Mid-term review of pre-registration – essential information for companies complying with REACH

Cefic is very much involved in REACH pre-registration activities. It recently participated in a mid-term review pre-registration, providing essential information for all those companies needing to comply with REACH in a workshop organised on 4 September 2008. 
The audience was mainly composed of managers and IT specialists from the Chemical Industry, IT consultants from Contractors and also a couple of European Commission representatives.

Participants in this mid-term pre-registration review shared their experience about pre-registration and gave an insight about future developments.

From the European Chemical Agency (ECHA)

Speeches aimed to inform attendees about the ECHA experience and the issues remaining.
Agency figures and facts
After the first 3 months of pre-registration:

· 7, 634 legal entities have signed from EU countries,
· More than 109, 000 substances have been pre-registered; 40% were entered manually,
· Around 1,800 bulk pre-registrations,
· 97% of substance names are on EINECS; 2% were identified by their CAS number, the remaining 1% was identified by the chemical name only.
ECHA is looking to publish an intermediate list of pre-registered substances in October 2008.

Some ECHA recommendations
· Follow the Agency guidance, specifically about the naming of substances and about the contact details for companies. 
· Do not use the portal as a training system, and do not carry out ‘tests’ with e.g. dummy companies or bogus substances. 
Next steps for ECHA tools: IUCLID5
 and the REACH-IT

· Next release of IUCLID5 is planned in few weeks.

IUCLID5 will then be able to support Windows Vista and will contain Query functionality and web services.
· Next release for REACH-IT is announced to be launch at the end of September. This new release will contain added functionalities such as Registration dossier submission, Joint submission, Invoicing, Online dossier creation (Inquiry, …), and Claiming of Registration number.
· The technical check of the compliance for dossier (Technical Completeness Check) and the invoicing process remain partially manual.
From industry
Cefic Industry members also shared their experience about both the current activity (pre-registration and pre-SIEF
) and the future steps they have to deal with.
General impressions about pre-registration
· It is easy to use

· Pre-registration of a substance gives automatically access to the corresponding pre-SIEF page.
Recommendations for pre-registration

· For a few substances (< 50) and for substances not in the EC
 inventory use the straightforward On-line Pre-registration

· For many substances (> 50) all in the EC inventory use Bulk Pre-registration with XML files

Option for pre-registration
Industry users have more than one option for submitting a file to REACH-IT. These are:
· IUCLID5 plug in, 
· The Cefic Concawe tool
, with already 2400 downloads since its launch. 
This tool makes bulk upload easy. It is an Excel-XML transfer tool. It supports bulk submission of Pre-registration data only. As a first step, users will populate Pre-registration data in a pre-formatted Excel spreadsheet. In the next step, conversion will take place from Excel to the published ECHA standard data format (XML) and a submission report will be created as soon as it has gone through a validation step with the REACH-IT system.
Users have to be always aware that the most important issue could be the compliance between the pre-registration file and the data format required by REACH-IT portal. A strong recommendation is to always check this file with ‘preregcheck.jar’
.
Legal Entity (LE) Management

To make life easier for Industry, recommendations on ‘how to manage the LE and your data within REACH-IT’ were made to the attendees.

· Maintain your data centrally and map carefully the LE and the role that this LE will play.
· Additional identification in REACH IT of the role is best done via the Company Name field, as this is shown in each screen.

· A unique user-identification has to be created for each Legal Entity (LE).
· A Legal Entity is identified uniquely by a main key in both IUCLID5 and REACH-IT systems, this unique identity is a key for unambiguous identification of a LE for a dossier submission later 
SIEF (Substance Information Exchange Forum)
At the end of the pre-registration period, Industry users will have to build the SIEF to fulfil the duty of data sharing
 . These obligations led Industry to express the need for a SIEF management system. SIEFReach, the first product of ReachLink SA, is a web-based platform that enables and manages a company’s Pre-SIEF and SIEF communication. This platform helps companies in communication and collaboration, with the ultimate goal of arranging the preparation of the joint Registration Dossier
. 
� Any� question about ECHA, please go to � HYPERLINK "http://ec.europa.eu/echa/home_en.html" ��http://ec.europa.eu/echa/home_en.html�





� IUC5: tool designed to capture & store, submit, and exchange data on chemical substances stored according the format of the OECD.





� Any general question about Pre-registration, please go to 


� HYPERLINK "http://www.cefic.org/Files/Downloads/Cefic%20REACH%20Pre-registration%20guidance%20updated.doc" ��http://www.cefic.org/Files/Downloads/Cefic%20REACH%20Pre-registration%20guidance%20updated.doc�





� � HYPERLINK "http://reach.jrc.it/public-2/glossary.htm?lang=en#D_EC%20Inventory" ��http://reach.jrc.it/public-2/glossary.htm?lang=en#D_EC%20Inventory�





�Any question about tools for pre-registration, please go to 


� HYPERLINK "http://www.cefic.be/Templates/shwNewsFull.asp?HID=1&NSID=698" ��http://www.cefic.be/Templates/shwNewsFull.asp?HID=1&NSID=698� 


� � HYPERLINK "http://ecbwbiu5.jrc.it/download/pre-registration/pre-registration_toolkit_0.2.zip" ��http://ecbwbiu5.jrc.it/download/pre-registration/pre-registration_toolkit_0.2.zip�





� Any general questions about SIEF formation and data sharing, please go to 


� HYPERLINK "http://www.cefic.org/Files/Publications/Cefic%20Guidance%20SIEF%20Formation.pdf" ��http://www.cefic.org/Files/Publications/Cefic%20Guidance%20SIEF%20Formation.pdf�


� Any question about SIEFReach, please go to � HYPERLINK "https://www.siefreach.com/wps/portal" ��https://www.siefreach.com/wps/portal�








