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Oslo 15.09.08

Comments and response to comments on Annex XV SVHC: Proposal and Justification 

Disclaimer 
The Response to Comments table has been prepared by the competent authority of the Member State preparing the proposal for identification of a Substance of Very High Concern. The comments were received during the public consultation of the Annex XV dossier. The table has been used as a meeting document of the Member State Committee. The table does not contain any confidential information provided. Furthermore it has not been revised taking into account the discussions and conclusions of the Member State Committee.

Substance name: Lead hydrogen arsenate

EC Number: 232-064-2

CAS number: 7784-40-9
Reason for submission of the Annex XV dossier: It is proposed to identify the substance as a CMR according to Article 57 (a) and (c).
General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/11
	Ellen Sweeney
	Individual, Canada
	I support the nomination of lead hydrogen arsenate to the Candidate List, and believe it is important, given its properties, for it to be as strictly controlled as possible.
	Thank you for the support.

	2008/08/11
	
	UK REACH Competent Authority
	The principal concern seems to be the potential presence of this compound within imported articles.  As we understand Article 56 (1) of REACH, the potential import of lead hydrogen arsenate in articles is outside the scope of authorisation (it is the incorporation of substances into articles in the EU to which this provision relates).   Thus, overall, the regulatory benefits of making this substance a candidate for authorisation seem unclear unless there is evidence of additional uses within the EU.
	Information about uses within EU is not available, according to ESIS the substance is not a HPV or LPV substance. We agree that the import of triethyl arsenate in articles is outside the scope of authorisation.  ECHA has adviced that, as for all substances identified as SVHC, the comments on uses, exposure etc. shall be considered at a later stage of the authorisation procedure. i.e. when it will be evaluated whether the substance should be recommended as a priority substance for inclusion in Annex XIV.   

	2008/08/12 


	Lisette Van Vliet
	International NGO, Health & Environment Alliance, Belgium
	Page 2: We support this substance to be included in the Candidate list on the basis of the criteria summarized on page 2 of the submitted Annex XV dossier in the section entitled “Summary of how the substance meets the CMR (Cat 1 or 2), PBT or vPvB criteria, or is considered to be a substance of an equivalent level of concern”.
	Thank you for the support.

	2008/08/14 


	RIVM
	Netherlands, Member State
	We agree with the proposal to identify lead hydrogen arsenate as a substance of very high concern, based on the listing of Annex I - regulation 67/548/EEC.
	Thank you for the support.

	2008/08/14 


	Fe  de Leon
	National NGO, Canadian Environmental Law Association, Canada
	The Canadian Environmental Law Association (CELA) (www.cela.ca) is a Canadian based non-profit, public interest organization, established in 1970 to use existing laws to protect the environment and to advocate environmental law reforms.  It is also a free legal advisory clinic for the public, and will act at hearings and in courts on behalf of citizens or citizens’ groups who are otherwise unable to afford legal assistance.  CELA is funded by Legal Aid Ontario (LAO).  It is one of 80 community legal clinics located across Ontario, 18 of which offer services in specialized areas of the law.  CELA also undertakes educational and law and policy reform projects that are funded by LAO as well as government and private foundations. CELA’s public policy reform programs focus on four issue areas:  pollution and health, water sustainability, land use planning and access to justice.  

CELA has a long, rich history advocating for effective chemicals management policy in Canada as well as on the global level through the Stockholm Convention on Persistent Organic Pollutants.  CELA participated and responded to the government of Canada’s proposals in categorizing the 23, 000 substances under the Domestic Substances List as part of its legal obligations under the Canadian Environmental Protection Act, Canada’s main environmental statute addressing toxic substances.  CELA’s interest in the implementation of the REACH policy and the process to establish a list of substances for authorization are seen as significant in the efforts to protect human health and environment from exposure to toxic substances.  Furthermore, Canadians see the results of REACH as important initiatives that are relevant and essential to the efforts being undertaken in Canada under its Chemicals Management Plan (CMP).  The results of REACH will inform priorities for action to be taken in Canada under CMP, confirm if there are other substances that should be focused for action and most importantly inform appropriate measures of phase out for PBT substances and non-threshold substances in following the precautionary principle.  Under section 75 (3) of the Canadian Environmental Protection Act, our government is obligated to review the “…a decision to specifically prohibit or substantially restrict any substance by or under the legislation of another jurisdiction for environmental or health reasons,…” 

CELA supports the initial list of substances (Anthracene; 4,4'- Diaminodiphenylmethane; Dibutyl phthalate; Cyclododecane; Cobalt dichloride; Diarsenic pentaoxide; Diarsenic trioxide; Sodium dichromate, dehydrate; 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene); Bis (2-ethyl(hexyl)phthalate) (DEHP); Hexabromocyclododecane (HBCDD); Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins); Bis(tributyltin)oxide; Lead hydrogen arsenate; Triethyl arsenate; Benzyl butyl phthalate) for inclusion to the candidate list for authorization.   We are please to see the initial list of substances nominated for authorization.

We recognize that importance of this first list and milestone in the implementation of the REACH policy.  However, based on our experience with the Canadian categorization process, we strongly urge the EU to ensure that an explicit timeframe for adding new nominations to the candidate list and the release of full list of nominated substances for authorization be provided to ensure that the momentum established with the passing of the REACH policy does not decline over time.  In our experience with Canadian categorization process, the release of the complete list of substances meeting the criteria outlined under the Canadian Environmental Protection Act required a significant response by the Canadian government.   We trust that it would be similar for the EU context and the authorization list.  

In Canada, lead and arsenic compounds have been identified as toxic under the Canadian Environmental Protection Act.  Furthermore, reporting by Canadian facilities on the levels of releases and transfers off site of arsenic and lead compounds is required through the Canada's National Pollutant Release Inventory.
	Thank you for the support.

	2008/08/14 


	Ninja Reineke
	International NGO, WWF European Policy Office, Belgium
	WWF supports inclusion in the candidate list based on the identified CMR properties.
	Thank you for the support.

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	The dossier is in accordance with the requirements set out in an Annex XV dossier for SVHC.

P2 - conclusion on the proposal: The proposal does not exactly specify all scopes for including the substance in Annex XIV. We suggest the supplement that the proposal applies to CMR according to Article 57 (a) and also to Article 57 (c). The reference to an Annex I of Directive 67/548/EEC entry is given.
	Thank you for this clarification. The document will be corrected and a reference also to Article 57 (c) will be added, based on the classification of lead hydrogen arsenate in Annex I of directive 67/548/EEC as a substance toxic to reproduction, Category 1.  

	
	RIVM
	Netherlands, Member State
	It is mentioned that the substance is identified as CMR according to Article 57 (a). To our opinion this should be Article 57 (a) and 57 (c). Article 57 (c) refers to “substances meeting the criteria for classification as toxic for reproduction category 1 or 2 in accordance with Directive 67/548/EEC”. This substance is classified as a reproductive toxicant category 1 in Annex I of Directive 67/548/EEC.
	Thank you for this clarification. The document will be corrected and a reference also to Article 57 (c) will be added, based on the classification of lead hydrogen arsenate in Annex I of directive 67/548/EEC as a substance toxic to reproduction, Category 1.  

	2008/08/14 


	RIVM
	Netherlands, Member State
	The Netherlands CA is submitting their comments in separate files for each substance that follows the headings of this webpage. We do this for internal QA purposes and for ease of submission. Each heading is numbered chronologically according to the headings on this page. We assume this is acceptable.

SEE ATTACHMENT AT THE END OF THIS DOCUMENT
	The comments from the Netherlands are also incorporated in this table under the corresponding headings for the sake of clarity.

	2008/08/14 


	RIVM
	Netherlands, Member State
	Reference has been made to classification in Annex I of Directive 67/548/EEC. For CMR substances, if a relevant harmonised classification is already included in Annex I the reference made to this classification is considered sufficient for justification.
	Thank you for this clarification.

	2008/08/15  


	Miroslav  Suta


	National committee for chemical safety, National Authority, Czech Republic
	I agree with the conclusion that lead hydrogen arsenate is a CMR substance and support its inclusion in the candidate list according to article 57(d).
	Thank you for the support. However the proposal applies to CMR according to article 57 (a) and article 57 (c) and not article 57 (d)


Identity of the substance and physico-chemical properties
	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Classification and Labeling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P5 conclusion on classification: The substance is classified according to the 21th ATP, updated in the 25th ATP of Directive 67/548/EEC as: T (Toxic), Carc. Cat. 1; R45 (May cause cancer), and Repr. Cat. 1; R61 (May cause harm to the unborn child).
	In chapter 2, “Classification and labelling “the reference to Annex I with index number and the complete classification and labelling has been referred.  


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P5 conclusion on classification: Requirements are fulfilled. The substance fulfils the criteria for the identification of a toxic substance according to Annex XIII (1.3).

The substance is classified and labelled as T (Toxic), Carc. Cat. 1; R45 (May cause cancer), and Repr. Cat. 1; R61 (May cause harm to the unborn child). The reference to the 21th ATP, updated in the 25th ATP of Directive 67/548/EEC is given.

There are no data presented in section 5. No study results are available providing any relevant information on the toxic properties of the substance according to Annex XIII (1.3). For identification of concern relevant data for compliance with the criteria for classification as a carcinogen category 1 and toxic for reproduction category 1 should supplement here, for instance a summary for the relevant endpoints.
	Thank you for the statement that requirements are fulfilled based on the classification of lead hydrogen arsenate according to Directive 67/548/EEC.

Since a relevant harmonised classification is already included in Annex I of Directive 67/548/EEC, the reference made to this classification is considered sufficient for justification without further elaboration of data in section 5. According to REACH article 59. 3. “a dossier may be limited, if appropriate, to a reference to an entry in Annex I of Directive 67/548/EEC”.


Human health hazard assessment of physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Environmental hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Information on use, exposure, alternative and risks on Annex XV SVHC
 
Substance name: Lead hydrogen arsenate

EC Number: 232-064-2

CAS number: 7784-40-9

Reason for submission of the Annex XV dossier: It is proposed to identify the substance as a CMR according to Article 57 (a) and (c).

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P9-10 information on use, exposure, alternatives and risks, use of arsenic compounds in general: Requirements are fulfilled. The presented data includes information on use of the substance. Information on manufactured volumes is circumscribed that the substance is not a HPV or LPV chemical in EU.
	Information only on use of arsenic compounds in general was available. No specific information concerning use of lead hydrogen arsenate in the EU has been obtained. Lead hydrogen arsenate is not a HPV or LPV chemical in EU according to ESIS . No quantities have been reported in the SPIN database (Substances in Preparations in the Nordic countries).


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P6ff information on use, exposure, alternatives and risks: Requirements are fulfilled. Data allows an evaluation. Information to restrictions is available.
	


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P6ff information on use, exposure, alternatives and risks: Information to restrictions is available. P 10 risk-related information: No information is presented.
	Risk-related information not available.


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	P6ff information on use, exposure, alternatives and risks, on information on alternatives: Information gap: It was commented that no information have been available in identified alternative substances.
	Information on alternative substances is not available.

	2008/08/14 


	RIVM
	Netherlands, Member State
	If there is no relevant information available on alternative substances or alternative techniques a note to say this should be included in the report.


	Such a note will be included in the report.


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/14 


	Federal Institute for Occupational Safety and Health
	Germany, Member State
	Information gap: No information on alternative substances is given.
	Information on alternative substances not  available


� The information (comments and responses) on use, exposure, alternatives and risks were not considered by the Member State Committee for the identification of substances of very high concern, but will be taken into account in the later stages of the authorisation process.  For clarity, this information is now indicated with shaded background.
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