
Agreement on rights to use individual studies
for registration under REACH
between
Berufsgenossenschaft Rohstoffe und chemische Industrie
Kurfürsten-Anlage 62
69115 Heidelberg
Germany
(hereinafter “BG RCI”)
and
the non-member company of BG RCI as an individual legal entity (please insert the following details)
[bookmark: Text1]Name of company:	     
VAT ID No. (applicable for companies within the EU):	     
[bookmark: Text3]Contact person:	     
[bookmark: Text4]Complete address:	     
[bookmark: Text5]E-mail address:	     
[bookmark: Text6]Phone number:	     
(hereinafter “COMPANY”)
Whereas:
[bookmark: Text7][bookmark: Text8][bookmark: Text9]COMPANY is manufacturer/importer/only representative and under an obligation to register the substance       (add name of substance) (CAS No.:       or BG No.:      ) (hereinafter "Substance") according to “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)” (hereinafter “REACH”).
BG RCI owns the study/studies listed in Annex 1 necessary for the registration under REACH of the Substance. COMPANY is interested in acquiring rights to use this study/these studies for REACH registration purposes for itself.
Therefore, BG RCI and COMPANY agree as follows:
[bookmark: _Toc170810418]1	Provision of study/studies listed in Annex 1 and/or Right of Use
1.1	BG RCI provides COMPANY with a Letter of Access with permission to refer to study/studies listed in Annex 1 for the Substance. 
[bookmark: _Toc122237272][bookmark: _Toc122237623][bookmark: _Toc122243389][bookmark: _Toc122251824][bookmark: _Toc122251845][bookmark: _Toc168476156]1.2	BG RCI grants COMPANY for an indefinite period of time the non-transferable and non-terminable right to use the full study report of the study/studies listed in Annex 1 provided by BG RCI, (which includes the right to generate a robust study summary as well as the permission to refer to the full study reports), solely for the purpose of registration of the Substance according to REACH as well as to fulfil other requirements under REACH. 
1.3	BG RCI issues the Letter of Access in Annex 2 for the right of use. COMPANY is entitled to present this Letter of Access to the European Chemicals Agency (ECHA) upon registration of the substance as well as to other authorities (if required).
1.4	This Agreement shall under no circumstances be construed as granting the COMPANY any property rights other than those specified in Subsection 1.3 hereof in the study/studies listed in Annex 1 and shall not affect the right of BG RCI to grant any third party any right to use the study/studies listed in Annex 1 for REACH or other purposes.
2	Consideration
For the rights according to Article 1 of this Agreement, COMPANY will, on receipt of an invoice from BG RCI, pay BG RCI the grand net total as stated in Annex 1 (plus legal value added tax (VAT)). 
3	Confidentiality
3.1	COMPANY agrees: 
[bookmark: _DV_M177]3.1.1	To treat all information contained in the study documents provided hereunder or otherwise disclosed by BG RCI in relation to the study/studies listed in Annex 1 (collectively “Information”) as confidential and to use the Information only for the purpose specified in, and according to the terms of, this Agreement. COMPANY undertakes to advise BG RCI immediately in writing of any disclosure or misuse by a third party of Information as well as of any request by competent authorities relating to the disclosure of that Information insofar and as soon as COMPANY obtains knowledge thereof.
[bookmark: _DV_M178]3.1.2	To make all reasonable efforts to ensure that disclosure of such Information as required for REACH regulatory purposes, shall only take place in a form (for example short summaries where possible) reflecting the minimum information required to be disclosed.
[bookmark: _DV_M179][bookmark: _DV_M180]3.1.3	To make it available only to those employees or COMPANY’S external consultants (including their employees) who need to have access to such information for the purpose specified in Article 1.2 of this Agreement and who are contractually or otherwise obligated to keep it confidential. COMPANY shall be responsible and accountable for the compliance of their external consultants (including their employees) with the obligations of this Article 3.
[bookmark: _DV_M181]3.2	Notwithstanding Article 3.1, in the event COMPANY as recipient of Information, makes a reasonable determination that it is required to disclose such Information pursuant to a governmental and/or judicial obligation or order other than according to the requirements under REACH, COMPANY will inform BG RCI in writing in due time of the disclosure and ask the recipient to maintain confidentiality.
[bookmark: _DV_M182]3.3	The obligations specified in Articles 3.1 and 3.2 above shall not apply to information for which COMPANY can reasonably demonstrate that such Information: 
[bookmark: _DV_M183]3.3.1	was known to COMPANY on a non-confidential basis prior to its disclosure pursuant to this Agreement; 
[bookmark: _DV_M184]3.3.2	is publicly known at the time of disclosure or becomes publicly known thereafter without breach of the terms of this Agreement on the part of COMPANY; 
[bookmark: _DV_M185]3.3.3	becomes known to COMPANY (without any restriction on disclosure) through disclosure by sources other than BG RCI, having a right to disclose such information; or
[bookmark: _DV_M186]3.3.4	was independently developed by COMPANY, any Affiliate and/or their employees, without access to BG RCI’s Information, as evidenced by documentary records. 
[bookmark: _DV_M187][bookmark: _DV_C148]	Specific items of information shall not fall within any exception merely because they are combined with more general information falling within any exception. 
[bookmark: _Toc170810421]4	Exclusion of Liability
To the fullest extent permissible by law, BG RCI’s liability shall be excluded.
In particular, but without limitation, BG RCI is neither liable for the accuracy and correctness of the study/studies listed in Annex 1, for the valuation (Klimisch code) of the studies if such valuation is given, nor for the acceptance of study/studies listed in Annex 1 by the ECHA during the dossier evaluation (according to Title VI REACH) nor for the transferability of any of the results to other substances. 
5	Miscellaneous
5.1	Any modification or amendment of this Agreement requires a written instrument signed by all Parties hereto. 
5.2	If any of the provisions of this Agreement shall be or become invalid in whole or in part, this shall not affect the validity of the remaining provisions. In such event, the parties shall endeavour, in trustful cooperation, to replace the invalid provision by a valid provision which most closely reflects the economic purpose of the invalid provision. The same shall apply mutatis mutandis to any gaps in this Agreement.
5.3	The validity, interpretation and performance of this Agreement and any dispute connected herewith shall be governed by and construed in accordance with the laws of Germany without regard to the conflict of laws principles thereof. Place of jurisdiction and performance shall be Heidelberg, Germany.


[bookmark: Text13][bookmark: Text14][bookmark: Text15]Heidelberg,      	     ,      
	(Date)	(Place/Date)
___________________________	______________________________
Dr. Andreas Kleineweischede	Signature
Berufsgenossenschaft Rohstoffe und chemische Industrie	Company
[bookmark: Text16]Kurfürsten-Anlage 62	     
[bookmark: Text17]69115 Heidelberg	     
[bookmark: Text58]Deutschland	     
[bookmark: Text59]	     
[bookmark: Text19]	     


Annex 1: List of Studies
Annex 2: Letter of Access for the registration under REACH


Annex 1: List of Studies
	Substance:	     
CAS-No.	     
or
BG-No.	     

	
	Fee for the Letter of Access 
(plus legal value added tax (VAT))
	

	Study
	with copy of the full study report
	without copy of the full study report
	

	(enter the abbreviation used in the table on our homepage)
	(mandatory, give either one or the other,
enter the appropriate fee according to the table)
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	     
	€      
	€      
	

	Net total
	€      
	€      
	= €      



	Legend

	Type of study
	Species

	A
	Ames test
	cat
	Cat

	AP
	Ames test with preincubation
	dog
	Dog

	ALAR
	Alarie test (sensory irritation)
	gpig
	Guinea pig

	CBD
	Covalent binding to DNA (adduct formation)
	hams
	Hamster

	CLT
	Combined long-term carcinogenicity study
	mouse
	Mouse

	CTC
	Cytogenetic test in vitro (cultures)
	rat
	Rat

	CTV
	Cytogenetic test in vivo
	rbt
	Rabbit

	D01
	Acute toxicity study (LD50, LC50)
	sgh
	Syrian gold hamster

	Dnn
	Toxicity study with repeated administration 
(nn = 05 to 90 days)
	Route of administration

	DnnCHE
	Cholinesterase inhibition
	caps
	Gelatine capsules

	DnnMHB
	Methaemoglobin formation
	der
	Dermal

	DnnNT
	Neurotoxicity study (+ Irwin screen)
	diet
	Diet

	DnnPP
	Peroxisome proliferation
	gav
	Gavage

	F
	Follow-up study
	ihl
	Inhalation

	FERT
	Fertility study
	ip
	Intraperitoneal

	HB
	Haemoglobin adduct formation
	orl
	Oral

	HPRT
	Hypoxanthine phosphoribosyl transferase test
	wat
	Drinking water

	IRE
	Eye irritation study
	Status

	IRS
	Skin irritation study
	*
	Sponsored by the chemical Industry

	META
	Metabolism/kinetic study
	* —	
	To get to know the Sponsor of the study please send an e‑mail:
toxikologische-bewertungen@bgrci.de

	MNT
	Micronucleus test
	Examples

	PROJ
	Project
	D90NT-orl-rat
	90-day neurotoxicity study, oral, rat

	SENS
	Sensitisation study
	TERAF-ihl-rbt
	Teratogenicity study (follow-up study), inhalation, rabbit

	TERA
	Embryotoxicity/teratogenicity study
	CTC*
	Cytogenetic test in vitro (cultures): sponsored by the chemical Industry

	UDSC
	Unscheduled DNA synthesis in vitro
	
	

	UDSV
	Unscheduled DNA synthesis ex vivo in vitro
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[bookmark: RAdrSp1Z2]BG RCI - Prävention - Postfach 10 14 80 - 69004 Heidelberg
Bereich muss für die Frankierung frei bleiben
European Chemicals Agency
P.O. Box 400
00121 Helsinki
FINLAND 

[bookmark: Absenderangaben]
	Prävention
	Gefahrstoffe u. biologische Arbeitsstoffe
	Gefahrstoffe-Biostoffe-Analytik
	Ihr Zeichen:	
	Ihre Nachricht vom:	
	Unser Zeichen:	
	Mitgliedsnummer:	
	Ansprechperson:	Dr. Andreas Kleineweischede
	Telefon:	06221 5108-24520
	Fax:	
	E-Mail:	toxikologische-bewertungen@bgrci.de
[bookmark: komSpalte2Zeile12]	Dok-ID:	 
[bookmark: komSpalte1Zeile14]	Datum:	     
[bookmark: fSpalte5Zeile2]BG RCI	Postanschrift	Hausanschrift	Bankverbindung	 
[bookmark: fSpalte5Zeile3]Gesetzliche Unfallversicherung	Postfach 10 14 80	Kurfürsten-Anlage 62	Nord LB Hannover	 
[bookmark: fSpalte5Zeile4]Körperschaft des öffentlichen	69004 Heidelberg	69115 Heidelberg	IBAN: DE19 2505 0000 0199 8931 81	 
[bookmark: fSpalte5Zeile5]Rechts	E-Mail: gefahr-und-biostoffe@bgrci.de	Telefon: 06221 5108-62720	BIC: NOLADE2H	 
[bookmark: fSpalte5Zeile6] 	Internet: www.bgrci.de	Telefax: 06221 5108-21199	USt-IdNr.: DE143293385	 
[bookmark: fSpalte1Zeile7][bookmark: fSpalte2Zeile7][bookmark: fSpalte3Zeile7][bookmark: fSpalte4Zeile7][bookmark: fSpalte5Zeile7] 	 	 	 	 
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ZD002 
Letter of Access for the registration under REACH
Dear Ladies, dear Sirs;
[bookmark: bmFolgeLogo_1][image: Logo-BG-RCI-schwarz]
[bookmark: VName_2]



[bookmark: bmFolgeLogo][image: Logo-BG-RCI-schwarz]
[bookmark: VName_1][bookmark: VName]
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[bookmark: bmDokName_3][bookmark: bmDokTitel_3]ZD002 
Seite 1 von 2

[bookmark: bmDokName_2][bookmark: bmDokTitel_2]ZD002 
BG RCI agrees that the study/studies listed in the Annex 1 to this Letter of Access may be used by the BG RCI non-member company
[bookmark: _Hlk126316953]Name of company (hereinafter “COMPANY”):	     
Contact person:	     
Complete address:	     
E-mail address:	     
Phone number:	     
in order to support its registration according to “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)”.
The right to use the study/studies is subject to the following restrictions:
1.	The right of use is limited solely to fulfilling registration as well as other regulatory requirements under REACH.
2.	The right of use is granted only to COMPANY and is not transferable to any other entity or person.
3.	This Letter of Access shall under no circumstances be construed as granting COMPANY any property rights whatsoever in the studies.
[bookmark: Gruss]Sincerely yours
Dr. Andreas Kleineweischede
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Gesetzliche Unfallversicherung	Hausadresse:	Sie erreichen uns am besten:	Zentrale Kommunikation:	Dresdner Bank AG Heidelberg	IK: 120 890 508
Körperschaft des 	BG Chemie-Haus	Mo. – Do. 09:00 bis 16:00 Uhr	Telefon: 06221 523-0	(BLZ 672 800 51) 4 682 865 00
öffentlichen Rechts 	Kurfürsten-Anlage 62		Fr.  09:00 bis 14:00 Uhr 	Telefax: 06221 523-420	Deutsche Bank AG Heidelberg
	69115 Heidelberg			E-Mail:   praevention@bgchemie.de	(BLZ 672 700 03) 01/239 35
BBNR: 61635458				Internet: www.bgchemie.de	Postbank Karlsruhe
					(BLZ 660 100 75) 800 10756
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