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: Diarsenic pentaoxide

CAS number 1303-28-2

EC number: 215-116-9

Reason of the submission of the Annex XV: CMR

General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/11
	Ellen Sweeney
	Individual, Canada
	I support the nomination of diarsenic pentaoxide to the Candidate List, and believe it is important, given its properties, for it to be as strictly controlled as possible.
	Thank you for your comment which will be taken into account at the appropriate time in the following procedure. 

	2008/08/11
	
	UK Competent Authority
	For any individual metal salt such as diarsenic pentaoxide consideration needs to be given to the unbalanced and potentially ineffectual nature of focussing attention on one substance whilst seemingly ignoring (at that point in time and/or within that particular element of REACH) closely related analogues with similar hazardous properties. Regulatory pressure being applied to one metal salt, while leaving open the option of moving from this salt to a close analogue, with similar hazardous properties, upon which no such regulatory pressure is being applied, seems inappropriate and will simply result in a move from the use of one salt to another.
	Thank you for your comments. We agree with your point of view and the other relevant salts should then be included in the next candidate list proposal.

	2008/08/19
	Bureau REACH RIVM
	NL Competent Authority
	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. 

Please hold on to the format as given in the Guidance for the preparation of an Annex XV dossier (Appendix 1).
Proposal

We agree with the proposal to identify diarscenic pentaoxide as a substance of very high concern, based on the listing of Annex I - regulation 67/548/EEC.
It is mentioned that the substance is identified as CMR according to Article 57 (a), (b) and/or (c). To our opinion this should only be Article 57 (a). Article 57 (a) refers to “substances meeting the criteria for classification as carcinogenic category 1 or 2 in accordance with Directive 67/548/EEC”. This substance is classified as a carcinogenic category 1 in Annex I of Directive 67/548/EEC.

Justification

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.

Use, exposure, alternatives and risks

According to the guidance for the preparation of Annex XV SVHC dossiers it is indicated that information on exposure can be of use for priority setting for inclusion in Annex XIV. It would therefore be recommendable to include an overview of the exposure data for the relevant protection targets (e.g. worker, consumer and man indirectly exposed via the environment) for all relevant life cycle stages (e.g. production, formulation, industrial use, private use, service life and waste treatment) as identified in the RAR, presented in a transparent and orderly manner. In addition, also available information on alternatives should be included
	Thank you for your comments. Please use the form to submit your comments in order to make this task easier for all of us and to avoid mistakes in moving through several documents. Traceability and quality could be improved.

Agree. Corrected

Should be included when these information are existing and available in a reasonable timeframe.



	2008/08/19
	Ninja Reineke
	WWF European Policy Office
	WWF supports inclusion in the candidate list based on the identified CMR properties.
	Thank you for your comment which will be taken into account at the appropriate time in the following procedure.

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	The dossier is in accordance with the requirements set out in an Annex XV dossier for SVHC.
P3 the conclusion on proposal: The proposal does not exactly specify the scope for including the substance in Annex XIV. We suggest the supplement that the proposal applies to CMR according to Article 57 (a). The reference to an Annex I of Directive 67/548/EEC entry is given.
	Agree. Corrected

	2008/08/19
	Lisette Van Vliet
	Health & Environment Alliance


	Page 3: We support this substance to be included in the Candidate list based on the basis of the criteria summarized on page 3 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 your comment which will be considered in the following procedure.


Identity of the substance and physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Bureau REACH RIVM
	NL Competent Authority
	2.1 Identity of the substance and physical and chemical properties:

Limited information physico-chemical properties are provided.  However, it is not necessary to complete the table for all of the properties for substances being considered as a CMR.  
	


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P6 the conclusion on classification: The substance is classified according to the 19th ATP, updated in the 25th ATP of Directive 67/548/EEC as: T (Toxic), Carc. Cat. 1; R45 (May cause cancer).
	We only reproduce the classification as it is given in annex I of directive 67/548. See paragraph 3.1 of the DSD.


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P6 the 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). The reference to the 19th 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 in accordance with 67/548/EEC should supplement here, for instance a summary for the relevant endpoint.
	There is no need to report again the toxicological studies used to justify the classification as it is precised in the Article 59.3 of the REACH Directive and in the guidance for the preparation of an Annex XV dossier on the identification of substances of very high concern. A reference to an entry in Annex I of Directive 67/548/EEC is considered as sufficient.


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: Diarsenic pentaoxide

CAS number 1303-28-2

EC number: 215-116-9

Reason of the submission of the Annex XV: CMR

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P6 information on manufacture and use: Requirements are fulfilled.
The presented data includes information on use and manufactured volumes.
	Thank you for your comment.

	2008/08/19
	Bureau REACH RIVM
	NL Competent Authority
	3.1 Information on uses:  

The substance is used in weed control preparations. This is not included in the manufacture and uses section of the dossier.
	Added.




Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P8 on information on use, exposure, alternatives and risks, information on exposure: Information gap: No information on exposures to the substance is presented.


	Thank you for your observation.


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P8 on information on use, exposure, alternatives and risks, risk-related information: Information gap: No information on risks related to the substance is presented.
	Right. Thank you for your observation.


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	P8 on information on use, exposure, alternatives and risks, information on alternatives: Information gap: It was commented that no information have been available on identified alternative substances and alternative techniques.
	Correct. Thank you for your observation.


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	Federal Institute for Occupational Safety and Health Fb 5
	German MSCA
	Information gap: No information on alternative substances is given.
	Thank you for your observation.


� 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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