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Updated version: September 2011
The aim of this document is to provide Lead Registrants, and potential Lead Registrants, with an overview of their tasks and responsibilities as well as standard templates to support their actions. The paper is structured as a sort of Check list of actions that need to be undertaken.
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.
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Introduction

The article 11 paragraph 1 of the REACH Regulation establishes the role of the Lead Registrant (LR). Each SIEF must nominate a LR to submit the information that has to be submitted jointly according to article 11. Once the LR dossier has been submitted, the other members of the Joint Submission may submit their individual registrations according to their individual deadlines
.

The aim of this document is to provide Lead Registrants, and potential Lead Registrants, with an overview of their tasks and responsibilities as well as standard templates to support their actions. The paper is structured as a sort of ‘Check list of actions’ that need to be undertaken. They follow a certain chronological order but they do not need to be done strictly in the presented order below.  It is the responsibility of the LR to follow all or some of the advice provided here below. 
It should be noted that in some cases, some of the actions below can be carried out by a consultant, SIEF manager, consortium etc. on behalf of the Lead Registrant.
1. Lead Registrant nomination
Following the agreement on substance sameness, all the pre-registrants of the same substance become members of the same Substance Information Exchange Forum (SIEF). One of the purposes of the SIEF is to share data in order to prepare a Joint submission (JS). According to article 11 paragraph 1, this JS must be submitted to ECHA by an appointed Lead Registrant (LR) on behalf of the SIEF members.
1.1. Consult SIEF on your nomination as LR
Capable companies who intend to register in the earliest deadline should take responsibility and come forward as Lead Registrants for those SIEFs that need one, whilst understanding the responsibilities they are committing to.

Once a company has volunteered to become the LR for the SIEF, it should undertake the following:

1. The potential LR of a substance should send a survey to all SIEF members
 to announce his candidature as LR for the substance SIEF. In doing so, the LR should give a deadline for reactions in case SIEF members disagree with his candidature. It should also be specified that the absence of reaction by the given deadline means agreement with the nomination. An example of a survey of LR nomination can be found in the example 3 of the section 3.1.
2. It is also recommended to send at least one reminder to all SIEF members. The sending of the survey, reminder(s) and responses received, must be documented.  An example of a request to support a LR nomination is included in the examples of SIEF communication included in the section Keep SIEF regularly informed below.

3. Once the deadline is passed, it is recommended to confirm to the SIEF members that you are the nominated LR. Examples of how such communication may look like are given below:


[image: image2.emf]Example confirmation  LR Letter
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4. The LR can then notify to ECHA using the available web form
. The LR will be entitled to receive specific/ targeted information/ communication from ECHA.

5. Where applicable, the LR should also ask the SFF to release the SFF box in the pre-SIEF page of REACH-IT – if available – so that he can use it for SIEF communication and posting of information, to be made available to all SIEF members (current and future).

1.2. By-pass ‘unwanted’ SFFs
There is no legal basis for the SFF in REACH and pre-registrants have no obligation to use a SFF to run a SIEF. The LR is a mandatory role under REACH; the SFF does not automatically become the LR.  It is recommended that the (Candidate) Lead Registrant steps up from the beginning and organizes the discussions.
It should be noted that the SIEF Formation Facilitator (SFF) belongs to the pre-SIEF phase. Once the SIEF is formed, an LR must be appointed and therefore the role of the SFF becomes obsolete.

Please see related ECHA news-alerts on the ECHA website: http://echa.europa.eu/doc/reachit/sief_key_principles.pdf
Many SIEF members are spamming the SIEF with commercial information or confusing communications. The bona-fide (potential) LR should send an email to all SIEF members to inform them that his company has taken the role of LR and that other communications can be ignored.
If the SFF box for a substance listed within REACH-IT remains blocked by an ‘unwanted’ company, the LR could write to this SFF asking him to step down and informing him that he will be by-passed if he continues to block the SFF box.

An example of such letter can be found here:
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2. SIEF operations

2.1. Agreement of substance ID

The agreement on substance ID can be done by sending a proposed Substance Information Profile (SIP) to the SIEF. The SIP is available from Cefic website
:

An example of a survey on Substance ID is given here:

[image: image5.emf]Example Substance  sameness survey


It is recommended that the description of the substance identity provides enough flexibility to allow a maximum number of companies to agree with it and therefore become members of the SIEF. Substance naming should also be consistent with the ECHA Guidance for identification of substances under REACH.

The name and identity of the substance to be used for registration purposes should be agreed by all SIEF members. It should be clearly explained that members of the Joint submission must match their substance identity to that of the LR when submitting their own registrations. The acceptance is done via the membership confirmation and REACH-IT will not accept different substance ID for member dossier. More details are given in section 4.1.

Please note that individual purity and impurities have to be documented in the individual dossier part and therefore do not need to be disclosed. Each registrant must submit individually the identity of the substance according to the Article 11(1) of REACH. 

2.2. Agreement on SIEF rules via a SIEF agreement

The SIEF rules should include:

· operating rules

· data and cost sharing provisions

· arrangement on participation in the Joint Submission

· It is also highly recommended to define what the LR liabilities are

An example of these rules is the standard SIEF agreement developed by Cefic. This can be downloaded from the Cefic website – together with an explanatory note and a presentation of its benefits which can be used for SIEF communication. It must be noted that this agreement has been discussed and reviewed by a large number of companies’ lawyers; therefore discussions on its content should be limited.

In general, it is strongly recommended to use standard templates and documents for SIEF communication. If changes are made to any of the available model agreements, these changes should be clearly highlighted.
The standard contract includes some options e.g. for cost sharing or data valuation. The LR – in cooperation with the consortium or SIEF Leadership Team if existing – should select the most appropriate options and present a proposal for a contract to the entire SIEF. The options for data and cost sharing must be explained in a clear and transparent way to the SIEF members
.

The addition of more detailed information on costs sharing criteria in the SIEF agreement is not strictly required but highly recommended. Such detailed information may include studies valuation rules, cost sharing principles, additional factors (administrative cost, risk premium) and deduction factors (e.g. discount for REACH purposes only). A mechanism for reimbursement/additional payment may be envisaged in some cases and may include a threshold. 
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The LR must then record acceptance of this contract by SIEF members. This process of signature can be done using IT solutions (e.g. LINKinSIEF).
2.3. Liabilities and contractual arrangements
The Lead Registrant should clarify his liabilities e.g. what happens if the LR does not register in time or fails in his duties in some other way?

There are no specifics under REACH regarding the limitation of liability. Consequently, in accordance with the principle of freedom of contract, the SIEF participants can contractually define the liabilities in accordance to national laws. 

The Cefic model SIEF agreement addresses this issue limiting the liabilities of the Lead Registrant as follows: In particular, the Lead Members, including the Lead Registrant, shall not be held responsible and liable for delays in the completion and submission of the Joint Registration Dossier, unless caused by gross negligence or wilful misconduct".

A Lead Registrant can step down at any time as long as a successor is appointed.

2.4. Decision on the scope of the JS, particularly whether the Chemical Safety Report (CSR) will be part of the JS

According to article 11(1) paragraph 4, the following information may or may not be submitted jointly:

· Guidance on safe use (article 10 (a)(v))
· Chemical Safety Report (article 10(b))

· Indication whether the information submitted has been reviewed by an assessor (article 10(a)(Viii))

The decision on the scope of the JS must be communicated very clearly and as soon as possible to all potential members of the JS. It should also be contractually reflected in the SIEF agreement.

If the CSR is not part of the JS, companies need to prepare one themselves (if required by REACH). The preparation of a CSR entails a considerable workload. 
There are several options to do (part of) the work jointly and/or submitting jointly/separately. Please see the Cefic analysis of options for more information:
http://www.cefic.org/Documents/IndustrySupport/REACH%20Implementation/JS-of-CSR_Analysis-of-options_%20final%20(2).pdf
If the CSR is part of the JS, companies need to be aware as soon as possible of the identified uses that will be included in this joint CSR. It needs to be decided if all uses from SIEF members will be included and the tonnage to be used within the CSR for each use to be covered. A system to coordinate the communication of identified uses needs to be in place e.g. LR as contact point for use notification.

For more info on CSR, please consult the Cefic guidance on use and exposure scenarios
2.5. Define and communicate timing for all the actions including the Joint Submission

Cefic developed a Gantt chart for SIEFs which can be used to monitor the progress of the various actions. This chart can be downloaded here from the Cefic website
This chart includes the recommendation that Lead Registrants should ideally submit the Joint Submission to ECHA few months before the relevant registration deadline in order to be on the safe side. However the LR is currently advised to make sure that the JS is submitted to ECHA 2 months before the deadline at the latest.
The LR should inform the SIEF members when the joint registration dossier has been submitted. Individual member registrations can be submitted to ECHA up to the deadline related to his own tonnage band (declared during the dossier submission in REACH-IT).

In any case, both the LR and the JS members’ dossiers must be submitted before the deadline (31st May 2013/31st May 2018).
2.6. Set up centralisation of data sharing with data owners

In accordance with the requirement of “legitimate possession or right to refer” (article 10 of REACH) for each registrant, the LR should preferably conclude a bilateral data sharing agreement
 with all data owners. Data owners can be SIEF member or not.

Cefic recommends that the LR centralises the relations with the data owner and that he subsequently sub-licence the rights to the members of the JS.

This approach simplifies the process by avoiding risks of multiple data sharing agreements in the SIEF. The Cefic model agreements support this approach.
2.7. Set up an efficient system for invoicing and payment

A lot of transfers of funds from many REACH related activities will be required:

-
REACH Consortia / SIEF administrative costs (for Lead Company, Secretariat, Technical Consultant, etc.): the consortium or the lead company(ies) may request compensation from other SIEF members. This compensation should reflect the work done by the consortium or lead company(ies) in the preparation of the dossier, the administrative work for the SIEF communication etc. It is recommended that the costs are explained in a transparent manner to the SIEF members
. 

-
Purchase and sale of Letters of Access / share ownership of studies: it has to be clear what SIEF members are paying for. Will they receive a copy of the IUCLID5 dossier including all the information? Will they receive copies of the (robust) study summaries? Will they just receive the key information submitted? This should be clearly explained in the SIEF agreement and letter of access
.
-
Case of “passive members” in the SIEF (or if not included in the administrative costs given above): the costs will have to be paid to the Lead Registrant for participation to the Joint Registration (e.g. letter of access to the Joint Submission). Only dormant members are not part of this process.
-
Registration Fees: they have to be paid by each individual Registrant, to ECHA for the Registration to be complete. It is advised to have an efficient system in place that allows a quick payment once ECHA’s invoice is received (see chap. 4.2 (d) here below).

Some of the above payments – particularly the ones related to the payment of data needed for registration in the context of a Joint Submission – may imply a complex invoicing system involving a large number of legal entities. The efficient management of all these costs / credits is key so the REACH deadlines are met.

There is a need for procedures for “efficient and fast payment” of invoices and anticipation of the different accounting aspects related to REACH (e.g. “customers / providers” account creation in IT systems). The companies’ accounting departments should be informed about the upcoming REACH costs and invoices.

When becoming a LR, it is important to consider how you will organise all the invoicing and payments in the SIEF:
· LR may want to consider outsourcing this financial support to an external party, or to set up a separate legal entity to safeguard the financial position of the Consortium/LR;
· If it is not outsourced, LR may want to consider setting up a separate bank account for SIEF transactions; this will facilitate the transparency, as well as the simplicity to track payments. 
The continuity of the SIEF finances should be maintained independently from companies’ performance. VAT aspects should also be taken into consideration. 

LR should also bear in mind that the SIEF membership may change over time and that the SIEF management may last until 2022 and beyond (related to follow-up of testing proposals- see chapter 5.1 here below).
2.8. Establish data availability

According to REACH Article 30(1), before testing is carried out, it is mandatory to ask all SIEF members if studies involving vertebrate animals are available.

A template for request of data is included in the SIEF check-list available on the Cefic website
See template data request:
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Data gaps should be identified as early as possible, in order to decide to contact external data holders, and/or whether a testing proposal is needed.

2.9. Agreement on Classification & Labelling (C&L)

One of the aims of the SIEF is to agree on C&L. 
In some cases, there is already a harmonised classification. The LR should check whether this is the case. For more guidance on harmonised classifications: http://echa.europa.eu/clp/harmonised_classification_en.asp
In any case, SIEF members have to make all efforts to agree on a classification. This agreed classification has to be shared.

If there is more than one classification in the SIEF (e.g. different impurities), There are two possibilities: 

· LR dossier includes both,

· the member with the different classification, includes it in his individual dossier. this is an opt-out.

C&L included in registration dossier overwrites the previous individual notifications by the members of the Joint submission.
3. SIEF communication

3.1. Keep SIEF members regularly informed

It is very important to keep the entire SIEF informed on the progress of the SIEF towards the Joint Submission. It is one of the main tasks of the Lead Registrants.

The information on the progress of the SIEF can be posted on a particular SIEF communication IT-platform (e.g.LINKinSIEF
), a specific website, or be sent by email/ newsletters. An example of such report is given below.
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A ‘dash board’ or a Gantt chart can also be used to show progress and highlight the tasks being carried out. An example of chart is available from the Cefic website: ‘Cefic recommendation on SIEF timing’
.
The above activities can be combined in more comprehensive communications. Example of such communications are given below:

[image: image10.emf]Example SIEF Letter
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The first communication explaining how the SIEF will be kept informed must be sent to ALL SIEF Members. 
Subsequent communications may then be sent to the leading, active and passive members, leaving the dormant members out. Dormant members should always have a possibility to ‘wake up’.
An alternative to e-mail communication can be posting information on websites (e.g. LINKinSIEF). This will prevent email boxes from overflow and any pre-registrant can get access to this information any time during the SIEF existence until 2018 regardless of their level of involvement.

It is also advised to establish a single contact point for the SIEF and make this contact point known to all SIEF members e.g. via comments field in REACH-IT. This can be the Lead Registrant or a SIEF manager.

3.2. Keep open communication channel with SIEF

The contact point/person of the SIEF should be communicated to all SIEF members. Newcomers, data holders, dormant members can then contact him/her for any request of information e.g. dormant members who wish to become active, etc.

3.3. Keep the SIEF distribution list up-to-date

It is advised to download the pre-SIEF XML file from REACH-IT regularly
, in order to:

· take account of late pre-registrants

· consider eventual notes posted in REACH-IT comments field

Members from other pre-SIEFs may have contacted the LR to be included in this SIEF. This newcomer can decide to join the SIEF after disagreement on substance identity with the members of his previous SIEF. The LR must ensure that those are also included in the SIEF communication.

It is the responsibility of all the SIEF members to keep their contacts up-to-date in REACH-IT and replace email addresses if necessary. The LR cannot be responsible to follow-up with SIEF members who have entered a wrong email address, in case of ‘out of office’ replies, fire walls etc.

3.4. Keep old versions of software for SIEF communication

Some SIEF members may be unable to open communications if the messages are sent using the latest versions of software for files or e-mails.

4. Preparation of the Joint Submission for Registration dossier
4.1. Create a Joint Submission in REACH-IT

The LR must create the Joint Submission Object in REACH-IT, and indicate the scope of the JS (see 2.4). 
By doing so, he will receive a token. It is the responsibility of the LR to communicate both the token and the name of the JS to the other JS members once all financial compensation for data sharing have been settled (or as per SIEF/ data sharing agreements)
All the steps for LR in REACH-It are explained in the ECHA section ‘What you need to do, as a lead registrant of the joint submission’:

http://echa.europa.eu/reachit/joint_submission_lead_en.asp
Members of a JS have to confirm their membership in REACH-IT before submitting their registration dossier(s).  This is to ensure that REACH-IT will “recognize” all dossiers related to the same JS.

Business Rules checks on the registration dossiers within a Joint Submission:

If during the submission procedure in REACH-IT the name of the Joint submission indicated by the member does not exactly match the JS name defined by the lead in the REACH-IT JS Object, the dossier will be rejected by a Business Rule.

Moreover all the members (including the lead) should indicate the same chemical identifiers in the reference substances attached to IUCLID sections 1.1 and 1.2 of their registration dossier. If the EC-CAS information does not match with the one indicated in the corresponding JS Object in REACH-IT, or if the information on the IUPAC name is not exactly identical (extra spaces or dashes in the wrong place have to be considered as misspells), this will lead to the rejection of the dossier at the Business Rules step. 

More detailed explanation of this process is given in the ECHA manuals on Joint Submission available on the ECHA website, section ‘What you need to do, as a MEMBER of the joint submission’:
http://echa.europa.eu/reachit/joint_submission_member_en.asp
4.2 Dissemination of information from the registration dossiers on the ECHA website. 

ECHA extracts certain pieces of information from the registration dossiers and publish them on the ECHA dissemination website.
Within the registration dossiers there are data that:

-are ALWAYS published

-are NEVER publishes

-are published UNLESS claimed confidential by the registrant and the claim is accepted as valid by ECHA (art. 119 (2) REACH). In order to be able to accept a confidentiality claim, ECHA carries out an assessment of the claim.

Therefore, during the preparation of the dossiers, companies should use the dissemination plug-in in order to check that there is no confidential information at stake. In particular, if the plug-in shows that there is potential confidential information in the Joint Submission dossier that would be published, the LR should consult the SIEF members in order to jointly agree on the submission of a claim, following the indications from the ECHA manual on how to prepare confidentiality claims.

For more information on the dissemination process:

-ECHA manual on dissemination (DSM 15): http://echa.europa.eu/reachit/dsm_en.asp 
-Dissemination plug-in: in order to see what parts of their dossiers will be filtered and which published: http://iuclid.echa.europa.eu/index.php?fuseaction=home.news&type=public&id=37 
-Information on how to prepare confidentiality claims (DSM 16): 
http://echa.europa.eu/reachit/dsm_en.asp 
4.3. Pass the completeness check
The LR needs to ensure that his registration dossier passes the completeness check. Failure of acceptance of the LR registration for further processing could endanger the registrations of all members of the JS.

If an initial Registration dossier is assessed as “not complete” by ECHA, the registrant will have a new deadline to submit the missing information. If he fails to provide the missing information by the deadline defined by ECHA, a new Registration dossier will have to be submitted and new registration fees will be charged. Also if the deadline for the registration of a phase-in substance has passed, the registrant will have to stop manufacturing/importing until the new registration is accepted.

In order to be complete, the dossier will have to pass the following four criteria:

a. Ensure the dossier can be accepted by REACH IT

Clarifications on how to complete the IUCLID 5 dossier header information to ensure that a dossier can be accepted by REACH-IT during the submission process, are provided on the ECHA website:  http://echa.europa.eu/reachit/registration-it_en.asp
b. Pass the business rules: 
The business rule check performed by REACH-IT determines whether the dossier can be accepted for further processing. All information on Business rules is available here 

c. Pass the Technical Completeness check (TCC)

The LR and other SIEF registrants are strongly encouraged to run the TCC tool on their dossier before submitting it to ECHA. 
d. Pay the registration fees by the deadline defined by ECHA.

The registrant is invoiced within a few days of passing the business rules checks after submission. The invoice shows an initial due date. If not paid by the initial due date, the registrant is given an extended due date by ECHA
. If he has not paid by the extended due date, his dossier will be rejected. To successfully obtain a registration number, the registrant (whether LR of member) will have to re-submit his registration dossier and pay the fee on time.

Consequently, all registrants are strongly encouraged to set-up internal systems in order to pay the invoices within the defined deadline(s).

For more information on invoices, consult ECHA manual: 

http://echa.europa.eu/doc/reachit/industry_user_manual/reachit_invoices_en.pdf
It should be noted that the outcome of the completeness check of the LR dossier does not prevent other registrants from submitting their own registrations before the phase-in substances deadline. Only the business rules check has to be passed. 
Members of the Joint submission can verify if the Lead has passed the business rules in REACH-IT:
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The Lead Dossier status may be depicted by either a red cross or a green tick. Members are only able to submit when the green tick appears.

5. Post registration

5.1. Follow-up the Examination of Testing Proposal by ECHA

If the LR registration dossier includes testing proposals, for Annex IX and X, these proposals will be evaluated by ECHA (Article 43). In order to ensure they are reimbursed by other members of the JS, the LR should consider:

· Including a paragraph in SIEF Agreement / Letter of Access, that costs for proposed studies will need to be paid by those members of the JS sharing the same tonnage band, even after receipt of the registration number 

· That the duration of SIEF Agreement covers the period until when proposed testing might be required (consider linking the SIEF termination date to the finalization of the studies rather than to another date).

ECHA timelines for the examination of testing proposals in the SIEF Agreement are shown below
	Testing proposal received 
	ECHA to prepare draft decision 

	For non-phase in substances
	Within 180 days

	For phase-in substances submitted by 1 December 2010 in order to fulfill the information requirements in Annexes IX and X
	by 1 December 2012

	For phase-in substances submitted by 1 June 2013 in order to fulfill the information requirements in Annex IX only
	by 1 June 2016

	For phase-in substances submitted by 1 June 2018 (e.g. relevant for late registrants)
	by 1 June 2022


Following additional testing and/or changes to the Classification, changes to the CSR may be needed. If the CSR is part of the Joint submission, the LR can make the changes and receive compensation for his efforts. If not, the LR needs to make the study results available to all other members of the JS as soon as possible so that they can update their CSR if necessary
5.2. Keep the Joint Submission up-to-date

The registrants have the responsibility to keep their registrations up to date by submitting new information as detailed in Article 22 e.g. updated C&L.

SIEF members who obtain new information on the substance are obliged/ liable to update the registration in a timely manner. The CSR also has to be kept up to date in accordance with new study data, proposals for updates to C&L, and any additional uses that members wish to be considered in the CSR.

The updating of the dossier can be coordinated by the LR. It follows that each time the LR makes a change to the LR registration such as updating the C&L, he needs to communicate this to all the SIEF members so that they can update their records  too.

Article 22 includes that the updates need to be done ‘without undue delay’. In order to save administrative burden, the LR could decide to group a number of small updates. This update may be submitted at fixed dates per year within a reasonable delay for allowing preparation of the update.
6. Annex- Framework of basic agreements in the SIEF, based on the SIEF categorisation
	Cooperation between Lead members of the SIEF (members of category 1):

	1. Consortium agreement 
	Based on the assumption that the members of the consortium are, per se, the Lead members in the SIEF, the cooperation between Lead Members is governed by the terms of the consortium agreement (drafted from existing models of consortium agreement, as the Cefic model).

	2. Cooperation Agreement between Lead Members 
	When there is no consortium in the SIEF, the Lead Members should set up some form of contractual arrangement in order to legally structure their cooperation (fundamental operating rules between Lead Members).

A model of cooperation agreement prepared by Cefic is publicly available from the Cefic website.
Where the SIEF Leadership team has more than 5 or 6 members, it is preferable to conclude a consortium agreement (see case 1).

	Cooperation between the Lead Members (members of category 1) and the other SIEF Members with intention to register (Non-Lead members: members of categories 2 and 3):  

	SIEF Agreement
	Based on the Cefic model of SIEF agreement, the SIEF members with intention to register agree on operating rules, on data sharing and costs compensation and on the organisation of the participation to the Joint Submission (obligations of the Lead Registrant and obligations of the Non-Lead Member).

	Data sharing and centralisation of data rights in the SIEF via the LR:

	Data Sharing Agreement
	In order to simplify the SIEF process and to avoid risks of multiple data sharing agreements, the LR should preferably conclude a bilateral data sharing agreement with the data holders non-member of the SIEF Leadership team (either SIEF member or non-SIEF member), with a right for the LR to sub-license these rights. The LR will then sub-license all the data rights to all SIEF members via the SIEF agreement


All the published models can be downloaded from the Cefic website:

http://cefic.org/templates/shwPublications.asp?HID=750&T=972
An overview of the models explained above can be downloaded here:

http://cefic.org/Files/Publications/Overview-Cefic-model-agreements-in-the-SIEF_05.10.09.doc



Guidance for Lead registrants

















� The list of SIEF members needs to be extracted from the downloaded XML file from REACH-IT. It is highly recommended to do regular downloads of the XML from REACH-IT.


� �HYPERLINK "https://comments.echa.europa.eu/Comments/LeadRegistrantNomination.aspx"��Web form LR Nomination�





�  �HYPERLINK "http://cefic.org/Files/Publications/SIP_template_final.xls"��Cefic SIP template�


�  See more information on SIEF agreements in the Annex


� In line with the Cefic recommendation on � HYPERLINK "http://cefic.org/Files/Publications/Cefic-note_fair-cost-sharing%20in%20SIEFs_070910.pdf" ��fair cost sharing�


� See ‘Data sharing agreement’ in the Annex


� In line with the Cefic recommendation on � HYPERLINK "http://cefic.org/Files/Publications/Cefic-note_transparency-on-cost-sharing-in-SIEFs_310510.pdf" ��transparent cost sharing�. 


� See � HYPERLINK "http://cefic.org/Files/Publications/Cefic_recommendation_letter_of_access_FINAL.pdf" ��Cefic recommendation on Letter of Access�. 


� � HYPERLINK "http://www.reachcentrum.eu/en/sief-support/linkinsief.aspx" ��LINKinSIEF webpage�


� �HYPERLINK "http://cefic.be/templates/shwPublications.asp?HID=750&T=812"��Cefic recommendation on SIEF timing� 





� For more information on the pre-SIEF XML file, how to download and analyse, please see New Pre-SIEFs Analyser Tool developed by Cefic and CONCAWE by �HYPERLINK "http://cefic.org/en/reach-for-industries-IT-tools.html"��clicking here�





� The TCC tool, can be downloaded � HYPERLINK "http://iuclid.echa.europa.eu/index.php?fuseaction=home.menuNOTSignedUp&page=home.download52" ��via the ECHA website�


� The initial payment due date of the fee is set to 14 calendar days from the date on which the invoice was notified to you. However, in the case of registrations submitted to ECHA during the two months preceding the relevant registration deadline, the initial payment due date of the fee is set to 30 calendar days. The extended payment due date is usually up to 30


calendar days from the initial payment due date.
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Dear Pre-Registrants,


Company X has been appointed Lead Registrant for Substance A.  We intend to submit the full IUCLID5 dossier well in advance of the December 2010 deadline.


We have contacted all companies who pre-registered this substance by e-mail requesting to indicate their registration intentions and SIEF code with reference to the CEFIC recommendations issued in January 2009 (www.cefic.org).  Results of the survey can be found on the relevant page in SIEFreach.


By follow up survey in July 2009 the Substance Identity Profile was approved as well as the appointment of Company X as the Lead Registrant. 


We will use SIEFreach to communicate within SIEF.


We also plan to document progress in the SIEF on our company website www.xxx.com


_1377602329.doc
SFF doc


REACH: SIEF MANAGEMENT FOR REGISTRATION OF THE SUBSTANCE …….(CAS N°, EINECS N° and name) 




Dear Sir or Madam: 




According to the E-Mail from [date] you informed us as a Pre-SIEF Member that your company is acting in the capacity of the SIEF Formation Facilitator (SFF) (and consequently you invite us to your online SIEF management platform: optional). 

We disagree with the role of your company as a SFF. The reasons are as follows: 

You have provided no evidence that your company is a potential registrant therefore we have to assume that you offer SIEF management services for financial purposes, which is in full contradiction to ECHA guidance in that regard (ECHA SIEF Key Principles, 13/02/09) . It is normal business practice that any cooperation is based on an open selection process.

Our company has a vested interest in a successful registration of the substance. We request that you to resign from the status as SFF for the registration of the substance. 

To avoid lack of SFF, our company is willing to accept the role as SFF for the other Pre-SIEF Members as soon as you will free the SFF checkbox in REACH-IT. 

If you continue to wish maintain your proposal to act as a SFF and have an objective reason for doing so, according to ECHA guidance on data sharing (p. 38, 4.5.2) and CEFIC guidance on SIEF Formation (p. 15), we propose to raise to the SIEF our application as SFF for final approval by the other SIEF members. 


Please inform us within the next two weeks [fixed date max two weeks] about your decision. 

Sincerely 



_1377949118.xls
Tabelle1

		

				Template to list all data available in SIEF

				1-Apr-09

				Code of color:		Mandatory data

						Optional data

						Optional data

		List of tests required under REACH																Data availability

																								Role of data owner SIEF          (put a cross in the relevant column)

				Test Description (a)		REACH
Annex		Specifications		Guide-
line (a)		# (a)		Test Description (a)								Company’s internal reference number/code of the Test

																Company's Name		Data available         (put a cross when available)		Klimisch score				Potential Registrant		Data holder		GLP? (Yes/No)		Year of study		Purity of test substance		Stability		Concentration monitoring		Comments

				1. Physico-Chemical Tests

		7.2		Melting Point		VII				OECD		102

		7.3		Boiling Point		VII				OECD		103

		7.4		Relative Density		VII		for solid test items		OECD		109

		7.4		Relative Density		VII		for liquid test items		OECD		109

		7.5		Vapor Pressure		VII				OECD		104

		7.6		Surface Tension		VII				OECD		115

		7.7		Water solubility		VII				OECD		105

		7.8		Partition coefficient		VII				OECD		117

		7.9		Flash point		VII						A.9

		7.10		Flammability		VII		solids - gases		EU		A.10

		7.11		Explosive properties		VII				EU		A.14

		7.12		Self-ignition temperature		VII		for solid test items		EU		A.16

		7.12		Self-ignition temperature		VII		for liquid test items		EU		A.15

		7.13		Oxidizing properties		VII		for solid test items		EU		A.17

		7.13		Oxidizing properties		VII		for liquid test items		EU		A.21

		7.14		Granulometry		VII				OECD		110

		7.15		Stability in organic solvents		IX

		7.16		Dissociation constants in water		IX				OECD		112

		7.17		Viscosity		IX				OECD		114

				2. Sensitization & Irritation

		8.1		Skin Irritation/ Corrosion: in-vitro		VII				OECD		431		Screening non GLP

		8.1		Skin Irritation/ Corrosion: in-vitro (TER)		VII				OECD		430		GLP report (Epiderm)

		8.1.1		Skin Irritation/ Corrosion In-vivo		VIII				OECD		404		Acute skin irritation / corrosion

		8.2		Eye Irritation/ Corrosion: In-vitro		VII								HETCAM

		8.2.1		Eye Irritation/ Corrosion: In-vivo		VIII				OECD		405		Acute eye irritation

		8.3		Skin Sensitization		VII		Magnusson & Kligman (Maximization test)		OECD		406		Skin sensitization, Maximization test

		8.3		Skin Sensitization		VII		Local Lymph Node Assay (LLNA)		OECD		429		Skin sensitization, Local Lymph Node Assay

				3. Genotoxicity

		8.4.1		Gene Mutation in Bacteria		VII				OECD		471		Ames-test

		8.4.2		Mammalian Chromosome Aberration: In-vitro		VIII				OECD		473		in vitro chromosome aberration test

		8.4.3		Gene Mutation in Mammalian Cells: In-vitro		VIII		Mouse lymphoma		OECD		476		mammalian cell gene mutation test (mouse lymphoma)

		8.4		Erythrocyte Micronucleus: In-vivo		VII		Mouse micronucleus		OECD		474		in vivo mouse micronucleus test (35 animals)

				Mutagenicity in vivo		?						?

				4. Acute Toxicity

		8.5.1		Acute Toxicity: Oral		VII				OECD		423		Acute oral toxicity rat, ATC Limit test

		8.5.2		Acute Toxicity: Inhalation nose only exposure		VIII				OECD		403 ?		Acute inhalation toxicity rat, Limittest (incl. analytics)

		8.5.3		Acute Toxicity: Dermal		VIII				OECD		402		Acute dermal toxicity rat, Limit test

				5. Repeated Dose Toxicity: Oral & Dermal

		8.6.1		28d Repeated Dose Toxicity: Oral (gavage)		VIII				OECD		407		28 day rat/mouse oral gavage

		8.6.1		28d Repeated Dose Toxicity: Dermal		VIII				OECD		410

		8.6.1		28d Repeated Dose Toxicity: Inhalation		VIII				OECD		412		28 day inhalation rat (vapor incl. analytics)

		8.6.2		90d Repeated Dose toxicity: Oral (gavage)		IX				OECD		408		90 day rat/mous oral gavage

		8.6.2		90d Repeated Dose Toxicity: Inhalation		IX				OECD		413		90 day inhalation rat (vapor incl. analytics)

				6. Reprotoxicity and Carcinogenicity

		8.7.1		Reprotoxicity (screening)		VIII				OECD		421		Repro./dev. tox. screening test (SIDS)

		8.7.1		Combined Repeated Dose & Reproduction Toxicity		VIII				OECD		422		Combined toxicity and reprotoxicity screening test

		8.7.2		Prenatal Developmental Toxicity		IX				OECD		414		Prenatal developmental tox. gavage study - rat (TG 2001)

		8.7.3		Two-Generation Reproduction Toxicity study		IX				OECD		416		2-generation reproduction tox. study - rat without dose adjustment

				One-Generation Reproduction Toxicity study		?				OECD		415		1-generation reproduction toxicity study - rat (diet)

				Combined Chronic Toxicity/ carcinogenic studies		X				OECD		453		Combined study: chron. tox./carcingenicity (480 animals)

		8.9.1		Carcinogenic study		X				OECD		451		18 months carcinogenicity mouse oral diet

				7. Toxico-Kinetics

		8.8.1		Toxicokinetic behaviour		VIII		expert statement for VIIA notification, approx. minimum price

		8.8.1		Toxicokinetic behaviour		?				OECD		417

				8. Aquatoxicity: algae, daphnia, fish, respiration

		9.1.1		Daphnia Acute Immobilization		VII				OECD		202		Daphnia, Acute Immobilisation Test

								Sample analysis

		9.1.2		Algae Growth Inhibition		VII				OECD		201		Alga, Growth Inhibition Test

								Sample analysis

		9.1.3		Fish Acute Toxicity		VIII				OECD		203		Fish, Acute Toxicity Test (static)

								Sample analysis

		9.1.4		Respiration Inhibition: Activated Sludge		VIII				OECD		209		Inhibition of Oxygen Consumption by Activated Sludge

		9.1.5		Daphnia Reproduction		IX				OECD		211		Daphnia magna, Reproduction Test

								Sample analysis

		9.1.6		Fish 14d Prolonged Toxicity		IX				OECD		204

								Sample analysis

		9.1.6.1		Fish Early Life Stage Toxicity		IX				OECD		210		Early Life Stage Test (Zebra fish, Fathead minnow)

								Sample analysis

		9.1.6.2		Fish short-term tox test on embryo & sac-fry		IX				OECD		212

		9.1.6.3		Fish Juvenile Growth		IX				OECD		215		28 day fish growth test

								Sample analysis

				Bacteria toxicity				respiration and/or growth inhibition		DIN		38412

				Aquatic Plant Toxicity						OECD		221

								Analytics

				9. Ready Biodegradability

		9.2.1.1		Ready Biodegradability		VII		DOC Die Away Test		OECD		301A		DOC Die-away Test

		9.2.1.1		Ready Biodegradability		VII		CO2 Evolution		OECD		301B		CO2 Evolution Test

		9.2.1.1		Ready Biodegradability		VII		Closed Bottle Test		OECD		301D		Closed Bottle Test

		9.2.1.1		Ready Biodegradability		VII		Modified OECD Screening Test		OECD		301E		modified OECD Screening Test

		9.2.1.1		Ready Biodegradability		VII		Manometric Respirometry Test		OECD		301F		Respirometric Test

		9.2.1.1		Ready Biodegradability		VII		MITI Test		OECD		301C		MITI-I-Test (Registration in Japan)

		9.2.1.1		Ready Biodegradability		VII		CO2 Headspace Test		ISO		14593

				Biodegradation, biotic								?

				10. Degradation Studies

		9.2.1.2		Surface Water Simulation		IX				OECD		309

		9.2.1.3		Soil Simulation		IX				OECD		307

		9.2.1.4		Sediment Simulation		IX				OECD		308

				Inherent Biodegradability:				Zahn Wellens Test		OECD		302 B		Static Test (Zahn-Wellens)

								Modified MITI Test		OECD		302 C

								Biodegradation in seawater		OECD		306		Marine Biodegradation Test

								Mod. SCAS Test		OECD		302A		SCAS Test

								Coupled Units Test		OECD		303A

				Anaerobic degradation						ISO		11734

				11. Environmental Fate Studies

		9.2.2.1		Hydrolysis		VIII		Preliminary only		OECD		111

		9.2.2.1		Hydrolysis		VIII				OECD		111

		9.2.3		Identification of degradation products		IX						?

		9.3.1		Adsorption/Desorption		VIII				OECD		106

		9.3.1		Adsorption/Desorption		VIII		HPLC Method/Screening Test		OECD		121

		9.3.2		Bioconcentration in Fish		IX				OECD		305

				12. Terrestric Studies

		9.4.1		Earthworm Acute Toxicity		IX				OECD		207		Earthworm, Acute Toxicity Test

		9.4.2		Soil Microorganisms: N2 Transformation		IX		28d		OECD		216

		9.4.3		Terrestrial Plants Growth		IX				OECD		208		Terrestrial Plants, Growth Test

		9.4.4		Long-term toxicity testing on invertebrates		X		Earthworm sublethal effects on growth & reproduction		OECD		222

		9.4.6		Long-term toxicity testing on plants		X

		9.5.1		Long-term toxicity to sediment organisms		X				OECD		218

				13. Analytical Methods

				Implementation of an analytical method				Provided by the sponsor, which is suitable for the intended purpose

				Development of a new method

		(a) Be aware that other tests than those listed in this document could be used for Registration purpose. More information on the subject can be found in the ECHA Guidance on Information requirements and Chemical Safety Assessment
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SIEF Communication 

substance XXX



Brussels, September 11 

Dear SIEF participant,


This is the second communication for the formation of the SIEF for the substance

CAS-No: XXX

You received this mail because you filed a preregistration for above mentioned substance and responded to the first communication indicating an active or passive role or that you are a late pre-registrant 

In this second letter, we would like to give you the opportunity to: 


· Agree on substance sameness 



· Again indicate if you have any animal data to share 



· Agree on Lead Registrant


· Update your status within the SIEF for above mentioned substance according to the CEFIC codes if you want to change your status or give your status if you are a late pre-registrant.


(for for explanations of codes please see the link to the CEFIC SIEF code selection http://www.cefic.org/Documents/IndustrySupport/Invitation_4_digits_0309.doc

1.  Substance sameness 

As indicated within the first letter, there is already a consortium formed for the substance, see below. Within the consortium we agreed to describe the substance as follows: 


SUBSTANCE NAME XXX

CAS-No:XXX, EINECS XXX

Add SIP or details on substance definition

2. Available Data


We would kindly ask you to indicate in the answering form if you are in legal possession of animal data, which is according to the Directive 1907/2006 (REACH) mandatory to exchange. If you give no indication we assume you are not in the possession of data required to exchange.

3. Lead Registrant



As earlier communicated COMPANY NAME being the Lead Company in the consortium has declared themselves willing to take the roles as SIEF Formation Facilitator (SFF) and Lead Registrant. COMPANY NAME has since then acted as a SFF and we now ask for your confirmation that you have no objections to COMPANY NAME as Lead Registrant.  

4. Your status in the SIEF


If you want to indicate, change or update your status please indicate the change in the answering form below.


5. Update on activities within the consortium


As indicated within the first letter, there is already a consortium formed for the listed substances below which have started the work to prepare a dossier, a chemical safety report and a chemical safety assessment required for the registration by xxx. 

Current activities are:

· gap analysis


· evaluation of available data


· preparing test strategies


· ordering and conduction studies to close the data-gaps


· preparing the IUCLID


· preparing use and exposure scenarios

If your substance is covered by CAS/EINECS number above and you as manufacturer, importer or OR have an interest to join the activities of the consortium, please contact the Consortium Administrative manager.


If you are not required to submit a registration dossier in 2010 we would kindly ask you to wait. We can assure that you can buy in to the registration dossier at a later stage. Meanwhile the consortium will communicate with you as a SIEF member as required by REACH



NOTE!


In order to efficiently communicate amongst SIEF participants an efficient use of e-mail is necessary. Please answer by using the answering function of you email and give your answers in the form below. For other correspondence we kindly ask you to include the name of the consortium xxx as well as CAS-No. in the “Subject” line of any email and to send all correspondence to the email address of the Consortium Administrative Manager

.............................................................................


Address for communication:


xxxxxx

_1312188399.unknown
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METHANOL (EC#: 200-659-6; CAS#: 67-56-1)

SIEF Vote: Substance Sameness

2
reachcentrum

SIEF Communication Services

Dear Fellow Pre-Registrants,

Welcome to the vote to form the SIEF for "Methanol substance” (EC# 200-659-6;
CAS# 67-56-1).

By completing the SIEFreach survey you selected a non-dormant SIEF status for
"Methanol substance". On behalf of SIEF Formation Facilitator (SFF),
ReachCentrum is now contacting you in order to prepare the formation of the SIEF
for "Methanol substance" according to ECHA's sameness of substance criteria
Please take part in the poll by casting your vote on the screens below.

Itis proposed that "Sameness" for the purpose of forming the SIEF is defined as you
can see from the Substance Identification Profile attached

To vote on this proposal please use the voting buttons under it

This vote carried out by the Methanol Consortium managed by ReachCentrum

The pollwill be active for 2 weeks. If you choose not to complete the poll | will assume
that you have no intention to join the SIEF for "Methanol substance" and in order to
avoid any unnecessary e-mail traffic, you will not be included in further communication
regarding to this substance

If you have any additional comments or questions, please use the last field.

Thank your for your collaboration.

Kind regards,
ReachCentrum (on behalf of SFF)

* Please enter your company/ legal entity name:

* Please enter your UUID:

Substance Identification Profile

* Please cast your vote regarding to the attached Substance Identification
Profile

O1AGREE
O1DISAGREE
OnNo voTE
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Annex 3 xxx SIEF Agreement:


Rules on the costs calculation for xxx REACH registration dossier


1. Costs of the studies for the actual endpoints 


The quality of the reports is proposed in accordance with the Klimisch et al.
 method by classifying the report into one of the following categories:


a) reliable without restriction


b) reliable with restrictions


c) not reliable


d) not assignable.

The replacement cost for the key study for each endpoint has been adopted depending upon the Klimisch rating assigned to the study. 


Correction factors will be used to transparently increase the actual replacement value per end point. The correction factor will be based on the final replacement value agreed. 

More than one correction factor can be applicable for a certain study value.

1. In particular, a fixed surcharge of …. % of the sum total of experimental costs (Substance testing and analysis) is charged for administrative expenses (processing and professional support by the commissioning party, travel expenses, archival of the test Substance and raw data, preparation of IUCLID data set and robust summary), which is defined in the table below for each end point individually. In the case of significant amounts in excess of the above surcharge, the expenses are to be substantiated and documented individually.

2. In particular, an additional balanced Administration % for IUCLID 5 robust summaries, set to 30% of the balanced Administration fee as described in point 1 and which is defined in the table below for each end point individually


Table  Surcharge to the total study value for administrative expenses.

Option 1: With administrative for robust summaries 


		

		Correction factor Administration % 

		Correction factor Administration % for robust summaries



		Study value (€)

		Adm %

		Adm (€)

		Additional Adm % for RS

		Additional Adm (€) for RS



		3000

		25%

		750

		7.5%

		225



		5000

		20%

		1000

		6%

		300



		20000

		15%

		3000

		4.5%

		900



		50000

		10%

		5000

		3%

		1500



		100000

		7%

		7000

		2.1%

		2100



		200000

		5.00%

		10000

		1.5%

		3000



		300000

		4.20%

		12600

		1.25%

		3750





Option 2: With no administrative for robust summaries 


		Study value (€)

		Administrative cost (%)

		Administrative cost (€)



		0 - 3,000

		25%

		0 - 750



		3,000 - 5,000

		20%

		750 - 1,000



		5,000 - 20,000

		15%

		1,000 - 3,000



		20,000 - 50,000

		10%

		3,000 - 5,000



		50,000 - 100,000

		7%

		5,000 - 7,000



		100,000 - 200,000

		5%

		7,000 - 10,000



		200,000 - 300,000

		4.2%

		10,000 - 12,600



		> 300,000

		4.2%

		> 12,600





3. In particular, a fixed surcharge of …% of experimental costs is also charged for the risks taken for any study conducted by consortium member(s) (“risk premium”). 


4. Deduction factors may be used to transparently reduce the actual replacement value per end point. The deduction factor will be based on the final replacement value agreed upon.


More than one deduction factor can be applicable for a certain study value:


Option 1: 


In particular, a discount of [50]% will be made to account for the access to the studies only being granted for use for REACH registration (no transfer of the actual study report and study data). 


Option 2: 


a) Minus [20]% for a Klimisch 2 study;


b) Minus [100]% for a Klimisch 3 or 4 study. 


However, on a case by case situation, it can suggested to include Klimisch 3 & 4 studies if they significantly contributed in the filling of a data gap (e.g. by weighted evidence). The deduction factor must be determined on a case by case basis;


c) Minus [50]% for just a letter of Access for REACH Restricted usage (no transfer of the actual study report and study data);


d) Minus [30]% for just a letter of Access for all usages (no transfer of the actual study report or study data);


If data are to be used for another purpose, a bilateral agreement is developed with the data owner.


All calculated values must be documented.

2. Administrative dossier costs


Expenses for Registration dossier preparation: Other dossier costs include CSR and dossier compilation costs, the Experts, consortium and SIEF running costs. 

For technical works: data gap analysis, studies valuation, preparation of IUCLID 5 dossier.   


For administrative works: coordination costs, accounting, Secretariat

3. Cost Sharing basis


Access to individual data: Any SIEF Member (including for read across purposes) can get a letter of access to be entitled for the usage agreed (by default this access is restricted to REACH Registration only) after fulfilling its cost compensation requirements agreed upon.


Access to a full dossier for a certain tonnage band: any potential Registrant can get a letter of access and electronic data to be entitled for the usage of the full Registration dossier for its Registration under REACH after fulfilling its cost compensation requirements agreed upon.


The costs of the studies, test data and information required as well as the costs for new studies required are equally shared between the SIEF members. The costs will be shared by group of Legal entities in the SIEF. 


The costs of the studies are calculated by endpoint so that a cost allocation mechanism by endpoint is available for the companies which use their own studies.


� 	Klimisch/Andreae/Tillmann, A systematic approach for evaluating the quality of experimental toxicological and eco�toxicological data, Regulatory Toxicology and Pharmacology 25 (1997), pp. 1–5.







�This template is only an indicative example; to be checked on a case-by-case basis 



�Other option: 



The costs will be shared by Legal entity, regardless the fact they are affiliate of another Legal entity in the SIEF. 







xxx SIEF agreement annex 3:Rules on the costs calculation for xxx REACH registration dossier
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Date

Cover Letter REACH SIEF Agreement


Dear Co-registrant,

Company A  has been appointed as Lead Registrant by the SIEF members for substance xxx, CASRN. We have notified ECHA of our appointment, which followed the survey we sent in date You have chosen to be part of the SIEF for substance xxx, CASRN by identifying your role in the SIEF as either:

Passive (SIEF code 3) or actively involved (SIEF code 2)

Option 1) We are writing this letter on behalf of your SIEF Leadership Team (SLT) which consists of the companies XYZ who identified themselves as (co)-lead (SIEF code 1) 

Option 2) we are writing this letter as Lead Registrant. Since no other company volunteered to become part of the SIEF Leadership Team (SLT) Company A  will manage this SIEF without SLT.


In order to formalize the legal basis for cooperation in the SIEF, Cefic has developed a model SIEF Agreement dated June 5, 2009 (with upgrades), see link below. A comprehensive explanatory letter and a presentation “benefits” are also posted. Please read these publications carefully.

http://cefic.org/Industry-support/Implementing-reach/Documents-and-Tools1/

The attached agreement is based on the Cefic model agreement and where appropriate options have been chosen and are brought into the agreement. In order to clearly see where these options are inserted into the agreement the relevant phrases are highlighted in yellow. Non-highlighted areas in the agreement are identical to the Cefic model. In case an article header has been highlighted, another deviation from the model text, such as leaving out an option applies.


Option with SLT: The SIEF agreement forms the legal basis of the cooperation between the Lead Members (= SLT members) represented by Company A and the Non-Lead Members (all others in the SIEF interested in co-registration). 

Option without SLT: The SIEF agreement forms the legal basis of the cooperation between Company A as the Lead Member and the Non-Lead Members (all others in the SIEF interested in co-registration). 


Company A has chosen to adhere to the model text of the SIEF agreement as much as possible.  

Cost sharing principle:

Please note that Company A will apply the following cost sharing principles: reference is made to article IX.2 of the SIEF agreement.


Art. IX.2 summarizes three standard types of cost. We have chosen to distinguish the activities mentioned under Art. IX.2(a) (administrative expenses) further than indicated in the model agreement. Our guiding principle is that all SIEF members shall pay an equal share for SIEF management and IUCLID /CSR dossier preparation while cost for data will be shared between companies who require them. Thus the cost for Annex VII data will be shared between all registrants whereas the cost for higher Annex data will be split between relatively fewer companies.  In order to be as fair as possible Company A has chosen the “reimbursement” option in Art. IX.4. In practice reimbursement means that all costs will first be shared by companies requiring registration in 2010. Payments by companies requiring registration in 2013 (or 2018) will be redistributed to the first (first and second) wave of payers. The same principle applies to companies increasing their tonnage band before 2018. Obviously the administrative cost associated with the reimbursement option is higher than if we would have chosen a one-time payment option per registrant. A one-time fee applies to all co-registrants to cover these administrative costs.

For detailed information please see the table here below.


		Cost type Art. IX.2

		Amount



		a1) SIEF management until 2018 including preparation and sending of surveys, preparation and management of SIEF agreements, providing status updates, administration of new co-registrants, management of SIEF specific web page

		Aa.000 Euro

Costs to be equally divided by the number of registrants






		a2) Administrative and financial management (setting up of account, bookkeeping of SIEF account, invoicing, data base management, token distribution, letter of access)

		A one-time fee of X Euro for each co-registrant to set up the account in SAP. Another one-time fee for each co-registrant of Y Euro to cover the financial management.



		a3) IUCLID 5 preparation including robust study summaries, scientific assessment of studies, exposure scenario’s, CSA/CSR and IUCLID 5 population. Keeping IUCLID 5 dossier up-to-date

		Bb.000 Euro for Transported Isolated Intermediates and on-site Isolated Intermediates 


Cc.000
Euro for monomers and non-hazardous substances


Dd.000 Euro for hazardous substances 

Costs to be equally divided by the number of registrants.



		b) Study cost to be shared between parties, both for existing* and new



		Costs will be divided by number of companies who require these data.



		c) Study cost originating from non-Party data owners**

		If applicable: to be jointly assessed between parties





*In case more than 1 Party submits a relevant study, the financial evaluation will determined according to the Guidance on Data Sharing, examples Annex V

** In case more than 1 co-registrant (including at least 1 non-Lead Member) submits a relevant study, the financial evaluation will determined according to the Guidance on Data Sharing, examples Annex V


Options in footnote:


Please take note of the following: Company A, as Lead Registrant, will NOT submit a joint CSR on behalf of the co-registrants of this SIEF. Instead, Company A will make the CSR (including chapters B3-8 of IUCLID) available for the most common end-uses for all co-registrants. Co-registrants can add (when needed) their specific end-uses to their own IUCLID (chapter 13) registration file.

Please note that Company A will register this substance for the 2013 registration as a Transported Isolated Intermediate used under Strictly Controlled Conditions, under the requirements of Article 18 of the REACH Regulation (EC) No 1907/2006. Any other uses will be covered in a registration update at a later date.


Kind regards,

Company A REACH Team
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Date: xxx 


Subject: SIEF Management proposal as your SFF for the substance [xxx; EC number: xxx] 


Dear Sir /Madam, 


Recently Company XXX has completed and communicated a SIEF Survey for the substance [xxx; EC number: xxx]. As follow-up, we are providing this SIEF Management proposal which we kindly ask you to review and, where appropriate, take the necessary requested follow-up actions: 


1. SIEF Organization 

Company XXX will take lead as the SIEF Formation Facilitator (SFF). 


Company XXX will contact the SIEF Members of Categories 1 and 2 to discuss and agree upon the formation of the SIEF Leadership Team (SLT) to manage the SIEF in a manner consistent with the Cefic recommendations. 


Please check your SIEF Status in the Survey form included in the e-mail Part II. The SIEF status can always be updated when needed. New SIEF Members of Categories 1 and 2 will be involved in the SLT. 


More information on the actual formation of the SLT will be communicated when available. 


2. Formation of the SIEF (‘agreement of the substance sameness’) 

The SIEF is formed once the pre-registrants have agreed on the identity of the substance to be registered. 


Using the suggested template by Cefic, Company XXX has drafted a Substance Identification Profile (SIP). The SIP contains the minimum substance identification parameters for which pre-registrants must agree are sufficiently the same in order to become part of the same joint submission registration dossier (see draft SIP attached). 


The process to establish the substance sameness will occur in two steps: 


1. Agreement on the content of the SIP. 


Please review the draft SIP attached and provide us with your comments and suggestions within two (2) weeks via the communication routes described under Section 5 below. No response to this request will be regarded as acceptance of the content of the SIP. Your feedback will be discussed and agreed upon into a final SIP within the SLT. 


2. Acceptance Declaration of the SIP. 


Each member interested in a registration, has to declare acceptance of the SIP. In July, Company XXX will send the final SIP to all known SIEF members of category 1, 2 and 3 and organize a SIP Acceptance Declaration survey. Non-acceptance provides an opportunity for SIEF Members to search for a more appropriate SIEF. 


After step 2, the pre-SIEF phase has ended and the SIEF has been formed. 


The SIP Acceptance Declaration is considered to be one of the critical mile stones for each potential registrant within a SIEF in order to become part of the joint submission registration dossier prepared by the Lead Registrant. 


3. Nomination of the Lead Registrant 

Company XXX volunteers to be the Lead Registrant (LR) as outlined in the REACH requirements. Feedback is requested using the Survey questions in the form included in the e-mail Part II within two (2) weeks. No response to this request will be regarded as acceptance of the nomination of Company XXX as the Lead Registrant of the SIEF under REACH. 


If necessary, a new LR nomination survey can be organized to endorse or change the LR. 


Agreement on the Lead Registrant is considered to be another critical mile stone in order to prepare the joint submission. 


4. SIEF operating rules 

Company XXX will draft a SIEF Agreement containing the operating rules for the SIEF using the Cefic templates. The draft agreement will include the suggested cost sharing mechanism and practical implementation of the invoicing. The draft SIEF Agreement will be agreed upon within the SLT. 


By the end of August – September 2009, the SIEF Agreement will be submitted for acceptance by all SIEF members of categories 1, 2 and 3. 


The SIEF Agreement will cover the contractual arrangements between the SLT Members (Lead Members) and the other SIEF Members (‘non-lead Members’). The SIEF Agreement will organize the operating rules governing the exchanges of information between the SIEF Members. It will also clarify the right to participate in the Joint Submission and to refer to the studies in the Joint Submission Dossier developed by the Lead Registrant. 


Company XXX, as LR, expects to be compensated in a fair, transparent and non-discriminatory way by the co-registrants for the development and submission of the Joint Registration dossier and the access rights granted for the data. This includes the administrative expenses reasonably incurred by the LR conducting his LR activities on behalf of the co-registrants. Details will be consistent with industry practices (to be developed) and will be provided as soon as possible. 


The SIEF Agreement Approval is considered to be yet another critical mile stone for each potential registrant within a SIEF in order to become part of the joint submission registration dossier prepared by the Lead Registrant. 


5. SIEF planning & communication 

Company XXX will use the IT-platform ‘xxx’ to collaborate with the active SIEF members. All members who can contribute to the dossier development are invited to join xxx (see www. Xxx.com; a small fee is required). In addition, passive members will be able to monitor the progress in xxx’ (by paying a reduced fee) with read-only access. 


Company XXX will also post and maintain high level planning and progress reports on its website for all SIEF Members. All SIEF Members will receive a message with a link when this is available. 


Company XXX will store and maintain all key decisions by the SIEF in a SIEF Status Database. 


Company XXX will periodically refresh the contact details from REACH-IT into platform XXX and into the SIEF Status Database. SIEF Members with modified e-mail contact details will need to update these in REACH-IT in order to continue receiving information. 


Company XXX will maintain a dedicated e-mail address for urgent issues only and will periodically review the mailbox for follow-ups. For this substance the address is [XXX @ XXX.com]. 


6. What is expected of SIEF members? 

The successful and timely registration is dependent on the following basic principles, which we expect the SIEF members to adhere to: 


a) Level of invoIvement: (leading, involved, passive, dormant). SIEF members can up- or down-grade their SIEF categories (SIEF categories 1 up to 4). Within reasonable limits, members can inform Company XXX on their changed SIEF category and are able to review the status in platform XXX. 


b) Details update: Members are expected to keep their contact information up-to-date in REACH-IT. 


c) Contribution: SIEF members that want to actively contribute to this SIEF will need to use platform XXX as communication platform. 


d) Deadlines: Active Members are expected to meet the set time frames for all actions organized by the Lead Registrant. Passive Members are encouraged to keep track of progress enabling them to take decisions on time. 


e) Joint submission (2010): 


 each potential registrant has to take a final decision whether to join the joint submission registration for 2010 (expected mid 2010); 


 co-registrants are required to declare acceptance of: 


i. the SIP (see Section 2 above); 


ii. the SIEF agreement (see Section 4 above); 


iii. having fulfilled the necessary payments. 


f) Correspondence: we kindly request SIEF members to keep e-mail correspondence to a minimum. 


g) New SIEF members: new members (e.g. late pre-registrants, companies realizing they were in the wrong SIEF and requesting to become part of this SIEF) are requested to take notice of the status of the SIEF and available information and fulfil the necessary acceptance steps. 


Thank you for your understanding and cooperation, 


The Company XXX REACH Team 


Summary of immediate actions with 2 weeks from above date: 

1) Check the Survey form in the e-mail Part II carefully: 


a. Are the contact details from REACH-IT correct? If not, correct them in REACH-IT as soon as possible. 


b. Check the indicated SIEF category. Change the SIEF category when required by replying to the e-mail Part II and adjusting the appropriate Form field accordingly. 


c. Confirm the nomination of Company XXX as the Lead Registrant. No reaction will be regarded as accepting the nomination of Company XXX as the Lead Registrant 


2) Feedback on the content of the draft Substance Identification Profile (SIP) attached can be provided via platform XXX or via e-mail to [XXX @ XXX.com]No reaction will be regarded as accepting the content of the SIP 


3) Return the e-mail Part II with your responses 
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Please kindly fill in the form and return to:


xxx

not later than : xxx

Dear Madam, Dear Sir,

Based on the SIEF XML File available on REACH-IT, you have been listed as a contact for one or more legal entities who pre-registered the substance:



( Substance name: xxx


( EC Number: xxx


( CAS Number : xxx

In order to quickly and efficiently start the discussions inside this SIEF, we would like to ask you the following questions:


( Your Contact Data:


-Contact Person: 


-Address (Street, Postal Code, City, Country): 


-e-mail : 


-Telephone:


-Facsimile: 

( SIEF Role:

Please indicate your role in this SIEF, according to CEFIC codification :


( LEADING


( INVOLVED


( PASSIVE


( DORMANT


( Your Deadline for Registration:

(2010

( 2013

( 2018


( Data:


Do you have relevant data for the registration of this substance ?:

( YES

( NO

If YES, please indicate which one(s) ?:



Do you have, in your company, expert(s) in:


-Toxicology:


( YES


 NO


-Ecotoxicology:


( YES


 NO


( Lead-Registrant:


COMPANY XXXX is considering to act as Lead-Registrant for this substance.

Do you agree to choose COMPANY XXXX as Lead-Registrant ?:


(  YES


( NO


( Consortium:


A Consortium will be created for this substance. Are you interested in joining it ?

( YES


( NO 

Thanks for your collaboration.
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