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	What?

	1. Any substance as such or included in a mixture is subject to mandatory registration prior to import from outside the EU if the importer brings in quantities exceeding 1 t/y, unless the exception rules according to Art. 2 apply or the substance is considered as being already registered. This is the case for additives to be used in herbicide or biocide products as well as for substances that have already been registered according to Directive 67/548/EEC (Classification, Packaging and Labeling of Dangerous Substances).

2. Substances listed in ELINCS (“non-phase-in substances”) are considered as registered, along with certain substances in herbicides and biocide products under the conditions listed in Art. 15.
3. Monomers ≥ 1 t/y in imported polymers must be registered, polymers themselves however are neither sub​ject to registration requirements nor suitable for registration. 

4. Preparations/mixtures and products as such are neither subject to registration requirements nor suitable for registration.
5. Substances that have been registered and then were exported do not have to be re-registered when they are re-imported if the prerequisites according to Art. 2 (7c) are met.

	Who?

	6. All importers located in the EU (direct importers, and import distributors if applicable) must register their substances. Manufacturers not located in the EU may have their substances registered through an importer, but also through a so-called “only representative” located in the EU, who does not necessarily have to be an importer at the same time (Art. 8).

	How?

	7. All registration documents must be submitted to the European Chemicals Agency (ECHA). Data must be entered by using the data transfer program IUCLID.
8. The registration dossier includes:
· Information on the importer;
· Substance identity incl. impurities and analyses (see BDI Guidance 2.2.8);
· Information on manufacture and uses;
· Classification and labeling;
· Information on safe use;
· Simple or qualified summaries of the required studies (acc. to annexes VII, VIII, XI);
· Quality assurance information;
· Suggestions for additional studies, if applicable;
· Confidentiality claims;
· Chemical safety assessment and report, if required acc. to Art. 14.
9. A registration fee is payable when submitting the registration dossier (Title IX). The fee is waived for the volume range from 1 to 10 t/y, provided the dossier contains all information as specified in annex VII.
10. Data sharing is mandatory for animal studies. Although this requirement also applies to other tests, a verified “opt-out” is possible if no agreement can be achieved regarding the data to be used, if there are confidential​ity problems, or if the cost would be unreasonably high (Art. 11 (3)).
11. If any of the data submitted during registration change, the registrant must update the registration immedi​ately. For example, if the volume range changes, the Agency must be notified of any additional information that may be required (Art. 22).

	When?

	12. Substances ≥ 1,000 t/y, cmr substances (categories 1 and 2, ≥ 1 t/y, see Classification List) and substances
≥ 100 t/y, which are labelled R 50/53 (see PBT, vPvB): until 30.11.2010; the transition period expires on 1.12.2010.
13. Substances ≥ 100 to 1,000 t/y: until 31.5.2013; the transition period expires on 1.6.2013.
14. Substances ≥ 1 to 100 t/y: until 31.5.2018; the transition period expires on 1.6.2018.
15. The average production of the three immediately preceding calendar years determines the applicable volume range (Art. 3, No. 30), then the volume within each of the three years must exceed 0 t.
16. The above transitional regulations only apply to phase-in substances, provided they were pre-registered on time.
17. Phase-in substances that were not preregistered ("existing substances" as well as intermediates not listed in EINECS and “No longer polymers”) must be registered after the end of the pre-registration period (1.12.2008, see BDI-Guidance 2.1.1) for volumes exceeding ≥ 1 t/y prior to starting import shipments.
18. Non-phase-in substances (i.e., new substances not listed in ELINCS must be registered from the start of the pre-registration phase (1.6.2008, see BDI-Guidance 2.1.1) for volumes exceeding ≥ 1 t/y prior to starting im​port proceedings.

	Hints, recommendations, further links

	19. Hints, recommendations:
a) There are no minimum concentrations for substances in mixtures, but the threshold of 1 t/y per substance applies.
b) With the EU Regulation on GHS having entered into force on 20.1.2009, the new regulations for classi​fication and labelling became relevant for registration.
c) Intermediates and research-related substances are subject to reduced registration requirements.
d) The "Guidance on data sharing" of the ECHA states that after 31.5.2008, the clarification of data sharing needs (“inquiry-process,” p. 63. ff., item 6.5) acc. to. Art. 26 and 27 may require an interruption of the production/import for three weeks prior to the registration of non-phase-in substances or non-registered phase-in substances until an agency notification is received (see Art. 21). From the perspective of the in​dustry, this interpretation is not consistent with the REACH-Regulation, as such requirements would have completely disproportional effects across the entire supply chain and are therefore unacceptable.
e) The substance volumes to be registered according to Art. 6 and 7 (substances as such and substances released from products as well as intermediates) are counted separately according to the European Com​mission, cf. particularly the 1 t/y threshold.
f) Substance evaluations developed for Regulation (EC) No. 793/93 (“Council Regulation on the Evalua​tion and Control of the Risks of Existing Substances”) should be used for substance safety reports.
20. Further links:
a) ECHA:
· State of SIEF-organisation,
· procedure for Lead Registrants,
· information procedure for Joint Submis​sion,
· information on Data Sharing,

· information Registration,
· Business Rules for dossier submission

· Legally non-binding:
· "Guidance on registration",
· "Guidance for monomers and polymers",
· "Guidance on data sharing",
· "Guidance on information requirements under REACH"
· "Guidance for Annex V - Exemptions from the obligation to register"
· "Guidance on intermediates"
· Hints on Invoicing Process and Payment, REACH-Fees Regulation
· Information on Inquiry for non-phase-in-substances and not pre-registered phase-in-substances

· Registration number for Substances, which were notified under Directive 67/548/EWG (NONS)
· ECHA -„Practical Guides“
b) BDI: Sample agreements for issuing the right to reference registered data and to utilize individual studies for registration can be downloaded here.


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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