CEFIC OVERVIEW OF MAIN MODELS LETTER OF ACCESS RELATED TO REACH CONSORTIUM

	Scenario


	The Consortium Members are data owners and grant access to:

	
	Studies
	(Part of ) the dossier

	To
	To a SIEF participant

To non-SIEF participant
	To a SIEF participant

(within the same SIEF)
	To a non-SIEF participant (e.g. other consortium)

	Via
	1.NDA +
	2.DSA

on studies+
	3.LoA

on studies
	1. SIEF Agreement+
	2. LoA

on dossier
	1.NDA +
	2.DSA

on dossier +
	3.LoA

on dossier

	Parties
	Consortium Members 

↔

Grantee
	by Consortium  Members


[image: image1.emf]LoA on studies  owned within the consortium_01.08.10.doc


	Lead Registrant

↔

Non Lead Member
	by Consortium Members


[image: image2.emf]LoA on consortium  Dossier to SIEF member_01.08.10.doc


	Consortium Members 

↔

Grantee
	by Consortium Members
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	Scope
	- purpose of compliance with REACH

- right to refer to the dossier/studies

	Scenario


	The Consortium Members look for access to data owned out of the consortium and the data owner grants the rights for:

Studies

	Via
	[1.NDA] +

when requested
	2.DSA +

Customized to needs; scope etc.
	3.LoA

Customized to needs; scope etc.

	Parties
	Data Owner

↔

Consortium Members (=Grantees)
	by Data Owner
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	Scope
	- Right to use/to refer to the Studies (license) [+ right to sublicense to the SIEF Members – preferred option]

- for purpose of compliance with REACH /  any regulatory purpose 


LoA = Letter of Access= unilateral declaration by the consortium/data owner formalising the data sharing and the grant of REACH access rights (certificate).
NDA = conditional: previous non-disclosure agreement between the Parties (to cover studies evaluation process by the Grantee).

DSA = Data Sharing Agreement
Templates to be adapted when the LoA is delivered by/to a Lead Registrant acting on a stand alone basis or by/to a SIEF Leadership Team. 
The templates are intended for guidance only and whilst the information is provided in utmost good faith and has been based on the best information currently available, are 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.
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_1343148556.doc
Cefic template LoA on consortium dossier to SIEF member/consortium from another SIEF




Letter of Access to Registration Dossier for REACH Registration 

by the Consortium


Subject:
Letter of Access for the registration of the Substance(s) under Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning inter alia the Registration, Evaluation, Authorisation and Restriction of Chemicals (“REACH”)



Dear Sirs,


[Subject to the terms set forth in the Data Sharing Agreement for Registration under REACH dated [xx/xx/xx] between the Grantee(s) and the members of the REACH yyy consortium [represented by the Lead Registrant zzz] and] in consideration of the payment of the relevant compensation, by this letter, the consortium members of the REACH yyy consortium agree that the REACH Registration Dossier, including data, studies, summaries, waiving argumentations, reasoning of testing proposals and/or assessments [specified in Appendix 1] owned by Members of the Consortium and to be submitted in support of the registration under REACH of the substance [….], may be referred by the Grantee(s) [and its/their Affiliates] in order to support its/their registration of the Substance(s) under REACH.


It is agreed that:


1. The right to refer is restricted only for the registration purpose as specified above.


2. The right to refer is solely granted in favour of the Grantee(s) and is not transferable to any other entity or person, [except as explicitly stated in the above mentioned Data Sharing Agreement].


3. This Letter of Access shall in no event be construed as granting the Grantee(s) any property rights.

GRANTEE(S): … / the members of the … consortium [and its/their Affiliates]

SUBSTANCE(S):  [list substance(s), by chemical name, CAS number, and EINECS number]           

 INFORMATION COVERED: The information specified in Appendix 1.


Sincerely,


For:  The members of the yyy REACH Consortium, represented by … 

Signature:



Name:___________________________

Title: ___________________________

Date: ___________________________

Appendix 1
:  [list relevant studies and insert description of the data, studies, summaries, waiving arguments, testing proposals and/or assessments, insofar as relevant]


Please note that this template is by no means intended to be mandatory or prescriptive. The content of this template 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. 

Ultimately, it is for the parties to assess the appropriateness of the terms on a case-by case basis and decide what elements they wish to adopt but when making any decisions it is recommended that these elements should be taken in consideration.

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.

� Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 







�By this Letter of Access the members of the consortium confirm and certify the grant of access rights on the complete Registration Dossier to a non-SIEF member/consortium from another SIEF (eg read-across). 







Preferred process: 



1. signature of the data sharing agreement agreed between the consortium and the Grantee 



2. payment by the  Grantee of the due compensation, if any



3. delivery by the consortium of the LoA  











The terms of the LoA should be adapted when the LoA is delivered by a Lead Registrant acting on a stand alone basis or by a SIEF Leadership Team with no consortium in place



�cf potential right of sub-license to the other members of that other SIEF: to be checked on a case-by-case basis



�Optional: only if access rights are restricted to certain parts of the Dossier



�Optional: idem, idem, only if access rights are restricted to certain parts of the Dossier








_1343150131.doc
Cefic template LoA on consortium dossier to SIEF member




Letter of Access to the Registration Dossier for REACH Registration 

by the Consortium


Subject:
Letter of Access for the registration of the Substance under Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning inter alia the Registration, Evaluation, Authorisation and Restriction of Chemicals (“REACH”)



Dear Sirs,


[Subject to the terms set forth in the SIEF agreement dated [xx/xx/xx] between xxx and the members of the REACH yyy consortium represented by the Lead Registrant zzz and] in consideration of the payment of the relevant [Joint Registration] compensation, by this letter, the consortium members of the REACH yyy consortium agree that the REACH Registration Dossier, including data, studies, summaries, waiving argumentations, reasoning of testing proposals and/or assessments, [specified in Appendix 1] owned by Members of the Consortium and [to be] submitted in support of the registration under REACH of the Substance, may be referred by the Grantee [and its Affiliates(s)] in order to support its/their registration of the Substance under REACH.


It is agreed that:


1. The right to refer is restricted only for the registration purpose as specified above.


2. The right to refer is solely granted in favour of the Grantee and is not transferable to any other entity or person, [except as explicitly stated in the SIEF agreement].


3. This Letter of Access shall in no event be construed as granting the Grantee any property rights.

GRANTEE: …
 [and its Affiliates(s)]

SUBSTANCE:  [chemical name, CAS number, and EINECS number]

            INFORMATION COVERED: The information specified in Appendix 1.


Sincerely,


For:  The members of the yyy REACH Consortium, represented by … 

Signature:



Name: __________________________

Title: ___________________________

Date: ___________________________

Appendix 1:  
[list relevant studies and insert description of the data, studies, summaries, waiving arguments, testing proposals and/or assessments, insofar as relevant]


Please note that this template is by no means intended to be mandatory or prescriptive. The content of this template 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. 

Ultimately, it is for the parties to assess the appropriateness of the terms on a case-by case basis and decide what elements they wish to adopt but when making any decisions it is recommended that these elements should be taken in consideration.

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.

� Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 







� = “classic LoA” (most common situation)



By this Letter of Access the members of the consortium confirm and certify the grant of access rights on the complete Registration Dossier to a SIEF member. 







Preferred process: 



1. submission of the SIEF agreement by the consortium and approval/signature of the SIEF agreement by the SIEF member



2. payment by the SIEF member of the due compensation



3. delivery by the consortium of the LoA  and the token number + disclosure of the information from registration dossier











The terms of the LoA should be adapted when the LoA is delivered by a Lead Registrant acting on a stand alone basis or by a SIEF Leadership Team with no consortium in place.



�In case a TPR is used: GRANTEE: the potential registrant(s) represented by the third party representative signatory to the SIEF agreement, as duly notified to the Lead Registrant



�Optional: only if access rights are restricted to certain parts of the Dossier



�Optional: idem, only if access rights are restricted to certain parts of the Dossier








_1343150165.doc
Cefic template LoA on individual studies owned by an external data owner



Letter of Access to Studies for REACH Registration 

by data owner


Subject:
Letter of Access for the registration of the Substance(s) under Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning inter alia the Registration, Evaluation, Authorisation and Restriction of Chemicals (“REACH”)



Dear Sirs,


[Subject to the terms set forth in the Data Sharing Agreement for Registration under REACH dated [xx/xx/xx] between the members of the REACH xxx consortium and the Data Owner, and] [in consideration of the payment of the relevant compensation,] by this letter, the Data Owner grants the Grantee(s) [and their Affiliates] the license to refer to the below Studies [and grants the Grantees the right to sub-license the granted rights
 as explicitly defined in the Data Sharing Agreement], on the below Substance(s) for submission to the European Chemicals Agency:


It is agreed that:


1. The right to refer is granted [for any regulatory purposes, in particular for the purpose of preparing a REACH registration dossier / restricted only for the REACH registration purpose].


2. The right to refer is granted in favour of the Grantee(s) [only / and is transferable to other entity or person, as explicitly defined in the Data Sharing Agreement].


3. This Letter of Access shall in no event be construed as granting the Grantee(s) any property rights whatsoever.

GRANTEE(S): The Members of the Reach xxx Consortium [and their Affiliates]

SUBSTANCE(S):  [list substance(s), by chemical name, CAS number, and EINECS number]           

STUDIES:  The data and summaries specified in Appendix 1.


Sincerely,


For:  The Data Owner

Signature:



Name: __________________________

Title: ___________________________

Date: ___________________________

Appendix 1:  [list relevant studies and insert description of the data, studies, summaries, waiving arguments, testing proposals and/or assessments, insofar as relevant]

Please note that this template is by no means intended to be mandatory or prescriptive. The content of this template 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. 

Ultimately, it is for the parties to assess the appropriateness of the terms on a case-by case basis and decide what elements they wish to adopt but when making any decisions it is recommended that these elements should be taken in consideration.

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.

� Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 







�Letter of Access delivered by a data owner to the members of the consortium, in order to confirm and certify the grant of access rights on  Study/ies owned by the data owner (=not a consortium member)







That process takes place during the dossier preparation phase, when the consortium members are completing the dossier.







To be defined on case by case basis.







Preferred process: 



1. signature of the data sharing agreement on Studies agreed between the data owner and the consortium members (=the Grantees) 



2. payment by the Grantees of the due compensation, if any



3. delivery of the LoA  to the consortium 







The terms of the LoA should be adapted when the LoA is delivered to a Lead Registrant acting on a stand alone basis or to a SIEF Leadership Team with no consortium in place.







�= preferred case: centralization in the SIEF of access rights via the consortium/LR and sublicense to the other SIEF participants.








_1343148484.doc
Cefic template LoA on individual studies owned within the consortium



Letter of Access to Studies for REACH Registration 

by the Consortium


Subject:
Letter of Access for the registration of the Substance(s) under Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning inter alia the Registration, Evaluation, Authorisation and Restriction of Chemicals (“REACH”)


Dear Sirs,

[Subject to the terms set forth in the Data Sharing Agreement for Registration under REACH dated [xx/xx/xx] between the Grantee(s) and the members of the REACH yyy consortium, and] in consideration of the payment of the relevant compensation, by this letter, the members of the REACH yyy consortium (Data Owners) grants the Grantee(s) the license to refer to the below Studies, solely for the purpose of preparing a REACH registration dossier on the below Substance(s) for submission to the European Chemicals Agency.


It is agreed that:


1. The right to refer is restricted only for the registration purpose as specified above.


2. The right to refer is solely granted in favour of the Grantee(s) and is not transferable to any other entity or person, [except as explicitly stated in the Data Sharing Agreement].


3. This Letter of Access shall in no event be construed as granting the Grantee any property rights.

GRANTEE(S): …/ the members of the … consortium [and its/their Affiliates]


SUBSTANCE(S):  [list substance(s), by chemical name, CAS number, and EINECS number]           


STUDIES:  The data and summaries specified in Appendix 1.

Sincerely,


For:  The members of the yyy REACH Consortium, represented by … 

Signature:



Name: __________________________

Title: ___________________________

Date: ___________________________

Appendix 1:  [list relevant studies and insert description of the data, studies, summaries, waiving arguments, testing proposals and/or assessments, insofar as relevant]


Please note that this template is by no means intended to be mandatory or prescriptive. The content of this template 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. 

Ultimately, it is for the parties to assess the appropriateness of the terms on a case-by case basis and decide what elements they wish to adopt but when making any decisions it is recommended that these elements should be taken in consideration.

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.

� Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)







�By this Letter of Access the Members of the Consortium confirm and certify the grant of access rights on individual study/ies owned within the consortium:



-to a SIEF member/consortium from another SIEF. 



- to SIEF member from the same SIEF (unusual case)







To be defined on case by case basis.







Preferred process: 



1. signature of the data sharing agreement on Studies agreed between the consortium and the Grantee 



2. payment by the  Grantee of the due compensation, if any



3. delivery by the consortium of the LoA  











The terms of the LoA should be adapted when the LoA is delivered by a Lead Registrant acting on a stand alone basis or by a SIEF Leadership Team with no consortium in place.



�In case the Grantee is from another SIEF: right to sub-license to the other members of that other SIEF: to be checked on a case-by-case basis








