ffe, F 1 Bl SRENSO L RIBEIRZSCEHL
ERNIREEZFEITLET . EROMREECF. F/XTUTIEKRESWPOHR (ImE0) &
FNBFI/IRFIZI (FBOEHEEMERIMREMRICEFINGT)  WHCEEOERRMEL
FEENCTFRAEIERRMA T ICHBVTHMRINSERIN(CREENZ T /NTUTINEENET (BAFE
EFIRTU7NEUHMBFRBICERRLIL T /ITITIVCONTE, HmCBERNCERINSIHEICEE
FHRCEENET) 7%, UHHT, F/XFUTIN A BRI URVIRETRINRDET , Fiz, &
FECQ HTFMFI-22hK (AEEBPEEEERVRGTEENSEE LORBABEET) %
BUT BUF/RFIZINODOVTERIDRENHDEFT, TO—RELT BT FI-UICHBI2RFE
BRFINTUTINOFEEETBELU IS T N E T 2EDELET . IRD5. L£EEEY B2B IR5E
EEENRCHRPER T /TP EHEERI BN TEET ., OB, BEREHEEIZNT
FAFI-CTFRAIOEERE G, FT/ITITIVCEITZFMRBIRICOVNT, ERAISEE(CL3EREZS
BRI2UNTEET . HEBEHOI\TEREE (B20) (CEREREHFRESNTVFEA CHFEBR R

BEE -RFTIDHTIMFI— >0 LRAIBEECIEREBNREONTT) . BROBARBRIZRE

78 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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B30, (BHIBIDHCEI) —EOERRDHTI . AHABEHRCE. BLSNERFIEN

BERAENEY,

1.7.2 NIVE—

NIVF—FEFE G FR e REEOBENNTHE A EOHE | IRIBEPHERUFSEHEOR
ERENCURERE (BT SEEND 2014 FEFESCEIEOTY, 2016 F£1 A 1 BIZE. F/X
FUTINOYEICR T3 EREIAFEIL. 2017 F 1 A 1 B, F/XTUTINVESEIZRESYICET
DEREHEFEIUFEUI BEOHRICOVWTE, BHFTEELEERISE 2018 F 1 A 1 HETL 1 &
BIEREINTOET . BHREOTRBENIE. N —HEUT(DFER. IRNEERMIRICHTS (BRMIC
Bisans) F/YTUTIVCETRIEREIRE T BLCHIET . BIEDLIS. NILF-Tld BEBEOE
AL NVF—TI5(CH1FDF /ITUT VRS DEImRZEUS I 55 E RV EDIERISEL TVET,
INESNIBIROVTE BUSBMHIAREE. RIERE. FEEE. BFREFEZENELT. £T
OIERICTILAL. FIFATZEDTT . S50, —MEHRICH I 3B ZzEH s, EHONIZIFHE
41EHRZE 1 BRI ZEDELET . IRFRTE, 1 DRVWULEROFT XTIV S8 IMEDRS
YR BB REARM R ESN TOET . MEFAICH I BEMBRUC LN, F/RTITINESE TSR
DERFBDEINTVZEON, F/IFUTINEEE T IMROERAREHESNTVER A HT51
FI-JICHIT2BEE (MAXESPRSEEENRY B2B IRFExE) FEHEERB2EVET, YI5(F1
—>OTFRAIOEFRE . F/ITI7ILOMIBEF AR ICEIL T ERAISEEOIBHRZSRI DN
TEFT HBEEL NGRS (B20) IBHREFHEAVFEA. SRBOEASEHEICL. ZHID
MEBLRESMOREARZEINT . 2 TOMBREMNEENFT (TRDE. HEEMERAITIR
mOEARHECEENFT) . L. BIoREOEROEARHEICSFNIHGE GREMA EE

@ (ANAYEA) B, 88 ITBHEIRUA-TZyIREE) ([OVTE BARKRELET . &

7% 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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SICOREEMERIZEENOERRIRELET (KU MBELTHIRSNTW2EERIEREFT) . B

RFEEDF/XTIT IV WNABFERNCEMENT T /ITIZINIOVTE, BRAMRINELET.

1.7.3 7oN¥—79

2014 FELURE GEDICEDIE, 7OV /R EFENMEIINTVET, COBERE(L,. 2012 F
([CRAgAEN [H/XTU7IVEIRBO®IL] A1 Z37FIO—REVTREIN. BITENTVSHDTY, £
LOEBE BITIA-IYNIBIB T/ BFEOERERHZEDELT. 2013 F(HEEINET IV
{EZMEACERL TRATEINEO T, MIEOERIARE. 2015 4 8 A 30 BTUR. LIzhT,
RFRTE, 3 FRIOERICIDERZFIAITIUENTEEXT . COFEFRE(E TON—IERTHARSN
TWAFT/EROS5, BESN2EEDVEARMGTICEVT, F/XFU7IA R EN 3] e 4N G2 R 6
(CRITIMEZRIEDTT, i) MERATRROFRZMAIAE (RRA EEREF) OXHRERDT/
o, i) IREBM2AORE (EHREF) OHRERDT /R, (& i) F/XTUTINOEEZNHE
M ENBALURICRFICDD T IR TEREIN TEEDEL TULAISN M EEMBZSO T /®BE (-
AT ZEAEFH> . BaR) (OWTE, EEBFREOMRINIRDET ., T /XTI7IIEB ORI
EEFTDENBEEINIERBEE U ZBFZC LT, F/IFI7ICH I IHEEPRIBADELECE
I ZE LT DMNBENDDENHETZSNTVE T, UItho T HEETRE(L, 20581CICHER K
DERBICEMI 22BN ET0DTHD., T/XTU7INIRIB A ERBEESHERNMEEI D%
LT, BRI 2E2BMNET IO TIEHDEL A 7Y~ EPA RUBEIRIEHFB(E. UNELAN
HZFIATDLICED. FIXTUTICETEE R D— MR ZRITIDENTEF T ERIULIFIRICO
VT HEEBIRTERVS. NBITRIENTEET, F/BRE T BRERCLTHIRENTLSES

MRUm CHEERR) 055, BN OSENICBESNAERFZMA T CEVT, F/IFI7ILNNY

80 Bekendtggrelse (644/2014) om register over blandinger og varer, der indeholder
nanomaterialer samt producenter og importgrers 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)
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HENZTAREMNDIRGBICERZBVTVET, BRI NI IMEEEGYROHERENZED
THO., UIeho T REMOEZFORRZEMNEL TERTLETERVWEIAEESINTVET . . 7Y
FUZIBREREZINRVEOD., T /ITU7 VN SBRREL OB NSN3 EI RN S RGE(COWVT
LEAEECEFENET, TOBIELTE. MRICEFND T JIRNSREESNDRAASNETENE T, 2O
BREBE TOV-IERTSBCSVTRHEDHEERBZTIRL TV SMAEZE LI EEREE(C
BESNFT ., FI/XTUTIOEEE. EU BIESCERILE TS, F/IFUTILEL TRRINICEELIEO
HOFIIFIT N EESORG. W REACH MRl IV RU V (CEEHOME THERINST/ITUTIL

(BRFELEEZED) ([OVTEHRINELET . BRROLS(C, EU LAUTBWT TFHIIFUTIV] HBRIC
HElEN TV (FEREKEF/REEHNEHEIIFSNTVD) B, EmiEaiiial, fnl, EEm.
EREHER. (b, FRE RUREZEYICBETEHOEARMRIMEECBERINE T FFEOAR (1
HRRBCEFNZI—HOEERE]. BN 1BEH/ -V JE|/ AMRERICEFNZEER. TAYIA
REPR(CEENDIN—ARTI9I0IUN) (CRATIEHOBARIMIECEREINET, 8. L0
RSOV TE—MFMICIEISN TS, BAAB IR LU D LKA BCERSNTVRZEN S, BAXT
FHONEENTVET, U T. LROBROBRCOVTL. FEOF/IFU7INEFERZBENNERD

EDERDET,

1.7.4 AUI—-7>

AII-T 2} AEFMETOREEFRE(CRBEZIREIDZEROVTR. SEF/IFI7ICETS
BIREIRRUBINERSBVE T DBHZHIICEAL, TNICEIVWT, BN [T/EFE] 2L
Ulze BUS (& A0I—T Y REEFE(CHIDT/YTI7IVREDENRILEL T, AU1-FVIRERE 10
(CEDE REmERE(CRIMAIZIRIRI EREZBLTVET . TARIRSNIAEZREL/N(AT)

JOS—EWPESICREIBRVI-TACFMETARS (KIFS 2017:7) %6 3 B(CEDIRMETFEC

81 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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B9 3IRITOMRRIE I, —BBOF /IFTUTINOBEFREFICOVWTE, EENICTEDIARRINHIESNTL
9, COMER. AV1-TYERNTRIEEN, EMXELEIATZT/ITUTIOBEY, /377
OfERABECET 23 lRIERZES I BN TEITIZEN T AVI-T0E&HF (. BEFRENS
BSUIT — 9% FIAUIRRZEEREL T, #ist. RAEMRUMHECSUIRAOWEBIL 2B EL THERK
UtIBEROERICEAT 25T EIZREL TVWE T . IRTE (EFREEFRICERALTVS ITRA-RDZ AT A

RUI-FTOREERE) ([OVWTE, BUCERECHCAMEINTVET . 20d. LEROEROE
R, BUSRATLARERIZDFECT AVI—T o HEEFREE, 1978 F(/EKREINELZ, BETR
SBOERMRRLE RO D(E, RVI—TVIRIBESE 14 &, 55 10~12 £ T, ZOMANCED, BATER R
BRE(CRAIIRADOBIENBIRRERDEUR. Flo AEZRBONAATI /)OS -EWEDCE. O
HINRAINTOES®, COME(E. BITIZRRAIZHFIR I ZIER AR VI —T ALEMETICE5 2260
T ALFHRBO/\(AT0/0>—EYE- MBI 1 (CRREHOEHEESVANCEARESHEHINTLS
{EFHm EOESY) (OVTE. EREBNELET . COBRBOHA. BRESHCFNE
OHFNBRAMRICEFNDTON—IPL/INII-DEFELEERD, EARN(CEETOIEMEN ISR
BOFFALFRBOWA . REEFEXZITOEEG. REOSFRICEIZEEZEVET . EHH
HEWHEERARRS, EROMREECZTING T MREEZROMREBEINBDFT , MMOERC
BEOVWTHBEIENEBHROR G (FEY. BR. $MAGER. EER. HRERTI—127) (LE

RRRBREIZDET,

1.7.5 V91—

1981 F(CREIN/INII-REEBIFEE. RSN TV LFEMEDER. {LFWEICREI DU
IDMOREM. EiFEZIBL TUNEULT -2 AVERRRIRANOM [SZ RSN RENETEEDTY .
BE. CORMEIFE(CEIITFMRBIRCOVTE LUF D URL 22RI BN TEET.

http://miljodirektoratet.no/en/Areas-of-activityl/Chemicals/The-Product-

82 http://www.notisum.se/rnp/sls/lag/20080245.htm
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http://miljodirektoratet.no/en/Areas-of-activity1/Chemicals/The-Product-Register/Use-of-the-Data-in-the-Product-Register/

Register/Use-of-the-Data-in-the-Product-Register/

AERECRI S EMRMEFOTOZDE, REREEFBCHIEEMEOEIRCBEI M TI®,
BREEUMECD AN EFNE MBVESY)) OREEEOEL(IMAEER. JILUI-H
mEFE(UEFRM (MNBEVREEY)) Z2ERIZEFHZAEVET . EFARMEERC HEERR
LEAMRCEFENET.

{EEMEOBEREEHZROFMCERL TR, F/NTIPIICETIERIEE THIEVS REFENR
SNTVEY, Dfsh, 2015 F(CFF/IBIRICEHTIEMAMENMSN. ZNICLDHRBIFEDIBTREN
OFEEMLAEN, ERHE@ICHFIZT/ITIVINOESEOEECETIBWRNIEZINDLIICRDEL.
HMERE AT HIENRILTE, (EFMEOBIREE D (CEIE T IR L F R IBIROLEZHN
ZHELTEDSNTVET . [T/] HEBEARE—BOETHIEHAREINDIENS, F/IBIRDIEMZ

FHETBCHID, BAISENRIVZE S 2 E(TRHSNFLFATUR.

8 https://lovdata.no/dokument/SF/forskrift/2015-05-19-541?g=deklareringsforskriften
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http://miljodirektoratet.no/en/Areas-of-activity1/Chemicals/The-Product-Register/Use-of-the-Data-in-the-Product-Register/

<BHEOEETHIGEULTVSE>
1.7.6 PAUHERE

KEBRBRET (EPA) (&, 1979 FESWERELE (TSCA) *CEIE LEMBEDREWIC
BLT. B LRRMREE RIS OUSENEBLTVET, £ EPA (. SERCEAT 3B OHIRERE
FHILHTEFT, COBBEM(E. ERMIS TIRFESN TV BEEM B TEC D TTRE N G SRR
PEIBICH T BURIADIAAEATREICT BERBIIELTOE T, RSN TOZRTOLEMEDONT
(&, TSCA [CEDE, 34T 3MBOREE (IS AZRIIATS 90 HEIETIC EPA (CREHELARIINE
RBOFE Ao TSCA BHFALZMEUA N (G, BHMENSTIHIN TS, AURANRHENTLERLW)
BOOWTEHRMBERBEINET, £z BERSULERIUTEGKIRICRBZIVFICHVT, YIE
DEREFELTVRIBECOVTE, FRERICETIBEEEHUIER T IR ENECZBENG)
F9. MRMENEFER. EEMEESR. E2, METMYE. EEAKESE. BR. By, {tiat
KIERRBIOENTTUCRDICHIEINZHE . UEME OV T, BHEFOMRNSHIENET,
F. ESMRMRICHIZEAEENETZMEOVTE. BREAOIRNSBIENET ., E5(C,
HEENPRV (R 10 hFRED) 8. F/MEZEN (/5T LS 400 BRIV (89 4.5 EM)
R RETIME. APBIBCEELRV\ETFEINZME. HBRINT—T 71> EUFAZERRD
HAEEINZME. FIRII-MEEH RN ENET,

2015 £ 4 A, EPA (3. ®iEELIEAINTF S HA X OBFEDLEYIEICRILT. 1 ERDOIRE
EEMIBEUIRREZTRUEUL (TSCA BHFLFMEUZANII TICERE) . BHRRCHIZR
BASHRIEITICHEMRR TUTHN. 2016 F 6 BICRKHH FENEUR. IRERBEU TR
9. EENE—H, £EE. RELWBOTTE. A%, JREEDEKECRTIER. MU

RIR(CHI2MEBORECEAUT. AFRERIEREZIERIDODELET EADFHE 1 nm K

84 Toxic Substances Control Act (15 U.S.C. 2601-2692)
85 Nanoscale Materials; Chemical Substances When Manufactured, Imported, or Processed as Nanoscale
Materials; Reporting and Recordkeeping Requirements a.k.a. Nanoscale - Reporting Rule (TSCA Section

8(a))
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TDAAEL TKICERICARBEL TOBRIF(CDOWVWTIE. HIMREESRITAEDELET .

1.7.7 ¥

KEERUK NFTHFIEARCTERESN TOROIEBUEEMA SN TOWRUVIECDOWVWTIE.
FME (NS) JOUSAICEDE RBEREZHE - RIEVEAANS (CEAA) (SFREULRIFNERD
FA. COMBIG. N IBRBREARBRITIBREBOTVET®, NS (CEIVWTEHEINME.
2TERYEIAL (DSL) ([CEE#HeNFT . HIMEMANIGEEHINDL. MORIEEETENLRE.
LUZMECEUTIRETDIMNEEHDFRA (KL BECGRESNILIVZEFIRIRICERZTIVITH
IMBRERASZIHEEREET)  BEIRNSBFRONSE. EESEUFMARICLOTERDET,
ZOTRIE 1 BESHID 100 kg THD. EEBELIEAEBNMEINT B BRBAFER 4 (CBMNLE
9, REERECEL TRBRERCOVTE. HEICEIZINEOERREICELES ZRICIRRULE
FNERDER A TIITUTILUIOVTIE MO TOEEMEERRIAIEF ZE0EL. LIhoT, F/
IFUTIWENER T BYENELIC DSL (CEEHSINTOARVRD, BHIZENELTVET, 22U, LERITh
Z. DSLICE#HINTLZE0O0., UANIR#HINTVBRLFRLZD FIEEEE I IMEOVTHIRES
URRINERDFEEA. BIZE IJ5-L>DIHE . KRR THEREINAMOMENEE;HIN TVBIHEETHOT
5. BROTIRERDET,

20154 7 A 15 B. BHFEOF /IFUTIN I35 RIEHRBAHCBE I 3maratmanELr®, 2o
A Tld. DSL ([CER#ENTWS 206 FEREOBIFYIE(CEIL T, SME. WESHDWEREDEBSCSNT,
KSEUIMED 1 BVUEEOTEN 1~100 nm OFEE(CEFEFN21%E. —LIRDE I 3/EHDOEMIC
FBBHIDOVWTHHELTVET M BEHE B, BEEZHIZIWECOVT, 2014 £FIC 100 kg %
B2 REEUEMAULEE (CERAINE T, L. RARBROIKEERETRIEUME. &

ERFChFIERNER I BETOME. BERERY. Y RERR. BAER. tLKEEFICEY

8 Canadian Environmental Protection Act, 1999, S.C. 1999, c. 33
87 Canada Gazette, Part I: Vol. 149, No. 30 - July 25, 2015
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VWINHOERICEDVTERCESRIN TOWBYEICDOVLTE, @AZERUET .. LEEOASICEDINT
MEINEFBRIE. PEOZIIRY CAS &BFS. BN BHEEMZEICITEHREINZIBAICBEIBIER
BT -4, YT/ V(L L21EHR. FIRIBHAS) ( RREEVRMA S, FRBATARUEETY,

HIBIBEIRICONTIE, 2016 £ 2 A 23 HETIEIFHZULRINERDFE A

1.7.8 &EE
R4 (MOE) TR MEEMBOEFHNRUTHOF(CRETER] (CEDSEREEETMmAYAN

(CFIRFUTIVEBIILTVET,

<EWMIEZFELTVSE>
1.7.9 A—-AN3U7

A=ZANSUT7BATTIE, OECD EEEZEEL—EUT. ETOEEMERBBCHEWT, FI/NTUT
WCET 2R O BRMEEZINA L TEIEHEFALTVET . IR7E. BRI EREFNE
- FHEFIE (NICNAS) (CEVWT. TEAFT/NTUT7ILOMREZBNELTERAINTWS7T0-F
T3 MERO TR FMECEAIN 3BT O T EZ EIE F OBEMAREZMA LTHALT
WET, RTE. FIEEMRZKIEICERISIMDEAMTONTVFT . TEREFME(CI TR Z2H
I 2BMIF. ZEITIEFEMEICIOTEUBIRICH T 2HBICOFHE TS 2 R (CEM T DEREFIC.
WEA-ZARSUTTHITEIN TV EREOS VR EFHERBEZHITFISLLHD GFHRICOVTE
https://www.nicnas.gov.au/reforms Z£8) . BHIPHNEITZRESEIRTE. THEALZE

BT JHREC I R BREN 7 TO—FIOVWTREILTVEY .
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<ISEOBEHHSNBVED>
1.7.10 A35>%

ATOHTIE, F/EEEZER T ZRMICEIL. [TIREFATRAIGREL>TVFR A EEUHET(E, BX
MIBOVY1-23>2RE S D EZBIFUET  BEICLCERIENI AT LAZRELIGER., Hid
OEIREEREULIBELLLEUT, B LOBENED, RPBCEHNEC, BERIZMUENTDLIC
RBPEBONET, HEELTE ZOLIBBREZEITTEVEEITVET ] CVWOSEIRZRERUELR, F2.
FIRFIT7INEEEI2RROBEHEFLICEALT Besselink & Gesthuizen KA FER(CIRHUR
EFEMRIRENE UL, COENEET(E BRMNICHIT 2T/ EBMRIEIRGIEOREMEREINTVET, hMH
PEBOERNEERCEAL TIAE RFZEINTLERAN (2009 F) | AZHFBKR L. COMRECETS

ASAHOFNZERBBREORFEL X (IR BEEINBNHILERDHSINTVET,

1.7.11 kY

RAYTE BRFEFEZERL TVWE R A Fo. FINTITZICEITBBIROBER M 2R TS EU
OEBEICRILTE. DEFBUAFEL T BRNTIH(CHIFZFTI/NTI7 I OB, LERUVARICET2E
BRI ZHER T DLV BB DERKICET . BRMNF/YTU7IVEEHRHES (EUON) Z5<Z#iLET ] ¢o

BRRZELTVET,

1.7.12 4/5VY7

1HV7(E. EAF/EFEDIERICB UM H2EHSNBNEEICEBDIFARDIRITA—R(CEHILE
Ulze COHIRYTA—R(F, 2010 F(CRIESNZED TS 1FV7EFE TR EEY. EUEMRICE
ENBFI/IFTIZINELTHIRESNTVSF /XTI EIZRET BEZBRILTVET . ZDIBEHEL T, T/
XTUTIVCE T 2THI5BCHIID M —HEUTZ R T DR EMENETSNTOE I REACH (3. MBREN
TLWBETOFINTI7 N EMRICESD. BRAEZHERPEECR T 2BhEFREZINEIT DY -ILEL

TERRIBEDVCEZLL BT FAFI—>242BU TEENURINEEREINTVSINESH 2 HFNEE
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I BCEFARPIRETHBEZEZASNTVET . 2T ERHB/H 7 IERBIRERERT —IN-RZRET
BEVSITATPIEFNEUIC, FIow FIRR—ATUNEULIBIRICOWVWT(E, HEIBIROBIRE I DIERL,
—fh R, HENRUFIERFRELCARL, FHleRINETHIEENFEUL, REFRTE 1FV7TERE

BFEEREISDIVEMEOBEIOVT, BHRIZEESRB TEREFSNTLEEA,

1.7.13 1¥UR

HERE AR RN AE, 2011 55 2013 FICHIT. BRMHE TYERSIN TV
FUZIUCRETS 2 BB >N NREBEZRBLELEY .. BRAER. 7 /Y77 OEEEE RN RSN
WCHARENTUVS F /X TUT I OB ZIFE T 2 L2 BN EL TEBENIZEDTY . ARBETIE. 7)Y
FUTINOBEMBFIAELLT, 260 HZFELELUIZ, D5 66 T, FIXTU7INZEE. IR5E. ©
UKIHERL TV ENBEREINE LU, BB HHCEBECLZ/ I 1-2BAVTTHNEUZ. T—4
R-ZAOETOIEREINETZETICE. 3~4 1BEBUEUR., ZEU. T—IR— DM EIB0E
(CEBRFZEHE 1FBTINA 1 ARFISETERA. 1>9C1-RICEBULIERE. SHIEER.
FIRFUTIVBERICETZIER. F/XTITINEFERTZEI9—. WY TS5 7 —PRBEEOHBIIERT

9, [ARAAE 2013 F£RU 2014 FHilkiL TRMENEUR.

8 UK Department for Environment, Food & Rural Affairs
8 Environment Agency, Chemical Compliance Team Annual Report 2012-2013, 2013
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<FJIFUZNICHTIRBIRRDO—ER>
1.7.14 FJ)IFIT7 VT S ETHER

NM* HICBIT BIRIR EWIETFE F/RREREIE O REROBEH BN BRfFOERTHIG EWIETFE
TEE EU I3VA NF— FIR-0 AVI-FY JoI- A52H Ry 15V7 1FUR FAVhARE h+y BE A-ZRSU7
NM [ZH T BRBDELH o o o o o o o o o o o o o o
EECHISER i EHES femEE W CLP 125 " " U " TSCA BRI K-REACH NICNAS
FREIORE(FE) B 2013.05.01 2015.01.01 2015.08.30 2018.01.01 2013.12.31 RE RE RE RE 2017.05.12 2015.07.15 2015.01.01 2020.07.01
EU OiEi# REACH REACH REACH REACH REACH REACH REACH REACH REACH REACH
AR OBILE (F7E) B HA 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01 2020.01.01
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1.9.1 J32YX, NanoSafe 2018
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http://www.nanosafe.org/cea-
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he%20Conference/After-the-Conference.aspx
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Dr. Georgios Katalagarianakis, BRMES
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e | FCREAIEANBETIVIRRENFLE.

EU RESEARCH
Nanotechnologies and Advanced Materials
2018 - 2020 and beyond

Safe Nanotechnology

Dr. Georgios Katalagarianakis
European Commission

t-2-3/)79/05—-

nnovation

February
2017
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66



(#)

Dr. Georgios Katalagarianakis, BRHZES

European
Commission

Commission proposal for

Horizon Europe

THE NEXT EU RESEARCH & INNOVATION
PROGRAMME (2021 - 2027)

#HorizonEU

Research and
Innovation

ERMNBERRS1Y> 2020

Horizon Europe: evolution not revolution

Specific objectives of the Programme

Support the creation and diffusion Strengthen the impact of R&I Foster all forms of innovation and
of high-quality knowledge in supporting EU policies. strengthen market deployment
. I .

Pillar 1 Pillar 2 Pillar 3
Open Science Global Cl ges and Open Innovation
Industrial Competitiveness
Eurcpean Research Council + Health European Innovation Council
« Inclusive and Secure Society
Marie Skiodowska-Curie Actions . Ciimate, Energy and Mobility
* Food and nalural resaurces European Institute of Innovation
fi
Research Infrastructures Joint Research Centre and Technology

Strengthening the European Research Area

+ Digital and Industry Eurcpean innovaticn ecosystems

2
2
v
=
o

Sharing excellence Reforming and Enhancing the European R&| system

- European
Commission

WETEA ERETBIL
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Dr. Georgios Katalagarianakis, BRMES

Budget: €100 billion* (2021-2027)

€ billion
In current prices

Open Science
» Global Challenges &
Ind. Competitiveness
m Open Innovation

m Strengthening ERA

m Euratom

* This envelope includes EUR 3.5 billion
allocated under the InvestEU Fund.

- European
Commission

F& 11000 &1-0 (2021-2027)

Pillar 2
Global Challenges & Industrial Competitiveness:

boosting key technologies and solutions underpinning
EU policies & Sustainable Development Goals

Clusters Budget
implemented through usual calls, missions & partnerships (€ billion)
Health €7.7
Inclusive and Secure Societies €28
Digital and Industry €15
Climate, Energy and Mobility €15
Food and Natural Resources €10

Joint Research Centre

supports European policies with independent scientific evidence &
technical support throughout the policy cycle

European |
Commission

JO-)N - FoL > SEESERRESD
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CLUSTER 3 Digital and Industry: what?

9 intervention areas:
Manufacturing technologies
Key digital technologies
Advanced materials
Artificial intelligence and robotics
Next generation internet
Advanced computing and big data
Circular industries
Low carbon and clean industries

Space

- European
Commission

DI25-3 FTIHIEFESE

CLUSTER 3 Digital and Industry:
intervention areas in keywords

Advanced materials, broad lines:
materials with new properties
integrated materials processes and production
enablers like characterisation, modelling
infrastructures for uptake by SMEs of key technologies
analysis of trends in advanced materials

solutions for users, also for creative industries

- European
Commission

JI25-3 FIHIEESE

F-I-RBIFBNTADE
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works for all KETs
KETs work for all Clusters.

HEALTH INCLUSIVE AND

SECURE SOCIETY
KEY ENABLING TECHNOLOGIES

DIGITAL FOOD AND {i}@@ m@

and MATURAL w

INDUSTRY RESOURCES o %’n {3}‘5} @":‘5}
& | ga | 25| 4@ .

CLIMATE, = .| EE | ==

ENERGY AND Egles & £ N o8 £2

MOBILITY sEg®| 588| ©vws o 2w oe

o © o ER=1 o c = o ] & E

o f B = 0 £ g @ oy 23 =

cE5Se| o= c= g = g € T 8

= e g a ] = = ] Joanet

Zeo|l28z| g2 £g o5 =2

ER- - -] <5 < E 52 5 &

1 Manufacturing Technologies

2 Key digital technologies

3 Advanced materials

4 Artificial intelligence and robotics

5 Next generation internet

6 Advanced computing and big data

7 Circular industries

8 Low-carbon and clean industries

INTERVENTION AREAS

9 Space

J3249-3 BERBTHIOS—

H2020: NMPB Work Programme 2018-20

Nanotechnologies, Advanced Materials, Biotechnology and
Advanced manufacturing and processing

GOVERNANCE, SCIENCE-BASED RISK ASSESSMENT AND
REGULATORY ASPECTS

+« 2018: Risk Governance of nanotechnology

+ 2018: Nanoinformatics: from materials models to predictive (eco)toxicology
+ 2019: Safe by design, from science to regulation: metrics and main sectors
« 2019: In support of documentary standards (CSA)

« 2020: Safe by design, from science to regulation: behaviour of multi-
component nanomaterials

« 2020: Regulatory science for medical technology products

International cooperation is strengthened

R"34Y> 2020 : NMPB 7-97049354 2018-2020
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Main directions for next nanosafety
NMBP calls

Integration of scientific, regulatory and market phases
Integration of civil society for governance
International cooperation strongly encouraged

Integration of additional funding from MS sources or
industry possible

Launch of specific calls possible

Open access and open data access applied

Respect of ontology and of data logging format

Strong support to EU regulatory bodies, OECD, ISO, CEN
Cross project collaboration necessary

12
.

RERF I e-I7OERTTEME

2019: New projects to be launched

RiskGONE: Risk Governance of Nanotechnology

NANORIGO: Establishing a Nanotechnology Risk Governance
Framework

Gov4Nano: Implementation of Risk Governance: meeting the
needs of nanotechnology

NanoSolvelT: Innovative Nanoinformatics models and tools:
towards a Solid Verified and Integrated Approach to Predictive
(eco)Toxicology

NanoInformaTIX: Development and Implementation of a
sustainable Platform for Nanoinformatics

.
2019 F(CRIAENZFIRTOSTI b
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How to deal with complex systems?
Risk Governance

e [nformation
e Communication
® Planning and feed back

* From the past
* From the future

® Control of progress to goal (or goals)

RIHNF>Z

Three Risk Governance Projects
2019-2022

* Risk governance council (or councils)
+ Enabling science based approaches to risk

* Risk governance tools
* Building upon tools established by previous
research
* The "Malta” initiative
* Translating scientific knowledge to regulatory
documents

URIHANRF>R-TOT1I 2019-2022
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Overview of selected EU regulations with relevance for
nanomaterials.

Definition Approval Safety
Regulatory framework 896/2011  procedure  sssessment  Labelling  Guidance

REACH (chemicals) regulation 1907/2006
CLP (classification, labelling and packaging) regulation
1272/2008 .

Biocidal products regulation 528/2012 x x & "

Cosmetic products regulation 1223/2009 x x x " x
Novel food regulation 2015/2283 » .< s x* x
Food additives regulation 1333/2008 x * %

Plastic food contact materials regulation 10/2011

Active and intelligent food contact materials regulation

450/2009

Provision of food information to consumers regulation

1169/2011 x %
Medical devices regulations 2017/745 and 2017/746 « « « "

*Labelling of novel foods and food additives containing nanomaterials is required under the Regulation on the Provision
of Food Infarmation to Consumers 1169/2011.

FIRTI7ICEIEY BERIER M AR O

“ECHA

EUROPEAN CHEMICALS AGENCY

European Union Observatory for
Nanomaterials (EUON)

The EUON is aiming to be a trustworthy source of
information contributing to the public debate by raising
awareness on nanomaterials

Provide objective and reliable information on the market
and safety of nanomaterials in the EU:

+ Collect and analyse information from a wide
variety of existing sources,

+ Supplement existing information with external
studies

+ Present the information on uses and safety of
nanomaterials in a user friendly way

https://euon.echa.europa.eu

echa.europa.eu 19

BRI TU7IVEERRI%ES (EUON)
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Innovation and safety

Two paradoxes to note:

As the safety level achieved becomes higher, (i.e. less
accidents) the public pressure (outcry after severe accidents)
for even better safety increases, hence innovation is needed.

As the safety level achieved becomes higher, the tendency to
sustain the (then innovative) solutions that led to this high
level becomes stronger and innovation is less attractive.

There is no innovation without safety
And no safety without rules
(e.g. no data — no market)

20
.

AIN=2aUtTE

Safe Innovation Approach (SIA)

Regulatory Preparedness

Safe-by-Design

Regulatory framework and its principles
Agencies and authorities enforcing it
Research projects and their support system
National nanosafety initiatives
Development of tools

"SIA as such is not restricted to nanotechnology but can apply to
all innovative technologies and products.”
http://publications.jrc.ec.europa.eu/repository/handle/JRC112766

-J-AIR=-23>-7I0-F
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Anthony BOCHON, /{—hk7+— (law firm EVEREST)

NIVF—FREFPIOH LD FILVREREL T, F/2-I7(ORFNRTOENIZRIOFRRDBHHEU.

ULB

Comply and Explain : A New Perspective on
Nanosafety Regulatory Aspects and Legal Risks

Nanosafe 2018

Anthony BOCHON
Attorney at Law (Brussels Bar) — Partner at law firm EVEREST

Associate lecturer in EU Law and Economic Law (ULB)
PhD researcher (ULB)

T4 -FOR-TIHZATLA>

Overview of the main legal instruments dealing with
nanomaterials issues

Directly Indirectly

Food additives regulation CLP Regulation

Active and intelligent materials food packaging regulation RoHS directive

Plastic ials food packagi lati WEEE directive

Cosmetics Regulation All occupational safety legislation

Food Information to Consumers Regulation All product safety legislation

Foods for Specific Groups Regulations All consumer information legislation

Novel Food Regulation EU Code of conduct of 2008

Medical devices regulation Recommendation of 18 October 2011 on the definition of nanomaterial

French nanoregister
Danish nanoregister
Belgian nanoregister
Swedish nanoregister

REACH (as from January 2020)

FIRTITINCEIES 3 ERENI L EORE
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- Counct ot e
g on
i, 3 Octobr 3018
e
i
BERLIN DECLARATION
oo
Sa
="
= Conclusions and recommendations from the 12th International Nano-Authorities Dialogue
sowe
oo [y — (7 and 8 June 2018, Berlin)
[ pr—
T Bt
The auth 1 Germany, L L bourg, Austna and Switzerland have been
"':_" cooperating successfully for many years in the field of nanotechnology. The 12th International
e e s R o Nano-Authonities Dialogue took place m Berlin on 7 and 8 June 2018. At this meeting, conclusions
on the current situation were drawn up and recommendations were made for dealing with this key
technology up to the year 2025 (Roadmap 2025). This roadmap covers chemicals law, occupational
health and safety, en 1 protection and p
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The legal traject of any innovation

Trademarks Competition law
Regulatory authorizations Regulatory issues
Marketing regulations (waste, recycling, long-
Confidentiality Competition law term effects)
Public/Private funding Insurance Expiry of IP rights
Tax incentives for R&D Regulatory trials - Contracts Change of regulatory
Competition law Insurance (distribution/franchising/licences) environment

. . Product or Product or Product or End of the
Research on Innovation Innovation . o . . .
. . Service Is service Is service Is innovation
innovation is created is tested E
produced marketed copied cycle

IP protection Manufacturing IP infringement
(copyright/patents/ agreements Regulatory aspects
design rights) Unfair competition

1 IR=23>DENEE
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Safe by Design under EU law m

* No legal definition of the Safe by Design concept under EU law

* First appearance of the concept in the European Commission’s Communication on
future networks and the internet (SEC(2008)2507)

Paragraph 3.5 stating that « it is clearly necessary to take steps now to make the internet of the
future safe by design »

* Second appearance of the concept in the Commission decision of 7 March 2013 on
the safety requirements to be met by European standards for certain seats for
children pursuant to Directive 2001/95/EC on general product safety

Annex — Section on « General Safety Requirements » : « [...] products need to be safe by design
as far as possible, and therefore labels and warnings must not replace safety by design »

FRINEEDERETICHIID [Safe by designl

Legal foundations of the Safe by Design conceptm

* In the field of environmental policy, article 191 (2) TFEU provides that the EU
policy shall be based on the precautionary principle

* But the precautionary principle is not limited to protect the environment. Its
scope is much wider and includes dangerous effects on human, animal or plant
health — see the Commission Communication on the precautionary principle
(COM (2000) 0001)

+ Article 168 TFEU provides that a high level of human health protection shall be
ensured

* Article 169 TFEU provides that a high level of consumer protection shall be
ensured

[Safe by design] 7JO0-FOiARIERE
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Safe by Design and consumer protection m

2001 General Product Safety Directive
» Definition of « safe product » (art. 2 (b) )

Any product which, under normal or reasonably foreseeable conditions of use including duration and, where
applicable, putting into service, installation and maintenance requirements, does not present any risk or only the
minimum risks compatible with the product's use, considered to be acceptable and consistent with a high level of
protection for the safety and health of persons, taking into account the following points in particular:

(i) the characteristics of the product, including its composition, packaging, instructions for assembly and,
where applicable, for installation and maintenance;

(ii) the effect on other products, where it is reasonably foreseeable that it will be used with other products;

(iii) the presentation of the product, the labelling, any warnings and instructions for its use and disposal and
any other indication or information regarding the product;

(iv) the categories of consumers at risk when using the product, in particular children and the elderly.
* Obligation for producers to place only safe products on the market (art. 3.1)

. %uid over professional products that became consumer products: recital 10 of the directive provides
that

Products which are designed exclusively for professional use but have subsequently migrated to the
consumer market should be subject to the requirements of this Directive because they can pose
risks to consumer health and safety when used under reasonably foreseeable conditions.

[Safe by design] & [THEZERE]

Safe by Design in the field of nanosafety m

* Review of trainings, information and protective equipment for workers

* The development of safety b¥ design would also imply more enforcement
of the general product safety requirements — possible decisions of
Commission in that field

* Safe by design would also become a marketing tool for compliant actors
(advertising)

* Insurance and co-insurance issues: the lack of safety by design could result
in the increase of insurance premiums or the exclusion from insurance
coverage

FIE-I71BECHFB [Safe by design]
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AII-TACFMET DS LD, [RVI-FTUCHFZFTI/ITUTIORE | OBRPEMSEEOFERIHOFU.

Declaration of nanomaterials
in Sweden

Ekatherine Lagovardos
NanoSAFE 2018
Grenoble
9th November 2018

AII-TUBIBFIITIT I OB

Background

“The Swedish Chemicals Agency shall investigate how an obligation to
provide information about the occurrence of nanomaterials in chemical
products upon registration in the Products Register could be designed,
and how information about the presence of nanomaterials in articles
could be provided to the Products Register.”

(Unofficial translation)
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Titanium dioxide
P u rpose Cas no 1317.700, 1317.20.2. 134843, 42137.20.1, 43488.57.7
The substance flow in/chemical products within
Sweden 2009
[tonne pure substanee per year]
» Overview of types, uses and amounts of DR e
nanomaterials in Sweden
+ Statistics : - :m_;
+ Flow analyses ¥ =
+ Trends iRt
IBtES Ca 4000

= Data extraction
+ Regulatory development

Imported Manufactured
2007

mpected e e S

« Basis for enforcement e B
a H
-

srce: 4311, of which 1411 are

The Swedish Products Register

Who must register?
* Manufacturers or importers
» Third parties reporting on behalf of manufacturers/importers

* Those who, in their own name, package, repackage or change the product names
* Manufacturers of mixtures for further distribution

* Manufacturers or importers of notifiable chemical pesticides

What products need to be registered?
* Chemical products (custom tariff numbers)
* 100 kg or more per year and product

- Nano in chemical products already obliged to register.

KEMI

Kemikalieinspektionen
Swedish Chemicals Agency

AV1-T 2T/ ERBHRHE
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The Swedish Products Register — what is registered now?

Chemical products - Basic info Composition

.

Basic information +  Product name Classification & Labelling
+ Custom tariff number according to CLP
« Consumer or VOC (if paints or
professional use varnishes)
«  Origin Functional codes
+ Hazard statements Sectors of use

.

Chemical product X
(A-no. 564895-9)

A9T-5 T JRRER BB EAIER

The Swedish Products Register and nanomaterials

What to register on Basic info Composition
nanomaterials? Nanospecific information
Subs}gnce name/proguctname 1.  Classification according to CLP
Identifiers : e
SR o7S 2. Function of the nanomaterial in the
Quanfty,() specific product
Active substance Y/N P pros .
X 3. Primary particle size
Preservative Y/N &
: 4. Agglomerate or aggregate size
Impurity Y/N &
. 5. Shape of the nanomaterial
Nanosize Y/N Y
6.  Crystalline state
7.  Surface area
8.  Surface coating
9.  Surface charge
| -

Chemical product X
(A-no. 564895-9)

AIT-FF JHRBIR B BERRIER
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Amnen®

Amnesnamn Phenol, polymer with formaldehyde

CAS-nr 9003-35-4
EG-nr 500-005-2
Funktion [] Bestandsdelen ar ett verksamt amne @

(] Bestandsdelen ar ett konserveringsmedel

[] Bestandsdelen ar en fGrorening

Halt 0 % | [[] Ange haitintervall
amnet i i 7

[~ ]

Ar nanomaterialet ett pigment?

[JJa

Fylli nanodata

BERZATIr

Exemptions

* Small companies (annual turnover of less € 500 000)
+ Pigments
+ Unintentionally produced nanomaterials

-

+ Limited information required
+ 3 year evaluation period

T/ REEFFIEOETERI
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Timeline
2015 2016 2017 2018 2019 2020 2021 2022
Investigation Public Notificationto  New Swedish First Preliminary 3 year
of possible consultation the EU regulations  registration of statistical Evaluation
registration of Commission  from January NM from publication
NM - 13t January 15 to

Proposed - February 28"

regulatory Technical

changes development
Information
campaign

ALLFA>
Future statistics?
The six most used substances in chemical products 2011
98569
74043
m Number of products
® Quantity (tonnes) ?? 29484
18856
15129 13066
333 592 339 3280. 4223. 575
— || -— - |
Carbon black  Titanium  Butylacetate ~ Medium Isoprapanol Xylene
dioxide aromatic
solvent
naphtha
FEROKEET
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1.9.2 RM/Y, NanoTox 2018

HRFECE 31 PENSKE. ITEHEE. RETEEOBGRE 287 &HSNIL. F/XFUTINT )T
)03 -0REMMRECBEITIRIMOIMR(OVTRERMTONEU. BRRABTELLTE BHEF.
IR, £IHF £MF. BIR(EFE. BEF. BF, RUBRILFRE [LEETI. 25, HRERF. B
HiRe MR IE2INTSED, FHEHCOVTE. BIEECLDBNIDDELSE R/ ELZSECLEL B
B. RA1YD [NanoTox 2018] (&. I5>AD [NanoSafe 2018] £ELERL T, EREMFAITFERNZH

fTENS. ZORTHICEEZELRDNBIREDH LU TICRBIELEUL,

<BEE: NFHSMEH. TL—ET —IARTHFH)?2>

Prof. M. MacFarlane, University of Cambridge, Leicester /UK

2017 €. [Current Biology | [CFZEEN [Long-Fiber Carbon Nanotubes Replicate Asbestos-Induced
Mesothelioma with Disruption of the Tumor Suppressor Gene Cdkn2a (Ink4a/Arf)] [CDVWTORBNMHHOELUR.
TOHT, RO F ) F1-THSAIUARFESTF—CEE 2A (Cdkn2a (Ink4a/Arf)) HEEZRIFIET 32LCED.
PANRZANTEHEFS 2R EZ BRI EZBASIMNLTVET,

https://www.cell.com/current-biology/fulltext/S0960-9822(17)31171-

5?_returnURL=https%3A%2F%?2Flinkinghub.elsevier.com%_2Fretrieve%2Fpii%2FS0960982217311715%3Fshowall%3Dtrue

<EER: F/NFEFORERINZEFIICLE. EBFEFCHITITLV-IAN-%2659>

Prof. J. Powell, Department of Veterinary Medicine, University of Cambridge /UK

2015 £, [Nature nanotechonlogy| (CFEKRUIZBEBEODHX THS [An endogenous nanomineral chaperones
luminal antigen and peptidoglycan to intestinal immune cells] [CDWTOBNHSHDELUI, 8. Prof. J. Powell 5
(&, BBCHIBFT /AT ORMDAHTOCRICOVT, FHlBATRZTOTVET.

https!//www.research.vet.cam.ac.uk/research-staff-directory/principal-investigators/infection-and-immunity/Jonathan-Powell

https://www.nature.com/articles/nnano.2015.19

<AmFEXR: BIFRELIS-IORBRURIEFZRIDT/ITV7IVOEEERERE (AOP) >

Prof. U. Vogel, National Research Cntre for the Working Environment, Copenhagen./DK

2018 £, [Particle and Fibre Toxicologyl (CRFRUBEBO:;HX TH3 [Editorial: dose-dependent ZnO particle

induced acute phase response in humans warrants re-evaluation of occupational exposure limits for metal

oxides] [COVWTOBNHABDEUIZ. TOBXOR T, HE (&, BT /R FOWAFEEICELD., BEEFEERAE
(OEL) ZTEZEECHBVT. EMFNCRERICHFEFEENZZH. MD OEL OBFHiiZERLTVET,

https://particleandfibretoxicology.biomedcentral.com/articles/10.1186/s12989-018-0247-3
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https://www.cell.com/current-biology/fulltext/S0960-9822(17)31171-5?_returnURL=https%3A%2F%2Flinkinghub.elsevier.com%2Fretrieve%2Fpii%2FS0960982217311715%3Fshowall%3Dtrue
https://www.cell.com/current-biology/fulltext/S0960-9822(17)31171-5?_returnURL=https%3A%2F%2Flinkinghub.elsevier.com%2Fretrieve%2Fpii%2FS0960982217311715%3Fshowall%3Dtrue
https://www.research.vet.cam.ac.uk/research-staff-directory/principal-investigators/infection-and-immunity/Jonathan-Powell
https://www.nature.com/articles/nnano.2015.19
https://particleandfibretoxicology.biomedcentral.com/articles/10.1186/s12989-018-0247-3

1.9.3 BZ, JAPAN NANO 2019
2817 B )70.)05 &> IR (JAPAN NANO 2019) Tl F/XFU7IFIRARRORER

MTONTHEN, BRENTOLEERCOWVWTIEIRZIEL. T (CEsLEL.

IRV -EERGTHESHFEME (NEDO) ORRIGAT

wIO-ZF/T7—)\— (CNF) zRVVEERERSM (WR) PR (0-332) MREFEEnTVEY.

hO-AF/)I74\— (CNF) FIREGE
T7 7974— RAX JyR (BARERIL S THRRR)

SURI SURI (¥ =%t RBP)

https://www.poise.jp/lineup/pad/

https://uppmag.com/nol/p_93683
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