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Updated version: January 2012
This is an updated version of the October 2011 with some corrections:

·  Pages 4 (2nd paragraph): addition on LR obligation to ask for test and members to react
· Page 5 & 6 (second and third paragraph): addition that a substance is phase-in for a specific LE. Also clarification that registration numbers for notified substances can be claimed and correction SIEF webpage into pre-SIEF page in REACH-IT.
· Page 6 (two boxes): first box deleted, second box clarified that revision of Annexes IV and V is over
· Page 7 (second paragraph): clarification on pre-registration by DU and ECHA support. 
· Page 8 (table): deletion registration deadlines according to classification (only valid in 2010)
· Page 9 (last paragraph): addition that a substance is phase-in for a specific LE. Also mention that read-across is supposed to be identified during pre-registration but this may lead to problems.
· Page 10 (fifth paragraph): stress the fact of being illegally on the market if no (pre-)registration if one is needed
· Page 15: deletion of paragraphs referring to bulk pre-registration
· Page 16: (third paragraph): deletion of reference to register ‘alone’
Updated version: October 2011

This was an updated version of the September 2011 with two small errors corrected in sections:

· Who can submit a late pre-registration? (page 6)

· Will there be a late pre-registration number? (page 14)
This document gives guidance to companies on the (late) pre-registration process including practical information on how to submit a (late) pre-registration.
For more guidance on SIEF process under REACH please visit: Cefic and ECHA websites:

http://www.cefic.org/Industry-support/Implementing-reach/
http://echa.europa.eu/sief_en.asp
Disclaimer

The information contained in this paper is intended for guidance only and whilst the information is provided in utmost good faith and has been based on the best information currently available, is to be relied upon at the user’s own risk. No representations or warranties are made with regards to its completeness or accuracy and no liability will be accepted by Cefic nor any company participating in Cefic for damages of any nature whatsoever resulting from the use of or reliance on the information. This document does not necessarily represent the views of any company participating in Cefic.

Copyright

Copyright © of Cefic (AISBL), all rights reserved except for the Cefic members. No part of this publication may be reproduced, stored in a retrieval system or transmitted in any form or by any means, mechanical, photocopying, recording or otherwise, without prior written permission of the owner. Cefic claims no copyright on any official document, such as the REACH guidance documents (whose abstract may be used in this publication) or information provided by the EU Institutions and ECHA.  Please apply to Mercedes Viñas (MVI@cefic.be)
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What is a late pre-registration, why is it important and when it can be submitted?

Pre-registration is the means by which potential EU registrants including European Economic Area (EEA) manufacturers and importers of phase-in substances above 1 tonne per year
, inform the European Chemicals Agency (ECHA) of their intent to register. Pre-registration via the ECHA’s REACH IT system is without a fee and will be of benefit to potential registrants in the following ways:

· Benefit from extended timelines in which potential registrants can prepare for and submit their registration dossiers without interruption of manufacturing or importing. This provides additional time to organise the collection, sharing and assessment of available data and the collective generation of missing information

· Receipt of information regarding all other pre-registrants of the substance to enable them to start the process of verifying substance sameness and form a Substance Information Exchange Forum (SIEF). The purpose of this forum is to share data, thereby avoiding duplication of studies in particular vertebrate animal testing, to submit testing proposals for more advanced tests, to agree on classification and labeling and to work together towards registration

Pre-registration, which initially took place in the six-month period from 1st June 2008 to 1st December 2008 inclusive, is not strictly mandatory under REACH Regulation. However, the manufacture and importation of phase-in substance without pre-registration and without immediate registration is in breach of the REACH regulation.
Please visit the ECHA page on pre-registration for more details:

http://echa.europa.eu/sief/pre-registration_en.asp
It is not mandatory to register following pre-registration, if for example, the manufacture or importation is stopped prior to the registration deadline. 

After the initial pre-registration phase in 2008, there are still provisions to make a late pre-registration in case of a 1st manufacture or a 1st import of a phase-in substance. A late pre-registration will take place within 6 months after the 1st manufacture/1st import of the phase-in substance but not later than 12 months before the intended registration deadline.

The Directors Contact Group (DCG) has discussed a solution to avoid supply discontinuity in case of the EU supplier has not preregistered and/or registered in time and we are no longer in the conditions of late pre-registration. All DCG solutions can be found here: http://echa.europa.eu/stakeholders/dcg_en.asp
What are the practical implications of Pre-registration?

The result of pre-registration is to place automatically the pre-registrant into a virtual group of pre-registrants of the same phase-in substance (same EINECS number or other same identifier), called a pre-SIEF. Potential registrants in the pre-SIEF shall work together; this cooperation will be initiated by a candidate Lead Registrant (LR) (who will substitute the former SIEF Formation Facilitator SFF, as suggested by the ECHA in the guidance) who will first verify if all pre-registrants have the intention to register the same substance. Once the sameness of substance has been agreed a SIEF is formed and its members will decide upon the substance classification and labeling and share data required for registration. For companies doing a late pre-registration the discussions on substance sameness may have been concluded already by the previous participants. Please contact the Lead Registrant for details on the substance agreement.
Within both pre-SIEF and SIEF, potential registrants and data-holders are obliged to respond to relevant questions from the candidate LR. Data Holders, however, are not entitled to request data. In pre-SIEF the relevant questions are regarding substance identity. Questions on substance physical chemical properties, toxicology, eco-toxicology and classification might be relevant only in the SIEF when the potential registrants have agreed on the substance sameness. The successful progress of potential registrants through these initial stages will require a pragmatic focus on the end point of registration.

Be aware that the LRs have the obligation to ask for vertebrate animal testing and may ask for non-vertebrate animal testing. SIEF members have the obligation to respond to all the requests.
According to the REACH Regulation, the SIEF will exist until 1 June 2018 and companies may need to actively participate in the SIEF activities. ECHA will decide on any remaining testing proposals until 1 June 2022. However, there may be activities in the SIEF beyond this date due for example to a decision under the dossier evaluation process.
Further Information: See “Preparation for pre-SIEF and ECHA Guidance on Data Sharing 
Information on other pre-SIEF members will be listed in a closed ECHA page of REACH-IT to which you will have automatic access following pre-registration. This page can be seen by:

· Potential registrants of that substance;

· Potential registrants of the substance(s) listed at pre-registration as candidate(s) for read across;

· ECHA and national authorities.

This page of REACH-IT will be updated every time a new potential registrant pre-registers the same substance, including late pre-registrants and all members of the pre-SIEF will receive a message indicating the page updates unless they deactivated this option at pre-registration.

The ECHA is publishing the following information on its open website:

· Names of all pre-registered substances including Chemical Abstracts Service (CAS) numbers, European Inventory of Existing Commercial Chemical Substances (EINECS) numbers and other identity codes

· The first envisaged registration deadlines

· Substances intended to be used for read-across approach, Qualitative or Quantitative structure-activity relationship (QSAR) and grouping. 

Pre-registrant company names are not be published on this open website.

What substances can be pre-registered?

Only phase-in substances that meet any of the following criteria can be pre-registered: 

· Listed in EINECS;

· Manufactured in the EU (not necessarily exceeding the amount of 1 tonne per year), but not placed on the market in the EU by the pre-registrant in the 15 years before 1st June 2007 (e.g. intermediates, R&D substances)

· "No-Longer Polymers (NLP)" and placed on the market before entry into force of REACH (1st June 2007). 

All other substances are non-phase-in substances and cannot be pre-registered and shall be registered directly. 
Any phase-in substance that is not pre-registered by a specific Legal Entity, whatever initial or late pre-registration, becomes de facto a non phase-in substance for that Legal Entity. This substance is subject to immediate registration before manufacturing/import in the corresponding Legal Entity.
All chemical substances that have been previously notified in the EU under the Directive 67/548/EC are considered as being registered under REACH according to the original tonnage band they were registered for. A registration number has been assigned to these substances by December 1st 2008. A notifier can claim this registration number since December 2008 to ECHA. Therefore pre-registration is not applicable for the legal entities which have notified these substances. This is summarised in Figure 1 (below).
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Figure 1 Decision tree for pre-registration for phase-in substances 

A company’s inventory of substances to be pre-registered should contain all substances (except those exempted, see below) that it wants to continue manufacturing/importing in amounts > 1 tonne per year. It may also contain strategically/critically-determined substances at the discretion of the company.

This company inventory has to be maintained; be aware that any change in the tonnage band of your substances does not require you legally to update your preregistration but you can do it if you want. This company inventory shall trace all substances flows and determine those that could be subject to further late pre-registration. Be aware that this inventory should be available for the enforcement national authorities upon request.

Further Information: See “What do I need to consider before I pre-register?”

You need not pre-register substances that you source from EU suppliers, because the EU manufacturer or importer shall register them to continue manufacture / import, (no data no market). To ensure continuity of supply, it is advised to seek confirmation from the EU supplier that they have (pre-) registered their substances.

Pre-registration, and indeed registration, is for substances only and not for preparations (blends or mixtures) or articles. The component phase-in substances of a preparation imported above 1 tonne per year need to be pre-registered to benefit from the extended deadlines. The same applies to substances that are intended to be released from articles.

Further Information: For the (pre-) registration and notification obligation of substances in articles, see Article 7 of the REACH Regulation or ECHA’s Guidance on requirements for substances in articles 

Substances that are exempted from registration need not be pre-registered. However, it is advised to consider substances below 1 tonne per year per legal entity depending on manufacture/ importation volume forecasts.

Consult Articles 2 and 9 and Annex IV and V of the REACH Regulation for the complete list of substances exempted from registration 

The list presented below is not exhaustive list, but provides some examples of exemptions:

· All substances manufactured or imported below 1 tonne per year (note that registration may be exempted, but classification and labeling obligations still apply);

· Polymers (note that polymerised monomers ≥ 2 wt.% and above 1 tonne per year and any other used substances chemically bound to polymers should be registered – refer to the ECHA’s Guidance for monomers and polymers 

· Any additive to preserve the stability of the substance are part of the substance and need not be (pre-) registered separately unless they are manufactured separately in quantities > 1 tonne per year;

· Impurities are part of the substance and need not be (pre-) registered separately

· Waste as defined in Directive 2006/12/EC;

· Substances mentioned in Annex IV (subject to review) of the REACH regulation;

· Substance exempted from the obligation to register according to Annex V (subject to review) of the REACH regulation.

Who can submit a late pre-registration?
EU manufacturer and importer can perform a late pre-registration. An only representative appointed after 1 December 2008 can pre-register the substance in accordance with Article 28(6) until 12 months before the relevant registration deadline, provided that the substance originating from the non-EU manufacturer was not placed on the market previously in a quantity at or above 1 tonne/year after 1 June 2008.
If you are a legal entity inside the EEA that would like to continue import of substances from outside the EEA, you are required to register. Import is the physical introduction of substance into the custom territory of the European Community. The obligation to register, and therefore entitlement to pre-register lies with the EU-based legal entity that is responsible for the import of substance into the European Community. There is no direct link or interdependence between the transfer of ownership, cost, freight/transport, insurance and customs duty (INCOTERMS) and the role in REACH of an importer.

In case your EU suppliers indicate that they will not (pre)-register their substance(s), an alternative supplier or alternative substances may be sought. A Downstream User may choose to become an importer. He can then pre-register the substance and therefore become a potential registrant, if for example there is no indication that his suppliers will (pre-) register and no other alternatives exist. In addition, article 28 (5) of the REACH regulation indicates that DU may notify ECHA of his interest in the substance, his contact details and the contact details of his current supplier. ECHA shall publish on its website the name of the substance, and on request provide contact details of the DU to potential registrants.
What information is to be submitted in a late pre-registration?

The legal requirements for pre-registration are provided in Article 28 and Annex VI Part 2 of the REACH Regulation. The following provides further guidance on the information to be submitted:

· The name of the substance:

· Name(s) in IUPAC (International Union of Pure and Applied Chemistry) nomenclature or other international chemical name(s)

· EINECS number (This, together with the name is the most important identifier for pre-registration. Other identifiers such as CAS number and name or the chemical name should be used, if EINECS number is not available);

· CAS name and CAS number (if available) If several CAS numbers for the same substance apply, they may be added as read across substances or as separate pre-registrations;

· Other names (usual name, trade name, abbreviation or formula);

· The name and address of the potential registrant (the legal entity) including name of contact person at legal entity level (email address mandatory). It is recommended to use a functional email box, e.g. REACHlegalentity@companyX.com;

· The name of the contact person for the SIEF at substance level. It is recommended to use a functional email box, e.g. REACHsubstance@companyX.com The two contact details above may be different.

It is recommended to provide functional email addresses for the legal entity and substance contact details.

· The name and address of the Third Party Representative (TPR) where appropriate. Any manufacturer or importer may appoint a TPR in the (pre-) registration process. Pre-registration using a TPR may be considered if confidentiality is important to you. This is typically the case when a company wishes not to disclose their interest in a particular substance as this may give indications to competitors about production or confidential business information. A registrant nominating a TPR retains full legal responsibility for complying with its obligations under REACH. The TPR will need to sign up as a legal entity object in REACH IT prior to pre-registration.
Further Information: See How to submit your pre-registration, below and further information on the ECHA website (http://www.echa.europa.eu/sief/submission_en.asp)
· The envisaged registration deadline for the tonnage band, see Table 1. The manufactured or imported quantities per year may be projected on the basis of the average volumes for the three calendar years preceding registration. 
· As the 1st registration deadline (i.e. 30 Nov 2010) is now over, no late preregistration for this deadline can be submitted.  
	Phase-in substance volumes

	Deadline for registration

	
	

	≥ 100 tonnes per year
	31 May, 2013

	≥ 1 tonne per year
	31 May, 2018


Table 1: Registration deadlines according to volume 

· Indicate similar substance(s) which you intend to use for read-across approach or Qualitative or Quantitative structure-activity relationship (Q)SAR (optional).

Read across or grouping is the generation of information on intrinsic properties of substances by information from structurally related substances. (Q)SAR may indicate the presence or absence of certain substance properties. Results of (Q)SARs may be used instead of testing when certain conditions are met. Indicating read-across or (Q)SAR in pre-registration, links the pages of the pre-registered substance and the read-across substance in REACH IT. This will directly give pre-registrants mutual access to their contact details.

Companies should be aware that contact details indicated at pre-registration will be made available to all potential registrants of the substance(s) pre-registered under the same identity as well as to potential registrants of all other substances for which read-across possibilities have been indicated. This opens up a wider virtual population of potential registrants to discuss data, which will not enhance the efficiency of setting up SIEF in the early stages following pre-registration.

Although the identification of potential read-across substances should ideally be done during the pre-registration process, this may lead to problems. As it will not be known at pre-registration time if missing data will become available in the SIEF, the proper time for finding read-across candidates is rather when data gaps become known during the data-sharing process,. At that time it will also be known if read-across candidates have been (pre) - registered and thus are available for reading across. This read-across entry can be modified after SIEF have been established.

· Indicate whether you wish to be a SIEF formation facilitator (SFF) (optional). Be aware that Cefic recommends that it should be the company interested in becoming LR i.e. the candidate Lead Registrant (LR) - instead of SFF the one who initiates the cooperation among SIEF members. During the (pre-)SIEF period the candidate LR will act as coordinator; initiate and conduct discussions, facilitate the exchange of the information and data required within the SIEF including agreement on classification and labeling.

The role of the candidate LR is entirely voluntary but is beneficial to any SIEF member to initiate the cooperation process among SIEF members. However the Lead Registrant has to be nominated officially once the sameness of substance has been, determined and the SIEF is formally set up. However, there might be a liability according to civil law, e.g. if the candidate LR does not fulfill contractual obligations. Potential candidate LR may decide to terminate the role at any time without penalty. The candidate LR is not automatically the lead-registrant.

The effort necessary for the candidate LR to co-ordinate the progress should not be underestimated. SIEF participants may consider compensating financially the SIEF facilitator for his services.

Further Information: on SIEF Facilitation, see ECHA Guidance on data sharing)
· Indicate the wish to receive REACH-IT updates of the pre-SIEF (optional). Selecting this option means that you will receive an email message every time another pre-registrant pre-registers the same substance. If you do not want to receive these messages, do not activate this option. Access to the REACH-IT web page to check the latest information is continuously available following pre-registration, regardless of whether this option is selected. 

Further Information: The final format for the submission of the pre-registration data is described in “How to submit a pre-registration”.

A substance can only be pre-registered once for each legal entity that manufactures or imports that substance. Pre-registration does not require information on the details of substance composition, the use of the substance or whether the substance is an intermediate.
What happens if I do not pre-register?

If a Specific Legal Entity intends to continue to manufacture or import phase-in substances in quantities over 1 tonne per year after 1st June 2008 and failed to pre-register within the time period 1st June 2008 to 1st December 2008, to be compliant with the REACH regulation, it must either:

· Submit an inquiry to ECHA and then a registration before continuing manufacture/import, or

· Immediately stop manufacture and /or import, or

· Restrict manufacture and /or import to amounts below 1 tonne per year.

First time (since 1st June 2008) manufacturers and importers of phase-in substances exceeding 1 tonne per year after 1st December 2008 (the closure of pre-registration) can still submit a pre-registration to the ECHA after closure of the initial pre-registration period. This is the so-called late pre-registration. This is on the condition that the pre-registration takes place within 6 months of first manufacture/import and providing the date of pre-registration is at least 12 months before the relevant registration deadline.

This also applies in the following cases:

· Article producers which use a phase-in substance intended to be released for the first time exceeding 1 tonne per year after 1st December 2008

· Importers of an article containing a phase-in substance intended to be released (which needs to be registered) for the first time after 1st December 2008

A late pre-registration cannot be submitted less than 12 months prior to the relevant registration deadline. In this case, this substance becomes a non-phase-in substance for the corresponding Legal Entity that failed to pre-register and a direct registration should be submitted to the ECHA after an inquiry
Examples:

· Manufacture and/or import of a > 1000 tonne per year substance for the first time on February 1 2009 requires pre-registration before August 1 2009 and registration before December 1 2010

· Manufacture and/or import of a > 1000 tonne per year substance for the first time on February 1 2010 cannot be pre-registered and an inquiry should be submitted to the ECHA
Manufacture and / or importation without (late) pre-registration or without direct registration is in breach of the REACH regulation and therefore illegal, and may be liable to fines back-dated to 1st June 2008 or the first day of manufacture/import after this date.
Marketing products after 1st December 2008 containing phase-in substances without pre-registration or registration is in breach of the REACH regulation and may be liable to fines backdated to 1st June 2008. Substances delivered before 1st June 2008 to Downstream users may be still marketed after 1st December 2008 on the condition that it can be proven on the basis of documentary evidence.

.

How to set up/maintain the company inventory and determine those substances subject to the late pre-registration?

To determine a pre-registration strategy for your company, the following questions should be considered:

· What is the role of your company with regard to the substance (Manufacturer, Importer, Downstream User)?

· What is the legal structure of the company and which legal entity in which country registers what substance?


The legal entity that is responsible for the manufacture or import.

· Which substances in my portfolio should be pre-registered? The current portfolio or also the future portfolio?


This fully depends on your current business policy for portfolio growth and the degree to which future scenarios are detailed for each individual company or legal entity.

· Are my substances of unknown or variable composition, complex reaction products, or biological materials (UVCB’s)? 


It is recommended to consider the ECHA’s Guidance for identification and naming of substances under REACH 
· In the case of imported polymers, preparations (e.g. master batches), multi constituent substances, or UVCB’s, do you have sufficient information on the substances used for the (pre-) registration process?


If you import substances with an unknown composition, you need to obtain detailed information about which substances in what quantities are used. Be aware that this information is the intellectual property of your supplier and that he will be very reluctant to reveal it to you. If your non-EU supplier does not provide this information, seek confirmation that the supplier will appoint an Only Representative.


In the case of imported polymers and master batches you are not only obliged to pre-register the monomers or other substance chemically bound in the polymer chain (if the conditions according to Article 6.3 of the REACH regulation are met), but also all other used substances like additives, colorants etc, with the exception of stabilizers.

· What are your strategic and critical substances in your process/portfolio?


Strategic substances are the key substances in your portfolio. Critical substances are those substances used in your process which are indispensable and for which no direct alternative suppliers exist. An example of a critical substance is a catalyst, but it also could be a special heating transfer agent for your reactor.

It is recommended to revisit/maintain on a regular basis the company inventory with the businesses in line with their strategy (manufacturing process changes, change in raw materials, legal entity change, R&D, acquisition ...)
Can I delete my pre-registration / late pre-registration?

 

Updates of the late pre-registrations are possible except for the substance identity 

 

It is also possible to deactivate the late pre-registration in the pre-SIEF, in this case the late pre-registration will still be visible to the other pre-SIEF members in REACH-IT, but the deactivated late pre-registration indicates that the company’s wish to remain dormant and not to participate in the SIEF discussions. The deactivation of a late pre-registration can be reversed.

	How to submit a late pre-registration


The majority of communications with the ECHA have to use IT systems. In most cases the basic path is that potential registrants prepare files (e.g. using IUCLID 5) in their local IT environment which are then submitted to ECHA via the REACH-IT platform. 

Before you can start to use the ECHA REACH-IT system you need to create a user account, which is related to the legal entity you work for. Current plans of ECHA would mean that you have to set up one account per legal entity that will register. Once you have done that, the IT system recognises which legal entity is submitting information. Therefore, there is no need to include legal entity information in your pre-registration: the system will recognise which legal entity it deals with by the login used. As a result of this, pre-registration information files need to be gathered by legal entity. 

Late Pre-registration can only be submitted via two routes as illustrated in the Figure 3 (below). ; manual input through REACH-IT online or via upload of prepared files (IUCLID 5 for example)

[image: image1]r submission of pre-registration files to ECHA. 
Figure 3. Schematic overview of options for submissions of pre-registration files to ECHA

Note: the bulk pre-registration route is no longer available for late pre-registrations.
Further Information: 

http://echa.europa.eu/sief/pre-registration_en.asp
What happens once I have pre-registered?
After successful pre-registration you will receive:

· A pre-registration submission number after validation

· A message in your internal mailbox, containing: 

· A link to the submission report which contains a summary of the information submitted, when it was submitted and by whom

· A pre-registration number for each substance and legal entity registered

· Access to the pre-SIEF web pages. You can view your pre-registrations by selecting “view pre-registrations” in the functional menu
The pre-SIEF page of REACH-IT is personal and can be accessed by the companies that pre-registered the same substance. All companies that submitted the same substance will be able to see each other’s contact details on this page.

Please note that there may be a delay from the moment of submission, until the reception of the late pre-registration number. This delay is due to a number of checks being done to the submission e.g. anti-virus check as well as the overload of the system. 
For more details about work in SIEFs, please consult the Cefic guidance ‘working together in SIEFs’:
http://www.cefic.org/Industry-support/Implementing-reach/Documents-and-Tools1/
How to submit a late pre-registration via REACH-IT online for substances without an EINECS or NLP number? 
If the phase-in substance does not have an EC number (i.e. without an EINECS number or an NLP number), you will have to submit the information manually via the website. In order to do so, you need to:

· Create an account in REACH-IT for your company (one for each legal entity!)

· Log in to REACH-IT

· Have the information on the substance you want to pre-register to hand
· Select “pre-register” in the functional menu
The steps that follow are:

· Identification of the substance (mandatory). 

· Identification of similar substances (optional, but not recommended, see above)

· Specification of tonnage band and envisaged deadline (mandatory)

· Contact of legal entity or third party representative
 (mandatory)

· Remarks, to indicate for instance further information that would help the SIEF formation process (optional)

· Validation (mandatory)

To follow these steps will typically take between 10 and 45 minutes per substance per legal entity. 

How to submit a late pre-registration via REACH-IT online for multi-constituent substances? 
Multi-constituent substances are identified as consisting of more than one main constituent. To pre-register multi-constituent substances, the identity of the main constituents should be given. The order in which the identifiers (EINECS or NLP numbers) are given is not relevant. 

If the substance can be described using EC numbers, the substance can be part of a bulk pre-registration. In cases where an EC number cannot describe one or more constituents, a manual pre-registration is necessary.

Is there another route to late pre-registration?

The second possibility that is offered by the REACH-IT system is the upload,of prepared files:

· Prepare the file (using the IUCLID pre-registration plug-in or another application), but for only 1 substance.

· Select / confirm / submit the file

· If no EC number is specified for the substance, REACH-IT checks 

· The EC inventory 

· All the previously pre-registered substances 

· Confirm whether or not (one of) the presented option(s) is the substance you want to pre-register.

This approach prevents re-typing the same information. For substances without an EC number (e.g. intermediates not placed on the market), this possibility seems to be preferable to the manual data entry option. 

Will there be a late pre-registration number?

The European Chemicals Agency (ECHA) upon successful submission of the pre-registration information provides a pre-registration number assigned to each substance and legal entity combination regardless if it is a bulk or a manual on-line pre-registration. The number is communicated via REACH-IT to the user who submitted the pre-registration. Pre-registration numbers are not referred to in the REACH regulation.

Pre-registration numbers are related in structure, yet are different to registration numbers. Both numbers are referred to in REACH IT as reference numbers

The generic structure of ECHA reference numbers is as follows:

Type - Base Number - Check Sum - Index Number 

o
Type is a 2-digit number describing:

o
01 - Registration

o
02 – Classification and Labelling Notification

o
03 – Substance in Article

o
04 – Product and Process Oriented Research and Development (PPORD)

o
05 – Pre-registration

o
06 - Inquiry

o
07 – On site isolated Intermediate registration

o
08 – Transported isolated Intermediate registration

o
09 – Data Holder Notification
o
17 – Late Pre-registration
Therefore the pre-registration numbers started with 05 and the late pre-registration numbers start with 17.

o
Base Number is a 10-digit number

o
Check Sum is a 2-digit number derived from the Type and Base Number. The check sum will be the same for the registration number of all members of a joint submission

o
Index Number is a 4-digit number giving the index of a member in a joint registration submission. When there is no joint submission (i.e. or when the concept is not applicable) 0000 will be used. Therefore the pre-registration number will terminate in the index number 0000.

The following form of late pre-registration number can therefore be anticipated:

17 – xxxxxxxxxx - xx - xxxx
How is a pre-registration number used?

The pre-registration number is the means of confirming to the pre-registrant that the pre-registration has been submitted successfully. There is no legal requirement to communicate the pre-registration number in the supply chain. 

The provision of a pre-registration number by a supplier does not guarantee his future compliance with REACH or continuity of supply as it is possible to pre-register but not follow through with registration. In addition, not all substances have a pre-registration number, for the simple reason that they have not been pre-registered because, they are not a phase-in substance, that they are manufactured or imported below 1 ton per year or that they are exempt from REACH. This is why it is advisable to suppliers to create REACH compliance statements for their customers at product level, rather than communicating pre-registration numbers. This approach, in particular for preparations, polymer substances or polymer preparations, is independent of the different pre-registration numbers of substances contained in the product.

The pre-registration number will not reveal the substance identity or legal entity. The ECHA will not publish pre-registration numbers so there is no way to check whether pre-registration by a specific legal entity actually took place. 

Recommendation: Careful consideration should be given by each Company to the communication of pre-registration numbers in the supply chain.

What is the difference between a submission number and a pre-registration number?

Immediately following successful on-line pre-registration of a single substance, the party who has submitted the pre-registration will receive a submission number and the substance contact person will then receive a pre-registration number.

This submission number proves that the user has submitted the pre-registration file.

Pre-registrants must use the submission number to communicate with the ECHA until a pre-registration number is provided. 

An example of a submission number would be ZD120393-43. Examples of Pre-reg numbers can be found in the previous chapter of this document.

How to ensure you pre-register correctly?

Before the main activities of SIEF, agreement on classification and labelling and data sharing, can commence, it is vital that each potential registrant is located in a single, correct SIEF per substance. This important step should bring into communication potential registrants and data holders, thereby maximizing the efficiency of future collaboration. Below are some key tips to ensure you pre-register correctly. If you are not in the correct SIEF, you have not pre-registered your substance correctly, because you have made a typing error or have selected the wrong EINECS number, you may be required to make an immediate registration.
Use the correct substance identity at pre-registration

A precautionary approach is advisable in order to avoid difficulties in finding other potential registrants of one’s substance after the pre-registration period has passed.

Use of the correct substance identity (see ECHA Guidance for identification and naming of substances under REACH) is critical to join the right SIEF. 
This may require additional company resources, incur a higher registration fee than a joint submission and potentially result in greater scrutiny of the dossier by ECHA in the evaluation phase.

The REACH-IT system will check the elements of CAS and EINECS number that can be checked automatically (e.g. the number of digits in the CAS and EINECS numbers). The accuracy of the information however cannot be checked by an IT system. If the EINECS inventory is not used to identify a substance, a typing error in the name will mean that the wrong substance will be pre-registered.

In the case the substance has a CAS number, it is advised to verify whether the name used (the one you would like to pre-register) corresponds to the name in the CAS-database.

In the case the substance has no numerical identifiers (EINECS, NLP or CAS number), verify the IUPAC name with the structural formula and the quantitative composition of the substance.

You can indicate synonyms for your substance without EINECS/ NLP number indicating to other pre-registrants which names are used for your substance.

Check the pre-SIEF REACH IT web page regularly

When a substance is submitted for pre-registration for the first time through REACH-IT a secure associated web page is created automatically. This web page is then accessible to all subsequent pre-registrants of the substance with the same name and / or other identifiers, (the pre-SIEF), and will contain certain data submitted at pre-registration including pre-registrant contact details, but excluding the registration deadline and the tonnage band. 

Recommendation: Do not enter any confidential business information or other data you do not want to share with other members of the pre-SIEF.

Recommendation: After receiving a message in the REACH-IT internal user’s inbox from ECHA giving the user the pre-registration number, recheck in REACH-IT if indeed the intended substance was pre-registered.

Recommendation: Good verification of the pre-SIEF page in REACH-IT can alert you to any mistakes.
A further indication of a wrong pre-registration could be the presence of a number of unexpected other potential registrants on the associated pre-SIEF page. In this case you may wish to contact the Lead Registrant or other pre-SIEF members to verify. Contact can be made using information provided by ECHA.

For the reasons above, it is advisable to check the associated pre-SIEF page in REACH-IT regularly. You can either enter the web page voluntarily, or request at pre-registration that you are notified by REACH-IT message of changes to the pre-SIEF web page. These changes include the addition of a new pre-SIEF member, a change of the SFF or changes of another member’s pre-registration information. The anticipated number of participants within the SIEF may influence your choice of voluntary access or REACH-IT message notification.

Can I change my pre-registration if a mistake is made?

You can only pre-register a substance once per legal entity. If you have made an error in the substance identity or the legal entity details, you will need to de-activate the pre-registration as it cannot be withdrawn and submit the correct pre-registration. The original pre-registration will remain dormant and readable. 
If you have made a mistake in entering information unrelated to substance identity or legal entity, then you may re-open the pre-registration and correct the mistake at any time. REACH IT will overwrite the first entry and update the SIEF web page. 

Definitions and Further Information

The definition of many terms used in this guidance can be found in the ECHA glossary
In addition, the following terms are defined:

European Economic Area: The 27 member states of the European Union plus Norway, Iceland and Liechtenstein

Data-holder: A legal entity that possesses relevant data to be shared in SIEF but does not intend to register, for example non-registering manufacturers, early registrants, Plant Protection Products (PPP) and Biocidal Products Directive (BPD) authorisation holders and Non-Governmental Organisations.

Data owner: Any legal entity within the SIEF that possesses relevant data to be shared.

For further information relevant to pre-registration, visit the ECHA REACH website, which contains specific guidance on:

Data sharing
Pre-registration
IUCLID 5
REACH IT 
Substance identification 
FAQ 



Late Pre-registration Guidance








� For phase-in substances that have been imported or manufactured for at least three consecutive years, quantities per year shall be calculated on the basis of the average production or import volumes for the three preceding calendar years


� For phase-in substances that have been imported or manufactured for at least three consecutive years, quantities per year shall be calculated on the basis of the average production or import volumes for the three preceding calendar years;


� There is a special requirement for pre-registration using Third Party Representatives (TPR). The TPR cannot do the pre-registration on your behalf, but you have to indicate –per substance – if you use the TPR. In order to do so, the TPR needs to create a REACH-IT account and supply you with the so-called UUID that has to be incorporated in the pre-registration. 





PAGE  
2

[image: image4.png]28:83Ceflc



[image: image5.png]


