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	What?

	1. The pre-registration phase is finalised since 1.12.2008 (cf. "When" incl. exemption for later start of manu​facture or import). The following explanations have to be seen on this background.
2. The pre-registration is substance- and legal entity specific and concerns manufactured/imported substances > 1 t/y, and intermediates (Art. 28). Non-isolated intermediates had not to be pre-registered. The pre-regis​tration was imperative for the use of the transition deadlines for the registration of phase-in substances (30.11.2010, 31.5.2013, 31.5.2018, see BDI-Guidance 2.2.1; 2.2.2) according to art. 23.

3. Pre-registration at the European Chemicals Agency (ECHA) is obligatory for the use of the phase-in status of:

· EINECS-substances („existing substances“)

· substances produced within the EU (including the 2004 acceded Member states), but not marketed since 1.6.1992 (for example intermediates, export products),
· „No longer polymers” (substances with polymer status until 31.10.1993 (before the introduction of the polymer definition) and marketed before 1.11.1993),

· Monomers in polymers.

4. Not pre-registered phase-in substances („existing substances“, and intermediates not listed in EINECS and “no longer polymers”) have to be registered after the deadline of pre-registration (1.12.2008) before being produced/imported in quantities above 1 t/y. Registrants of not pre-registered phase-in substances are required to participate in the SIEF process and in data sharing.

5. The "Guidance on data sharing" of ECHA provides for clarification of the data-sharing requirements (“inquiry process”, pp. 63. ff., item 6.5) according to Article 26 and 27 that prior to the registration of non-phase-in substances or not pre-registered phase-in-substances, the production/import after 31.5.2008 has to be interrupted for 3 weeks until communication from the agency (cf. Art. 21). From the view of the industry this interpretation is not covered by the REACH-Regulation, as such targets would be disproportionate and therefore unacceptable.

6. Non-phase-in substances had to be registered from the beginning of the pre-registration phase onwards prior to manufacture or import for quantities > 1 t/y.

7. ELINCS substances are only considered as registered for a company that has notified the substance as a new substance. Regardless of this, companies, which have produced an ELINCS substance, e. g. as an intermedi​ate or produced prior to the entry into force of REACH, but have not marketed it were required to pre-register. They then had the option to use this substance until the end of the applicable registration deadline, no immediate registration was necessary.
8. Mixtures and articles have not to be pre-registered and neither need to be registered nor can be registered.

	Who?

	9. The pre-registration has to be performed by manufactures or importers of substances (each legal entity indi​vidually, as subsidiaries in EU member states).

	How?

	10. The pre-registration has to be sent to the ECHA and includes:

· Naming of substance according to Annex IV, Section 2, including EINECS and CAS numbers (if not av​ailable: any other identity code). This is also valid for the requirements of Annex XI, sections 1.3 and 1.5 (QSAR, groups of substances) (cf. BDI-Guidance 2.2.8).

· Name and address of the manufacturer or importer who pre-registers, name of contact person and deputy in accordance with Article 10, as given in Annex VI, Section 1.

· applicable range of quantity (see BDI-Guidance 2.2.1, 2.2.2).
· substances suitable for read-across (as substances with more than one CAS number or other numbers).
11. The pre-registration is made via REACH-IT on the ECHA portal directly for one substance after the other, or by using an excel spreadsheet for several substances. In addition, IUCLID 5 is applicable and recom​mended for companies, if already in use.
12. All pre-registrants of the same substance must participate in the respective SIEF (Substance Information Exchange Forum).

	When?

	13. The pre-registration had to be performed between 1.6.2008 and 1.12.2008. Since then pre-registrations are possible only for manufacturers or importers starting their activity (Art. 28).
14. If manufacture or import of a phase-in substance started after the end of this period (Art. 28 (6), Article 23 may be referred to, provided that within the first 6 months after manufacture or import start the necessary information is provided to the ECHA. This must also be done at least 12 months before the end of the respectively applicable transitional period for the registration of phase-in substances (see BDI-Guidance 2.2.1, 2.2.2)

15. On 1.1.2009 the Agency published on its website the pre-registrations by indicating: substance name, EINECS and CAS number (if available, other identification codes), and first registration deadline. 

	Hints, recommendations, further links

	16. Hints, recommendations:
a) Pre-registration does not oblige to register. The pre-registration according to Title IX is not subject to fees (Art. 74).
b) For later pre-registration in case of manufacture or import of a phase-in-substance after expiration of the registration deadline cf. ECHA-Website.
17. Further links:
a) ECHA:
· List of pre-registered substances
· Information on SIEF-formation and on SIEF-duties, state of SIEF-organisation, information on Pre-SIEF, SIEF-Software, procedure of Lead Registrants
· Legally not binding "Guidance on data sharing" with a chapter on pre-registration
· Information on pre-registration for First-Manufacturers or First-Importers
b) Cefic: Further information on pre-registration and pre-SIEFs under „New Pre-SIEFs Analyser Tool de​veloped by Cefic and CONCAWE“, „Amended version of the Pre-Registrations Analyser Tool“
c) BDI: A draft contract in English and German for the pre-communication in a SIEF can be downloaded here.
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The basis for this guidance is the version of the Regulation (EC) no. 1907/2006 published on 29.5.2007 in the Official Journal of the European Union L 136. The BDI does not accept any liability for the correctness of the information given here. This guidance will be updated if required in order to make the experience gained in practice immediately available. 
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