Communication to Downstream Users of DEHP and Other Interested Parties 

RE: UPDATE ON THE REGISTRATION OF bis (2-ethylhexyl) phthalate under REACH Letter n°3

CAS N°:  117-81-7 
EINECS N°:  204-211-0 

DEAR SIEF Members of bis (2-ethylhexyl) phthalate.
 
The purpose of this Reach letter n°3 is to provide SIEF participants with updated information on the status of The DEHP REACH consortium efforts to compile the test data and other information required for REACH registration. 

You will also receive a separate request that you provide annex requirements information to the DEHP REACH consortium

Consortium update

The DEHP REACH consortium has now 8 members : Arkema France (Lead registrant) , Oxea GmbH, Polynt S.p.a , Perstorp Oxo AB, Zak S.A, Deza a.s , S.C Oiltchim S.A , Boryszew ERG  S.A

For more information on the DEHP REACH Consortium, please contact the Secretariat: 

ReachCentrum - Turning REACH expertise into practical help for industry 
Avenue E. van Nieuwenhuyse 6 
1160 Brussels 

Email: david.buszard@reachcentrum.eu
Website: www.reachcentrum.eu
Technical Progress Toward Registration

The DEHP REACH Consortium which is administered by ReachCentrum is developing all individual parts of the joint registration dossier (IUCLID data set , classification proposal and Substance identity) . The DEHP REACH consortium is also preparing the CSR including Exposure scenario development and will make it available for SIEF members as part of the registration package.

Arkema as the Lead registrant is still planning to submit the joint registration dossier by September 2010 at the latest.

Substance identity
The test substance composition that has typically been used in toxicology tests used for the registration dossier is that of a mono-constituent substance with a content of >99% pure DEHP and does not contain any impurity at concentration levels that would impact the classification of bis(2-ethylhexyl) phthalate or would require a PBT or vPvB assessment. The composition considered by the DEHP REACH consortium for bis(2-ethylhexyl) phthalate is typically >99.5%.   
IUCLID V

The draft IUCLID V data set including DNELs and PNECs has now been compiled


CSA/CSR
During 2009, the DEHP REACH Consortium has collected information from downstream users regarding uses, operational conditions, risk management measures, associated human exposure levels and environmental emissions. Sufficient information related to the uses listed in the enclosed document was collected to derive Exposure Scenarios and document those uses as acceptable risk.

The list of uses for DEHP has been updated, following the last version of the ECHA guidance on use descriptors R-12
. 
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Due to the complexity of the DEHP supply chain, the CSR completion is now expected by end of June 2010


Classification and labeling of bis (2-ethylhexyl) phthalate)

The classification of di-(2-ethylhexyl) phthalate has been harmonised under the DSD regulation (67/548/EEC)  at the 28th ATP.

Classification : Reprotox cat 2; R60-61 
Labelling :         T   R60-61 

The harmonized classification of DEHP under the DSD (67/548/EEC) has been translated to the CLP regulation (EC/1272/2008).

The DEHP REACH consortium has decided to support the following classification 

Classification :   Reprotox Cat1B; H360FD 
Labelling :         GHS08 

               
           Danger 

                           H360FD : May damage fertility. May damage the unborn child. 

This is similar to the classification in annex VI of the CLP tables 3.1 & 3.2. No addition is proposed to the current classification 

Joint Submission

Joint submission name : JS DEHP NS
Arkema as the Lead registrant will submit the joint registration by September 2010.
The CSR has been prepared in common by the DEHP REACH consortium but will not be part of the joint submission by the Lead registrant. However the CSR will be part of the registration package offered within the letters of access to the full dossier. The CSR will have to be submitted individually by each registrant over 10tpa with their own registration before November 30th.
 

SIEF agreement

To ensure a proper legal process between Lead Registrant and the SIEF members interested in registration, we will be using the standard SIEF agreement, developed by lawyers from over 60 members of CEFIC. The model agreement and explanatory notes can be found at:

http://cefic.org/templates/shwPublications.asp?HID=750&T=812
The SIEF agreement is also referred to on the ECHA web site:

http://echa.europa.eu/sief/lead_registrants_en.asp
We therefore use this as the standard basis for organising SIEF – Consortium relations and responsibilities. ReachCentrum has adapted this agreement for the situation of the DEHP REACH consortium.

Registered SIEF members will receive an invitation from ReachCentrum to log into the system to accept the SIEF Agreement and join the on-line Joint Registration process for DEHP.

Signature of the SIEF Agreement will be done using the specific, safe, electronic signature tool which ReachCentrum will open during June 2010.

This electronic signature of the SIEF Agreement will be necessary to obtain access to the Joint Registration dossier.

Processing of Letters of Access

 Letters of Access to the full registration dossier will be made available to SIEF members through Reach Centrum, for each volume band upon condition of agreeing a SIEF Agreement. Following the SIEF survey performed by the Lead Registrant, confirmed number of registrants, have been identified per tonnage band and provisional amounts for letter of access calculated. Please note that these amounts are still indicative and may not cover all the costs, the consortium could face before the registration date. The Lead Registrant reserves the right on behalf of the consortium to update these LOA costs prior to the invoicing.

	Cost estimate for Letter of Access to REACH Dossier
	expected number of registrant

	Tonnage band
	€
	

	> 1,000tpa
	46000
	13

	100-1,000tpa
	25000
	2

	10-100tpa
	9000
	3

	1-10tpa
	4000
	5


There will be a processing fee of €425 payable to ReachCentrum to obtain the letter of access.
From mid- June, you will be contacted again through the ReachCentrum web site, to allow you to order LOAs. Invoices will be generated automatically through that web site.

If you have other questions or concerns or need more information, please contact me at arkema.reach-dopp2@arkemagroup.com 



Best regards

Didier Vanhoye

Arkema France

Product Steward
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Step within the supply chain Exposure scenario
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Synthesis
x


SU8 PC19


PROC 1


PROC 2 NR ERC 1


Sampling of pure DEHP or in preparations
x


SU8 PC19 PROC 8a NR


Chemical analysis of samples


+ Chemical analysis from processors
x


SU8 PC19 PROC 15 NR


Cleaning and maintenance of reaction 


tankers, storage tankers
x


SU8 PC19 PROC 4 NR


Transfer of pure DEHP x SU8 PC19 PROC 8b NR


 use of DEHP in SCC Polypropylene synthesis x SU12 PC20 PROC1 NR ERC 6a


Blending x SU8 PC32 PROC 5 NR ERC 3


Plastisol formulation x SU12 PC32 PROC 5 NR ERC 2


Transfer of blends
x


SU12 PC32


PROC 8ab


PROC 9 NR ERC2


Transfer of plastisols x SU12 PC32 PROC 8b NR ERC2


Cleaning and maintenance of mixers or 


processing machines
x


SU12 PC32 PROC 4 NR


Compounding, extrusion x SU12 PC32 PROC 14 NR ERC 3


Calendering, spread coating
x


SU12 PC32


PROC 6


PROC 10 NR ERC 3


Dip and slush mouldings
x


SU12


SU11 PC32 PROC 13 NR


ERC 3


ERC 5
End-worker manipulation (welding 


glueing, cutting, shaping)
x


SU12 PC32 PROC 21 NR ERC12a


Exposure to building materials and car's 


interiors (upholstery) - Consumer (adult 


and children)


x


SU21 PC32 NR


AC 5


AC 10


AC 13


ERC10a,         
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Medical devices (adult and children) x SU21 PC32 NR AC13 ERC 11a


Clothes and footwears - consumers
x


SU21 PC32 NR


AC 5


AC 10
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ERC 11a
Manipulation of manufactured articles 


(e.g: Building materials)- cutting + 


sometimes heating like in welding 


(professional)


x


SU22 PC32 PROC21 AC 12 ERC12a
Professional handling of manufactured 


articles (dermal exposure only) 


(professional)


Sampling articles for analysis


x


SU22 PC32 NR


AC 5


AC 10


AC 13
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ERC 11a


End-life Waste management
x


SU22 PC32 NR NR
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ERC 11a


Service life
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