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Timelines for Registration
for pre-registered phase-in
substances
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Just over one year to the next deadline!
BEES T — AR, (R4

e Phase-in substances over
100 tonnes per annum

= Preparations should be well
underway!

= Non EU manufacturers:
make sure that your Only
Representative gets ready

o KRS N R EEE 100+t /a ]
o B BU it

o htg SEEM R SR 78 o1 O TE

. Eg%%?ﬁﬁ: iR B CIOR T F

ECHA.EUROPA.EU



C“ECHA

EUROPEANH CHEMICALS AGENCY

Registration key messagesiEmE A

e Registration is a big but manageable task:

Already 27 333 new registrations under REACH from approx.
6 800 legal entities for 4 639 substances™

e |Is your substance already registered?

Already registered: contact the lead registrant to verify substance sameness, make the SIEF agreement and to
obtain your REACH-IT member token

Not already registered: contact (pre)SIEF to establish sameness and agree on a lead registrant

e Members still need to submit their dossiers by 30 May 2013. Ensure that you are able to do this

* Registration is a big but manageable task: EM TAFZ D I H WA 2 52 ) TAF)

C2ATII6800 5 A NSEAR, H463 M5, SE0K T 2733300 MG 2%

s BT GTEYD CETERGEN T ?
BE5EREM: BERVELEMA, ik A 57 SOE S LR A R — 1V, S8 STEFYML, SR token LU NG $2 28 LA & 1
WIARSERTEMN: 15 (pre) SIEFRC A BT, #AMI B A — 1, JFik28LR

«  TWRHTLLR, 100-1000t/afI LAY AR T EAE20134E5 T30 H 2 AT SE E Mo 45 AR AE LA IRT, 48 10 4777 T BL 5 i

* data as of 6 Sep 2012, excludes transitional NONS registrations
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2013 Expectations — Number of substances

Substances relevant for 2013 deadine 3813
Of which are 'new' substances to be registered for 2013 2 943
Of which were registered for 2010 deadline by a Lead 870
"New" substances to be registered for 2013 deadline 2943
For which a Lead Registrant is known to ECHA 2173
Of which are already registered by a Lead Registrant 246

"New' substances which are not yet registered and for which no

LR nomination has been received by ECHA

Data as of 31-Aug-12

http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances/identified-substances-for-registration-in-2013
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2013 Expectations — SIEF Activity
201373 M} FR E-SIEFiE 3]
To support SIEF activities, ECHA aims to collect the best possible information on the Lead Registrant status

List of Lead Registrants on the ECHA Website is one of the best possible sources of information concerning the
SIEF progress. The list provides information on:

e Whether a lead registrant has made himself known to ECHA (i.e. SIEF is active)
= Whether a registration has been submitted by the same lead or by another company
< Whether a registration has been submitted by the lead of the joint submission.

ECHA urges companies to continue to actively participate in the Lead Registrant Nomination at the Website to
ensure accurate administration and information of the SIEF formation activities for the 2013 deadline.

Please, when participating, consent to the publication of your identity.
ECHAZY R 1T fig 2 FMCAR R TRV E M IR 045 B 42 ) SCHFFSTEFIs/E
ECHA'EY W _L A At R AR VE I AT PR STEF SN A R AT 2 H R ZEM 22— Rl R EEAE LT E R
©  LREFCOLKHCHSMIESSLR
. Yo AT 28 ik 24 w) sl HA 23 W) 58 i 1 i
. YIBOEAT L2 S R AT LRSS 1 1 T M
ECHA 3R 2 13 AR M AR AR AR A A S v N AGE201 39 48 11 30 17 30 4 0) 8 B I 4R I SE TR R
WREAEAT TLR, S5 R ORAE ™ i (1 7] — P45 R BB e i A )

https://comments.echa.europa.eu/comments_cms/LeadRegistrantNotification.aspx
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Countdown: optimal situationgsits: BfEER

Start to 31 May 2013

Prepare Deadline

Substance Late Pre-registration _

: ID : DU request for . Chemical : Lead : Member }

: Data sharing = identified uses Safety Assessment : Submission 1 Submissi =

o Hazard Data . a : . on .
) () () (]
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The main SIEF tasks x=sierr4

Obligatory steps for SIEF
SIEF N IR 53 25 T R i) A

Standard
/Recommended practice

PR/ SAT RN

(SIEF) Agrees on substance sameness (and
decide own analytical requirements)

Yy le]—PERIRAIA

Generate SIEF agreement

A RS TEF BN

(SIEF) Data sharing: vertebrate data must be
shared. Other data must be shared if requested
Bl 3t A HESh B s v 3, AR s A 2R A =y

2, WAL E

Generate letters of access

M K S A

(SIEF) Assess data gaps and agree strategy to
fill them$ask 17047 IF [A) 2 Ak 4

(SIEF) Agree on common classification and
labelling 73 FFr25 A5 A 3R

ECHA.EUROPA.EU INTERNAL

2/21/2013
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The main for Lead /7 Member tasks$iskiEM A/ BRRIKEETE

Obligatory steps for LEAD
LRGN 5325 7T e i TAE

Standard
/Recommended practice

PRHE /AT RN

Perform own CSA and document in CSR
TF AL 27 i XU PEAL 2 18 CSR

Perform broad CSA and document in joint CSR
TF A7 it KU A I 4 THICSR

Create REACH-IT joint submission and transfer the
‘token’ to members

TEREACH-IT LA % JS name ¥ token A 645 1l H2

Prepare and submit IUCLID dossier

HIVE AT TUCL TDHS =X 11 35 5

Provide members with IUCLID data set. Co-ordinate
‘Guidance on Safe use’ section
P TUCLIDE B2 A dk i i b o AT IR FR 22 Al I FR W 2 RIS

Follow REACH-IT to verify successful submission and
payment

A ISR A % ALK

Give best practice advice to members
25T WA B R T

Perform post-registration activities (updates)
TEREEM G ARt 5% sop 4%

Use SIEF agreement (or equiv.) to specify post-
registration co-ordination e.g. response to
compliance check

HMIHISTEF WMSLEE B WY G A, i o) e 48 o A%

ECHA.EUROPA.EU INTERNAL

2/21/2013
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Building the dossier in ITUCLID

Lead

fQuer‘y results | W& Section tree |

—'ﬂ
7

ixs

- 0 Related Infarmation
ﬁ 1 Ceneral Information

- 2 Classification and Labelling

- §% 3 Manufacture, use and exposure

---ﬁ 4 Physical and chemical properties
ﬂ 5 Environmental fate and pathway s
ﬂ b Ecotoxicological Information
ﬁ 7 Toxicalogical information

----- T 5 Analytical methods

¥ 11 Cuidance on safe use
| ----- & 12 Literature search
H- @ 13 Assessment Reparts

ECHA.EUROPA.EU

Private data submitted by the
LEAD and the MEMBER

Data submitted only by the
LEAD (if not opted-out)

Data submitted either by the
LEAD or individually

Member

r Query results r & Section tree |

=1
=

@8 0 Related Information

---'E 1 Ceneral Infarmation
|---'ﬁ 2 Classification and Labelling
\ﬁ 3 Manufacture, use and exposure
'ﬁ 4 Physzical and chemical properties
'ﬁ 5 Environmental fate and pathways
---'ﬁ b Ecatoxicalogical Information
---'ﬁ 7 Toxicological infarmation

----- B 3 Analytical methods
‘tﬁ 11 Cuidance an safe uze
| - 12 Literature search
H-§ 13 Azsessment Reports
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Key steps for ‘member’ registrants
BRERAEMRNERTR

Make sure that you are in the correct SIEF and substance ID is sufficiently clear in the registration dossier
Verify what the SIEF agreement will deliver (previous slides)
If SME, carefully verify your status: ECHA website > Support > SME’s
Ensure that you have resources in place to:
e negotiate within the SIEF
e prepare and submit the member dossier (making use of the TCC, dissemination and fee calculator IT tools)
e be ready to pay the fee within the deadline
= maintain and update the dossier when e.g. new information is received
B R AE SR JB IE IS TEF, G 2= h, 7 b iR il 4 S5 1 b
NS TEF IS A% 3 P 7
USRS ESMERIASE, ARYFECHATY M _ESMERIA2H, AL % F BPIR A AL
TR DRI HOBUR RN 552
. FESIEF 347452
o HMEIREA AR (BT 750 R FH TUCLIDI 44
A A S B DY
© HERERIHTEEEE R AIE R, AU B

ECHA.EUROPA.EU INTERNAL 2/21/2013
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Post-registration considerationsyEft g &k X4

Requirement to spontaneously update dossier include: 5% [ 3 8 B i) 5k

Change in status/identity
VI A5 BORAS AR T

Change in composition
YL oA B AR

Changes in tonnage band
A AR B

New identified uses/uses advised
againstH g it e H g sl A @ U i

New knowledge on risks (impacting
CSR and/or SDS) CSRE§SDSH X 5 5

Change in classification and labelling
Ir FARREAE I B

CSR/Safe Use amendments
CSR/ A=A BT

Testing proposal needed

AT T &)

(Respond to Quality Observation
Letter) M i [m] &2 o it v 25 30 %l

Regulatory updates:

e Responding to compliance check (draft/final) decision

e Responding to request for further information on confidentiality claim

e Responding to TCC failure of a submitted spontaneous update

Be prepared and invest resource in this

R
o KFRSEREME R RIS/ NS R
o KPR IR AR BRI P E B

o KCPRAERRAT B X BB SR I TCC R 17 10

Bk 20 2 FF DI SEoRE

ECHA.EUROPA.EU
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Post-registration considerationsaE#ss kX%

e Based on experience; proactive spontaneous updates
recommended in the following areas:

e Dossier evaluation: Completeness # Compliance:
= Read the Article 54 Evaluation Report and invest in a spontaneous update to address potential issues prior to
compliance check
= Take care to correctly enter all testing proposals in the dossier

- Intermediate status: Screening of intermediate dossiers under ‘Article 36’ provisions showed that 86% of dossiers
screened had insufficient information to confirm intermediate status. Formal updates have been requested and work is
ongoing.

BHEER, UTILHERATRETEESSERER
BV SEREE 7 N
1740 15 SEECHA R A (A FE VAL 4R 25, AEB SR VP Al AT, 5T nT BEk o AZ i 30 H 12E4T B 3R 8T
KT IR %

PSR R R A0TSR AN, SORIHEN G 2 LA L IR RS, PR ST ST o A
R LR TR

ECHA.EUROPA.EU
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REACH Registration 2013 REACHHE
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eRegistration key messages and expectations
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e REACH Enforcement
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Only Representatives — concept and definition
E—RFE (OR) M KEX

e In principle, substances imported into EU need to be registered by importers
e However, a non-EU manufacturer can appoint an Only Representative to carry out the
registration obligations of the importers
e Non-EU manufacturer then needs to inform all importers of the OR appointment
e OR can be any legal entity established in EU with sufficient background in the practical
handling of substances and the information related to them
e A non-EU manufacturer can only appoint one OR per substance
SR b, BE BRI Yo, R Rk R e
AR A i AT DL AT ME AR (OR) JF R LA
AR AP B AT S5 A AT T E— AR Il an LT A IR 1 11 R
ORAJ DA S7AE BRI N 1K), A7 2098 (1) BE ) DR 270 5t SR A TS ALY
SRR R A i, AT DU A — M 4B — 5 O0R

ECHA.EUROPA.EU
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Only Representatives — responsibilities m—3% (Or) KHE

Only Representatives need to:

= to comply with all other obligations of importers under REACH (pre-registration, data-sharing,...)

 to keep up-to-date information on EU importers and the quantities imported which are covered by the
registration

e to cover in the dossier all uses of the substance by importers covered by the registration

« If a OR represents different non-EU manufacturers, separate registrations are needed (trough separate
accounts in REACH-IT)

mE—RE (0R) LIM:
*  JEATREACHVERN T HE IR TAT X455, v, Hdsthsas
o SNSRI T WK AT R R R Lk A 4 R
o ORI T IRE VR IC TS K 0 A ISR S Ly
o R KORREEZ KA ME VR, 75 ZEMOT R M TAE (RECAA R AL AEREACH-TT FATEEA R IK =)

ECHA.EUROPA.EU

22



“ECHA

EUROPEANH CHEMICALS AGENCY

Only Representatives — SME status m—/{% (0R) -SMERZ

Reduced fees apply to micro, small and medium-sized enterprises (SMES)
In case of ORs, the size of the non-EU manufacturer has to be reported
ECHA may request evidence of the SME status of the non-EU manufacturer

RS TR, ANRRIR R AR, WA A2 B A A R

WM B JEOR, 2 TR A R 3 A 2= 7 i e
ECHAA B SR v M 8 $e A8 A WK B8R A 7= 7 11 SMEIE BH A4 K|

ECHA.EUROPA.EU
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REACH Registration 2013 reachs:

e Current status

e Registration key messages and
expectations

e Steps to successful registration
e Only Representatives

e REACH Enforcement
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OutlineffiR

Enforcement in EU law
Competent authorities and enforcement authorities
REACH and CLP enforcement
Forum
Support from other EU legislation
Conclusions

WK RVEERE B i S A

JSE 08 1B TR R A R R

X

REACH J CLP I %
Wiz

K FLAB TR ) P B
¥

ECHA.EUROPA.EU
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I )

Enforcement L%

Once a legislation is adopted, there is a need to use/create tools and
structures to enforce it

Vast majority of EU law, enforcement is Member States responsibility

REACH and CLP are not different in this respect (e.g. penalties,
administrative structures)

— HLy I IE O o st ml e 20 B A O I A+ it
EE AR, W AR ek ot R S
REACHFICLPAE N W& 7 2L, ankb iy, A7EOHLA S

ECHA.EUROPA.EU 2/21/2013
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Member States authorities (CA & NEA)

A E EE SR (CA & NEA)

One | Several bodies
MS Competent Authorities (MSCA) il i [H 324 J& 20 10
National Enforcement Authorities (NEA)#% [ 5 & 4 5 6 24

Administrative structures change from MS to MS

More bodies are involved In enforcement

ANTR] 8 D3 1 4 S v L RA T B LR AN [
B I BB LA R R 22

ECHA.EUROPA.EU
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Relatively simple structure of MSs
F 57 B 2 R AR X LA T B R AR R R

MSCA | NEA |

One single
Authority

o /

5 Member States have this type of structure
51N 5 [P PR R 21
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Relatively complex structures of MSs
J 7 AR B A A AR R

MSCA | NEA |
|_National |

[ Authority 1

|
a

{ Authority 2

9 Member States have this type of structure
9PN P ET S AR L1
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REACH and CLP enforcement rescuscrie

Regulations - Directly applicable

Obligations for MS (e.g. penalties, helpdesks)

Creation of a new enforcement body:

‘European network of REACH and CLP enforcement authorities’

> HiEEH
B B 54, Wi, helpdesk®

“REACHFNCLP W& & 24 Jay I R B X 2% 22 48

ECHA.EUROPA.EU
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Why Forum in REACH and CLP?
FH2 HREACH K CLP IS & & ST 1%

Need to accommodate the MS differences but all of them working on the
same legal background

Need to strength enforcement at EU level

Spreading good/best practices, harmonised enforcement projects,
exchange of inspectors, enforcement strategies, tools and methods

Liaise with industry and stakeholders

R H B EERBU) T RS, (HR WEVRAAEZE 7, il ZER A

MR SR 2 T b i e A

i RAF MR, e — T H , UL o1, IR, TH&ITEASH
InsR 5 AT A A i AH S 1) V8 T8

ECHA.EUROPA.EU
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REACH and CLP enforcement is not alone
% R TH XFREACH % CLP ) SC i T J. I

REACH and CLP enforcement supported by other EU legislations, some examples are:
Integrate customs legislation to support REACH and CLP enforcement
General Product Safety Directive (GPSD)

Restrictions and rapid alert system for dangerous consumer products
(RAPEX system)

REACH X CLPIJ IR B 315 T BRI SLAR VAR S FE, W -
AV oA Sy v A B BhREACH & CLP L %
A mEEIE4S (GPSD)

16 B8 TH T i PR B S PR T R 4% (RAPEX system)

ECHA.EUROPA.EU
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Conclusions%it

Enforcement is essential to achieve REACH and CLP objectives
Respect national differences and integrate them in the Forum work
Strength enforcement to achieve REACH and CLP objectives

WA & PR FEREACH S CLPYZ AR 2 T H i ) b B F-Br 2 —
BH R B I T =, IR IS BRI TR
T s A DLk BIREACH Sz CLPYE R PR 1) B 1)

ECHA.EUROPA.EU
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Thank you.

Let’s work together for
another successful
deadline!
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