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REACH is:

R EGISTRATION

R ESTRICTION

E VALUATIONA

A UTHORISATION

CHEMICALS




Registration

Dossier preparation
 rather straightforwara=~
* endpoints/ ES/ RMMs

e CO-Operation

e cost sharing

e submission = DONE!

DONE?




Evaluation

Dossier evaluation

Testing proposals Compliarcetnelbks
¥ byECHA @
ALL randomly or targeted

several at same time
you don’t know

Substance evaluation A7

by a /several Member State(s) fer

inital concern: risk for human health/environment?
you know via CoRAP (usually)



Dossier evaluation - | |:S | |NG PROPOSAL

THE MODEL REGISTRANT
 does NOT get any input during

public consultation
 has NOT submitting testing

proposal for annex VII/VIIl  tests or
for studies he might not need in the

end
« Wil NOT complain at BoA against

a (draft) decision cc testing




Dossier evaluation — | |:S | |NG PROPOSAL

THE MODEL LEAD REGISTRANT

* has organised communication with the
co-registrants (stakeholders) about
0 any steps/discussions he might
want to/has conducted with ECHA
o who will be performing the test on
their behalf
« had already included a budget in his LoA

calculations




Dossier evaluaton- COMPLIANCE CHECKS %0

THE MODEL (LEAD) REGISTRANT

* never receives any draft
decision nor quality

observation letter
e accepts the QOBL/ DD and updates

the dossier within the next 30 days
 (LEAD: AND communicates this to

the co-registrants - if relevant)

e does not consider to appeal




Dossier evaluation — COmpliance Checks 2%

e SID

e Read across/
waiving
e« OECD 414




Dossier evaluation — COmpliance Checks %

« ECHA's

efficiency




Dossier evaluation — Compliance Checks 5%

Final Decision

Comply?
Complain?

Semi-comply?

o Dossier is updated using

deviations

No further interaction with
ECHA




Dossier evaluation — COmpliance Checks 5

Statement of Non- ,,
Compliance (SoNC)
Complain? BoA?

Discuss with enforcemen

authorities?
Enforcement authority A
# ECHA

# Enforcement authority B




SUBSTANCE EVALUATION

-]
THE MODEL (LEAD) REGISTRANT

when substance appears on CoRAP:

e does not contact his eMS two

years prior to start
BUT

e updates his dossier addressing
the areas of INITIAL CONCERN




SUBSTANCE EVALUATION

THE MODEL (LEAD) REGISTRANT

e participates in the initial meeting
with his eMS

» establishes a unique point of
contact for the eMS

e does not update his dossier once
SEv has started

» does not ask “priority ’
access” to any eMS
documents

e does not expect a “sneak
preview” of the DD




SUBSTANCE EVALUATION- outcomel

evaluation is FINISHED & may

- conclude that the risks are sufficiently under

control with the measures already in place
- lead to proposal of EU-wide RMMs (restrictions,
identification of SVHC, harmonised CL or other
actions outside the scope of REACH)

1 year
evaluation is NOT
FINISHED

Member State requires
additional information




SUBSTANCE EVALUATION - outcome

As the dossier or any

evaluation is NOT other available
FINISHED & Member information is not
State requires enough to adequately
additional information address the initial
concern

BEYOND
REACH!



SUBSTANCE EVALUATION

Spirit of REACH:

You
manufacture
a substance
& place it on

the market

YOU are
Even if you were not too RESPONSIBLE

: : for whatever
concerned in the first place happens to and

with it



SUBSTANCE EVALUATION - DD

THE MODEL (LEAD)
REGISTRANT

co-ordinates the co-registrants

 makes sure there is ONE rep
back to the DDs

within 30 days!

e takes on board all “late-
comers”

ly

(2




SUBSTANCE EVALUATION

F- e the timing is not
Even If: Clear

* there Is no response
to /taking account of
to his input

* requirements go
way beyond
standard

requirements of
REACH

 he does not know
HOW to actually
comply



SUBSTANCE EVALUATION- outcome?2

 Final

decission: : : .
one or two evaluation is FINISHED & may in the end

years to - conclude that the risks are sufficiently under
provide more control with the measures already in place
info - may lead to proposal of EU-wide RMMs

* new >
evaluation
period of o_
year etc.

evaluation is NOT

FINISHED

Member State requires
additional information




SUBSTANCE EVALUATION — 1St round
o

36 substances on CoRAP 2012
e 18 ‘ongoing’
e 14 ‘decision taken’

0 extra testing
with modifications

0 exposure information
entire life cycle - incl. waste stage

o “proof”’ that RMMs are in place AND
working

o0 composition/ SID/’by-products”
o justification DNEL/DMEL

0 tonnage information
e 4 closed



SUBSTANCE EVALUATION - 2012

4 concluded
e 2 with no further actions
(Tributyl phosphate & Tolylidene diisocyanate )

* Ethylene oxide (200-849-9)
CL change - skin sensitization Category 1
ACTION: eMS Austria
Harmonisation of acceptable cancer risk on
European level
ACTION: EU legislator

o Toluene (203-625-9)
IOEL 2001 vs EU RAR 2003

“The Finnish CA recommends that the ... SCOEL will take into account
results from the EU RAR (2003) and make a review 0  n whether there is a
need to update the recommendation on IOEL values fo  rtoluene.”

NO SVHC proposal — NO restriction proposal



SUBSTANCE EVALUATION - 2013

47 substances on CoRAP 2013
e 37 with DD

1 unknown (“late joiner”)

e 9 no DD = concluded?

NEW!
3 appeals to BoA against the DD



SUBSTANCE EVALUATION - Costs

WHQO?

« all the ones having received the
DD?

PLUS

e any “late joiners” that would be 1
entitled to get one ?

 all that are concerned by a ,‘
requirement ?
WHAT?

e Test... tonnage related ?
o EXxposure information...
use related?




The Model (Lead) Registrant

& Evaluation
[

 make sure the dossier is up to date all times

o keep up to date list of co-registrants/stakeholders

 strives for transparent communication & cost-
sharing rules

* provide meaningful input to request/consultations
on time




THANK YOU
Q&A?

cti@reachcentrum.eu

+32 2 676 7249



