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Content £\ ECHA

n Chemicals Agen

1. When and how to pre-register
2. State of play of pre-registration

3. Main recommendations based on our experiences
during the first half of the pre-registration period

4. Important reminders and new features

5. Next steps after pre-registration up to registration
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Basics of pre-reqgistration £ ECHA

n Chemicals Agen

Pre-registration is an option under REACH
for potential registrants of phase-in substances,
to benefit from extended deadlines for registration.

It takes place from 1 June to 1 December 2008
When omitted, companies can no longer
manufacture, import or place on the market

phase-in substances or preparations containing
those substances until they have registered them.
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Tools for pre-registering £ ECHA

n Chemicals Agen

1. REACH-IT

2. IUCLIDS

3. other IT tools
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REACH-IT £\ ECHA

n Chemicals Agen

 Main IT system of ECHA to support REACH
operations, notably pre-registration

« REACH-IT went live on 31 May 2008 at 21:15
— on 1 June, 1286 pre-registrations were submitted
— on 22 July, “bulk” pre-registration was made available

 All potential registrants and their third party
representatives must sign-up in REACH-IT and
Create an account

available on ECHA website:
echa.europa.eu/reachit/portal_en.asp
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REACH-IT BRECHA

European Chemicals Agency

e Several options to pre-register:

— Online pre-registration
» Creation of pre-registration directly in REACH-IT
* One substance at a time
* No restriction on substance identity: with/without EC number

— Bulk pre-registration

Submission of a large number of pre-registrations (500) in one
step

Limited to substances (incl. similar substances) and constituents
with EC numbers

Pre-registrations are prepared outside of REACH-IT by using a
separate system and submitted in a “bulk” file

Bulk file must be compliant with the XML published by ECHA
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JUCLID 5 BRECHA

European Chemicals Agency

o for preparing bulk pre-registration files using the plug-in
e used locally in company IT installations
o also for dossier preparation: registration, PPORD,...

IUCLID 5

INTERNATIONAL UNIFORM CHEMICAL INFORMATION DATABASE

available for download free of
charge on IUCLID website:
http://echa.europa.eu/iuclid
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Other tools BRECHA

European Chemicals Agency

 Made available by
— Industry trade associations
— Third party providers

e Only restriction

— Bulk file must be compliant with the XML published
by ECHA
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Pre-registration state-of-play @& ECHA

European Chemicals Agency

4 months into the pre-registration period:

— more than 10,000 Companies from all 27 MS + EAA

— number of sign-ups Is increasing
e 600 per week in August
e 800 per week In September

— more than 400,000 pre-registrations received
 More than 150,000 “valid” pre-registrations
* 40,000 different substances pre-registered

— some companies have / want to pre-register the
complete EC list
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European Chemicals Agency

| egal entities signed up

total = 10977 (01.10.2008)
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Pre-registration state-of-play BECHA

European Chemicals Agency

* Bulk pre-registration:
— operational since 22 July 2008
— now the most used pre-registration method

— 10% failure after submission  format, structure and
content must be compliant

— |limit of 10,000 on the number of substances that can
be submitted per company without prior approval

* Online pre-registration:
— remains important with >7,000 pre-registrations per
week
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Pre-registration experiences BECHA

European Chemicals Agency

e Substance name: no major problem so far
— >98% of pre-registered substances are on EINECS
— Remaining substances: mostly identified by CAS
number
— some substances identified only by chemical name
e sometimes even with the EINECS or CAS number
mentioned in comments field!

e Polymers
— Monomers should be pre-registered

* Multi-constituent substances
— preparations should NOT be pre-registered as multi-
constituent substances
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Pre-registration experiences BECHA

European Chemicals Agency

e Substance name: screened by ECHA
— for substances without an EINECS number
— multi-constituent substances

* Use of functional mailbox to communicate with
the pre-registrant in case of issues facilitate
SIEF formation by industry after pre-registration

— mainly omission of an existing EINECS number
(should be used, not merely mentioned in remarks
field)

— use of non-English chemical names
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Main recommendations BeECHA

European Chemicals Agency

1. Know your substances

Pre-register the phase-in substance you intend to

register + for certain types of substance, if companies
are not sure that the substances will be registered by
01/12/2008

Follow the Guidance on substance identification
for naming your substances

Respect the preferred order for substance

identifiers to use: - 1. EC number
— 2. CAS number and CAS name
— 3. IUPAC name
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Main recommendations £ ECHA

n Chemicals Agen

2. Pre-register in time

 Due to the 6 hours quarantine period,
ore-registration numbers for bulk submissions
can come up to 24-48 hours later

3. Fill in your company’s and contact person’s
details correctly

e data sharing is an obligation
« ECHA and/or MSCA might want to contact you
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Pre-reqgistration reminders BeECHA

European Chemicals Agency

 Pre-registration period: 1 June - 1 December 2008
(inclusive)

 Article 28.6
As a first-time manufacturer or importer, you can
pre-register after the pre-registration period, but:

— at the latest 6 months after manufacturing or importing
exceeds the 1 tonne threshold; and

— at least 12 months before the relevant transitional
deadline for registration.
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Pre-reqgistration reminders BeECHA

European Chemicals Agency

o Article 8
Only Representatives can only be appointed by a
person outside the Community who
manufactures a substance, formulates a
preparation or produces an article that is
Imported into the Community.
The documents showing this must be available

* Pre-registration number is linked to the legal
entity which has pre-registered

— It cannot be transferred/sold to another Legal Entity
without a justification (merge/split/divest, etc...)
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Pre-reqgistration reminders £ ECHA

n Chemicals Agen

o A pre-registration can at any time be updated in
REACH-IT

— All fields can be updated, except the substance identity

e |[f a potential registrant is no longer interested in a
substance, he can “deactivate” his participation in
the pre-SIEF, but he remains visible to the others
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New: how to delete BRECHA

European Chemicals Agency

* to have a pre-registration deleted

— send the request by registered mail to:
ECHA, Directorate C / Pre-registration Team
Annankatu 18, 00121 Helsinki, Finland

— Include a print-out of the submission report

« ECHA will exclude it from the list of pre-registered
substances and later delete the pre-registration
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Next steps BRECHA

European Chemicals Agency

Pre-
registration

l

e Pre-registration is now open until 1 December 2008
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Next steps BRECHA

European Chemicals Agency

Pre- List of
registration  pre-registered
substances

v

« ECHA has published this week a list of substances
pre-registered by 1 October 2008 (intermediate list)
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BRECHA

European Chemicals Agency
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Next steps

Pre- List of
registration  pre-registered
substances

l

 ECHA will publish the final list of pre-registered
substances by 1 January 2009

o After 1 January 2009, DU can notify ECHA of their
Interest In a substance not on the list

o After 1 January 2009, data holders may indicate that
they have data on pre-registered substances, using
REACH-IT

http://echa.europa.eu
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Next steps

Pre- List of pre-SIEF
registration  pre-registered (ECHA
substances website)

|

« REACH-IT brings submitters of the same identifier
together in a “pre-SIEF” webpage
e Can see contact details of:
— other pre-registrants

— early registrants, substances regarded as registered
— data holders after 1 January 2009

http://echa.europa.eu
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SIEF formation facilitator

To initiate discussions after pre-registration a “SIEF
formation facilitator” can be identified on the pre-SIEF
webpage:

* Only potential registrants can volunteer to become
SIEF formation facilitator, on a first-come first-serve
basis

e Not legally binding, no additional obligations

e Can post information to the other participants in a
separate text box on the pre-SIEF webpage, e.g. on
further communication tools to be used
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Next steps

Pre- List of pre-SIEF SIEF
registration pre-registered (ECHA (industry
substances website) platform)

|

 Industry needs to agree on SIEF formation and share
data and costs within the SIEF
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What is a SIEF?

« Obligatory platform to:

— share data among potential registrants of the same phase-in
substances and data holders + avoid unnecessary testing

— agree on classification and labelling

Suitable platform to organise the mandatory joint
submission of data

Potential registrants within a pre-SIEF must discuss
whether their substances are the same

If agreement on the sameness: SIEF is ‘born’ (Article 29)

No ECHA intervention on agreement on sameness of a
substance, cost sharing for studies or consortium
formation
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Next steps

Pre- List of pre-SIEF SIEF Registration
registration pre-registered (ECHA (industry (joint
substances website) platform) submission)

 Industry needs to jointly submit data to ECHA
via REACH-IT
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For more information...

e Detalled information on ECHA website
— Pre-reqistration section in 22 languages
— User guides for sign-up and pre-registration
— Guidance documents, e.g. on substance identification
— Downloadable answers to FAQ in all languages

 Regular communication with stakeholders
— News Alerts on ECHA website

— Leaflet distributed to trade associations and Member
States Competent Authorities

— bimonthly ECHA newsletter
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Thank you

for your attention
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