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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: 
Bis(tributyltin) oxide

CAS number 

56-35-9

EC number: 

200-268-0

Reason of the submission of the Annex XV:
PBT

General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080709
	Ellen Sweeney
	Individual
	I support the nomination of Bis(tributyltin)oxide 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 support. 

	20080811
	
	UK REACH CA
	We agree with the conclusion on p. 10 that TBT meets the PBT criteria and Bis(tributyltin)oxide can be considered as PBT. However, discussion of the implications for TBT as an impurity and information on typical levels of residual TBT in plastic additives is required since if TBT is present at >0.1% w/w these stabilisers would also be affected by the authorisation


	According to (Klingmüller and Watermann, 2000) mono- and dibutyltin stabilisers/catalysts may contain tributyltin compounds up to 1 % ( as tin), 0.2- 1 % (as tin)  according to GDCh (2003) as technical impurities. The content of impurities in butyltin stabilizers for PVC is voluntarily controlled by industry to ≤ 0.67 % (as tin) (OECD, 2007). Further Klingmüller and Watermann (2000), Lytle et al (2003) stated that a zero value for technical impurities of trialkyltin compounds in mono- and dialkyl stabilisers/catalysts is not feasible.  

	20080819
	National authority
	National committee for chemical safety (Czech republic)


	I agree with the conclusion that bis(tributyltin)oxide is a PBT substance and supports its inclusion in the candidate list according to article 57(d).
	We welcome the Czech support

	20080819
	MSCA (Austria)
	
	Austria has identified TBTO in an internal project as suitable candidate substance for authorisation and therefore supports the dossier.
	We welcome the Austrian support

	20080819
	MSCA (NL)
	
	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. 
	Netherlands comments are incorporated in this document under the corresponding headings for the sake of clarity

	20080819
	MSCA (NL)
	
	In the summary it is only briefly indicated that the substance is a PBT/vPvB substance. We advise to include here very briefly the key-parameters or study results on PBT/vPvB properties, where this conclusion is based on. In addition, we would like to suggest making reference to the framework in which this conclusion is derived (TC-NES PBT working group) and the date or meeting at which this decision became final. 
	The key parameters on PBT properties will be  briefly included in the summary and reference will be made to the meeting of the TC-NES PBT working group (November 2004) where TBTO was concluded to fulfil the PBT criteria 

	20080819
	MSCA (NL)
	
	We agree with the proposal to identify bis(tributyltin)oxide as a substance of very high concern, based on the decision of the TC-NES PBT working group. 


	Thank you for the Dutch support.

	20080819
	MSCA (NL)
	
	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. The NL-CA considers the information in section ‘Measured levels in the environment’ of section 9.1 of the Annex XV dossier as the most appropriate way to include an overview of the exposure data for the relevant protection targets as identified in the RAR, presented in a transparent and orderly manner and considers this as a good example for other Annex XV dossiers.
	Thank you very much!

	20080819
	MSCA (NL)
	
	Organotin compounds are already restricted for biocide applications and will therefore be included in Annex XVII of REACH from 1 July 2009 onwards. It is stated that inclusion on Annex XIV is needed since the restriction only accounts for articles and not for preparations. However, if this gap should be corrected for than it is still possible to bring this forward at the Limitation Working Group during the meeting of October 2008. 


	Marketing and use restrictions are proposed for all tri-substituted compounds including TBTO, so that these shall not be placed on the market or used in articles but not in preparations. Their use in preparations as well as for all biocidal applications is already regulated by the Biocidal Products Directive (under which no application for authorisation of any tri-substituted organotin has been submitted). A ban on all non-biocidal uses of the substances (as such or in preparations) are not adequate, because they could have uses that were not found to have risks, i.e. as industrial intermediates in the production of other substances or products where they might be completely modified during use. 

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	In the summary of the dossier is correctly stated that TBTO transforms to tributyltin in the aqueous environment and that tributyltin fulfils the P, B and T criteria. The same is the case for other tributyltin salts like, e.g., tributyltin chloride or tributyltin fluoride. Therefore we propose to widen the scope of the Annex XV Dossier to all tributyltin salts. This would 
prevent a substitution of risks, where companies move from TBTO to other tributyltin salts. In addition it is more in line with other pieces of regulation like the Water Framework Directive, where TBTs as a group are included in the priority list, and the proposals currently discussed in the Limitations Working Group, where a ban on all tri-substituted organostannic compounds in articles is brought forward. Most parts of the Annex XV dossier already relate to TBT and only marginal changes should be necessary in order to widen its scope to TBTs as a substance group.

Human Health:
The dossier is in accordance with the requirements set out in an Annex XV dossier for SVHC.
P1 the conclusion on proposal: The proposal does not specify the scope for including the substance in Annex XIV according to toxicity criterion specified in Annex XIII (1.3). We suggest the supplement that the proposal applies also to 57 (f). Due to the hazard classification of “tributyltin compounds, with the exception of those specified elsewhere in this Annex”, Index No. 050-008-00-3, the reference to an Annex I of Directive 67/548/EEC entry is given.
	In general we agree with the comment to widen the scope of the annex XV dossier to all tributyltin salts, as this is also in line with other regulations. 
However according to Article 58 of the REACH Regulation, whenever a decision is taken to include in Annex XIV (‘authorisation list’) substances referred to in Article 57, this should include the identity of the substance as specified in section 2 of Annex VI. Therefore, to enable eventual recommendation for inclusion and inclusion of substances identified as SVHCs on the ‘authorisation list’, the identity of the substances needs to be specified already at the stage of the proposed ‘candidate list’. This is important since through article 33 of REACH the placement of substances on the ‘candidate list’ has direct consequences for suppliers of articles that contain these substances. Therefore it is considered too late now to include more substances in this group, but this could be evaluated for the next round.
Thank you for this clarification. The conclusion of the proposal will be supplemented with the toxicity criterion in annex XIII (1.3)

	20080819
	Reineke, N.
	WWF
	WWF agrees with the evaluation and supports inclusion in the candidate list.
	Thank you for your support.


	20080819
	De Leon, F.
	Canadian Environmental Law Association


	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, Bis(tributyltin)oxide has been identified as a persistent, bioaccumulative Toxic substance. However, no action has yet to be taken on this substance in Canada.
	Thank you for your support.

	20080819
	Van Vliet, L.
	Health & Environment Alliance (NGO)


	Page 1: We support this substance to be included in the Candidate list on the basis of the criteria summarized on page 1 of the submitted Annex XV dossier in the section entitled “Summary of the evaluation”.


	Thank you for your support

	20080826
	MSCA (Sweden)
	Kemi
	We agree with the PBT-assessment, and support that Bis(tributyltin) oxide is a SVHC.

In section 9.1 it would be useful to clarify if there are any remaining uses of TBTO allowed in the EU. 

Also, it would be useful to consider to what extent TBTO may be present in articles as a contaminant (at concentrations above 0.1 %) by the active use of other organotin-substances, e.g., dibutyltin. It is difficult to produce dibutyltin containing less than 0.1 % contaminants such as TBT (Lytle et al, 2003) and we know from the past that TBT has been found in PVC (e.g., PVC-prints on t-shirts) when DBT has been used as a stabilizer in the PVC-print.  

Lytle et al. 2003. Life-cycle toxicity of dibutyltin to sheepshead minoww and implications of the ubiquitous tributyltin impurity in test material. Appl. Organometal. hem. 17, 653-661.


	Thank you for the Swedish support
According to German comments TBT compounds are applied in non biocidal uses, e.g. as organic auxiliary substances in the production of pharmaceuticals and the production of tyres for modification of styrene-butadiene-caoutchouc. However TBTO is not explicitly mentioned here. No further information is available and industry is welcomed to supply more data.
According to (Klingmüller and Watermann, 2000) mono- and dibutyltin stabilisers/catalysts may contain tributyltin compounds up to 1 % ( as tin), 0.2- 1 % (as tin)  according to GDCh (2003) as  technical impurities. The content of impurities in butyltin stabilizers for PVC is voluntarily controlled by industry to ≤ 0.67 % (as tin) (OECD, 2007). Further Klingmüller and Watermann (2000), Lytle et al (2003) stated that a zero value for technical impurities of trialkyltin compounds in mono- and dialkyl stabilisers/catalysts is not feasible.  


Identity of the substance and physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (NL)
	
	p. 3: Are the QSAR estimations for TBTO or for TBT? As TBTO will dissociate in the aqueous environment into TBT it is of no added value to incorporate QSAR estimations for TBTO as this substance as such will not exist in the aqueous environment.

The large discrepancy between the two WSKOW predictions for water solubility should be explained in more detail.


	The LogKow (KowWin) program estimates the log octanol/water partition coefficient (log P) of organic chemicals using an atom/fragment contribution method. The log Kow of 4.05 is estimated for TBTO, the data for log KOW 3.84 could not be reproduced, and will be removed. We agree that due to rapid dissociation of TBTO into TBT in the aqueous environment this substance as such will not exist in the aqueous environment. 
The solubility in water is

low,  varying between <1.0 and  >100 mg/litre according to

the pH,  temperature, and  anions  present in  the  water, which  determine speciation, WHO (1990). Since this range is cited by several references in GDCh (2003) the differing values estimated by the program WSKOW will be removed from the dossier.


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Portugal)
	
	p.4 We support the proposed classification, with the following terminology corrections:
T; R25-R48/23/25
Xn; R21
Xi; R36/38 
N; R50/53 


	The correct classification  terminology will be included in the dossier

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P4 conclusion on classification: The substance is classified based on the hazard classification of “tributyltin compounds, with the exception of those specified elsewhere in this Annex”, Index No. 050-008-00-3, according to the 19th ATP, updated in the 29th ATP of Directive 67/548/EEC as: T (Toxic), R48/23/25 (Toxic: danger of serious damage to health by prolonged exposure through inhalation and if swallowed).
	We will amend the dossier accordingly


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.5, Section 4.1.1 it would add clarity to the dossier if the discussion of speciation of TBT was expanded here, explaining which species are typically present under which pH conditions in freshwater and seawater.


	Speciation of TBT will be expanded further. The predominant forms in seawater are Bu3SnOH2+     and   Bu3SnCl at pH < 7, Bu3SnCl,   Bu3SnOH,   and Bu3SnCO3- at    pH 8, and Bu3SnOH and Bu3SnCO3- at pH > 10 . 

	20080811
	
	UK REACH CA
	p.5 Section 4.1.2 we recognise that this substance has already been evaluated by the PBT sub-group of TCNES. However, we feel that in the interests of transparency it would be helpful to identify the key biodegradation studies and add further description of the experimental details rather than simply refer to published reviews.
	A more detailed description of the biodegradation studies reviewed by WHO 1990 is presented. Further supporting biodegradation studies for sediment and soil will be included.

	20080811
	
	UK REACH CA
	p.7 Section 4.3.2 it would be helpful to add information about the pH at which the bioaccumulation studies were carried out and the TBT species likely to be present under the different test conditions. This information could be used to support the comment made in Section 4.3.4 that lower bioaccumulation potential is expected under acidic and basic conditions. In the interests of transparency, it would be helpful to identify the key bioaccumulation studies and add further description of the experimental details rather than simply refer to published reviews. 
	More information on speciation of TBT is included in section 4.1.1. Further information on abiotic factors influencing bioaccumulation potential of TBT is described in section 4.3.2. 



Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P4 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), R48/23/25 (Toxic: danger of serious damage to health by prolonged exposure through inhalation and if swallowed). Due to the hazard classification of “tributyltin compounds, with the exception of those specified elsewhere in this Annex”, Index No. 050-008-00-3, the reference to an Annex I of Directive 67/548/EEC entry is given.
P8 on human health hazard assessment, section 5: There are no data presented in this section. 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 T (Toxic), R48/23/25 (Toxic: danger of serious damage to health by prolonged exposure through inhalation and if swallowed) should supplement here, for instance a summary for the relevant endpoints.
	The dossier will be amended accordingly

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”.


	20080819
	
	MSCA (NL)
	p. 8: Here a reference could be made to the classification on Annex I of Directive 67/548/EEC for tributyltin compounds.
	The dossier will be amended accordingly




Human health hazard assessment of physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	
	MSCA (NL)
	p 8: It should be stated that this section is not relevant for this report.
	The dossier will be amended accordingly.


Environmental hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.8 Section 7.1 Further details about the endocrine disruption effects of TBT should be added, such as the range of species studied, effects observed and the levels at which effects were seen. In the interests of transparency it would be helpful to identify the key ecotoxicity studies and add further description of the experimental details rather than simply refer to published reviews. 
	Further details about the endocrine disruption effects of TBT has been added.


PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.9 Section 8.1 We agree that TBT meets the criteria for P, B and T and that the parent substance, bis(tributyltin) oxide can therefore be considered as a PBT substance.
	We welcome the UK support.

	20080811
	
	MSCA (NL)
	p. 9: It is not clear from this part why the substance does not meet the vP criterion. Half-lives in water vary from few days to several months. It is not further substantiated to which kind of water (marine, freshwater, estuarine water) these values refer to. The criterion for vP is a half-life of > 60 days in marine, fresh- or estuarine water. This criterion is met. Furthermore, half-lives of > 1 to 15 years have been identified for the sediment compartment. Again this meets the vP criterion of T1/2 > 180 days in marine, fresh- or estuarine sediment. Soil studies have not been further addressed here. Please, add this type of study results when available.
	Bis (tributyltin) oxide has been discussed in the meeting of the TC-NES PBT working group (November 2004) where TBTO was concluded to fulfil the P/vP, vB and T criteria. Since TBTO clearly fulfils the T criterion, it is not considered necessary to also conclude TBTO as a vBvP for the purpose of identification as a SVHC. 

	20080811
	
	MSCA (NL)
	p 9-10: BCF values higher than 5000 l/kg have been found for certain species, and therefore the substance meets the vB criterion, which should preferably be included.


	Bis (tributyltin) oxide has been discussed in the meeting of the TC-NES PBT working group (November 2004) where TBTO was concluded to fulfil the P/vP, vB and T criteria. Since TBTO clearly fulfils the T criterion, it is not considered necessary to also conclude TBTO as a vBvP for the purpose of identification as a SVHC.


Information on use, exposure, alternative and risks on Annex XV SVHC

Substance name: 
Bis(tributyltin) oxide

CAS number 

56-35-9

EC number: 

200-268-0

Reason of the submission of the Annex XV:
PBT

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	p. 14 Figure 2
We suppose it is a misprint that in Figure 2 the total number or preparations containing “MTBO” is shown?

p. 12-14
Biocidal uses of TBT are already regulated in the EU and will discontinue. Further measures would concern non-biocidal uses, TBT-impurities in other organostannic compounds and import of TBT via articles from outside the EU, where biocidal use is still allowed. In the following some information is given on the remaining uses and releases of TBT in Germany. This information might be included in the Annex XV Dossier on TBT. 

In 2000 a workshop reviewing the state of the science for TBT has been held in Germany (UBA 2000 http://www.umweltdaten.de/publikationen/fpdf-l/2245.pdf ). According to the results of this workshop the following non-biocidal uses of TBT are known in Germany: 
• TBThydride, TBTCl, TBTazide and other TBT compounds are used as organic auxiliary substances for synthesis, e.g. for certain stereo selective reactions in the production of pharmaceuticals. After the reaction the auxiliary substances are quantitatively separated and recycled. Residual amounts are incinerated. No relevant emissions are expected from this use if the described measures are taken.
• TBTCl and DBTCl can be used in the production of tyres for modification of styrene-butadiene-caoutchouc. The substances are chemically incorporated into the polymer matrix and transformed into polymeric organostannic compounds. The resulting, tin-containing, cross-linked polymers serve as raw materials for tyre production. The modified polymer structure reduces frictional resistance of the tyre. The amounts used for this purpose are assumed to be low.

According to the workshop results about 5.300 t/a mono- and di-substituted organostannic compounds have been used in Germany as stabilizers and catalysts. It is assumed that about 53 t/a of tri-substituted organostannic compounds are present as impurities. With a market share of 35% for butyl compounds an amount of 17.5 t/a TBT is calculated as technical impurities in plastic materials in Germany. Assuming a migration of 5% from the polymer matrix of the products, a maximum TBT emission to the environment of 875 kg/a is estimated. Potential emission sources are textiles and plastic products like inflatable bathing equipment, hosepipes, nappies, toys, PVC flooring etc. 

According to Hillenbrand et al. (2006, ftp://udis.uba.de/pub/prioritaere_Stoffe/Tributylzinn_final.pdf) < 150 t TBT/a are used in chemical synthesis and < 10 t TBT/a in the production of tyres in Europe. 
	This will be amended
Thank you for the information. Remaining uses and information on releases will be included in the dossier.


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008.08.11
	
	UK REACH CA
	p.12 Section 9.1 It would be helpful to include further information about the levels of TBT present as an impurity in mono- and di-butyltin stabilisers for plastics since if >0.1% w/w, these stabilisers would be subject to authorisation. It would also be helpful to clarify the outstanding uses of bis(tributyltin) oxide.


	According to (Klingmüller and Watermann, 2000) mono- and dibutyltin stabilisers/catalysts may contain tributyltin compounds up to 1 % ( as tin), 0.2- 1 % (as tin)  according to GDCh (2003) as  technical impurities. The content of impurities in butyltin stabilizers for PVC is voluntarily controlled by industry to ≤ 0.67 % (as tin) (OECD, 2007). Furthermore Klingmüller and Watermann (2000), Lytle et al (2003) stated that  a zero value for technical impurities of trialkyltin compounds in  mono- and dialkyltin stabilisers/catalysts is not feasible.  

According to a workshop in Germany in 2000 TBT compounds are applied in non biocidal uses, e.g as organic auxiliary substances in the production of pharmaceuticals and the production of tyres for modification of styrene-butadiene-caoutchouc. However TBTO is not explicitly mentioned here.



	20080819
	National authority
	National committee for chemical safety (Czech republic)


	I can send you data from analysis of levels of tributyltin in house dust in the Czech Republic (in offices, flats and preschools).
	We will be grateful for further monitoring data.

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	p. 16
In Germany data sheets on all priority substances of the Water Framework Directive have been compiled by Hillenbrand et al. in 2006 (ftp://udis.uba.de/pub/prioritaere_Stoffe/Tributylzinn_final.pdf). These data sheets comprise information on substance properties, legal controls, monitoring, production, use, emissions and proposals for emission reduction measures. For TBTs it is concluded that TBTs present as impurities in other organostannic compounds are the main reason for TBT contamination of municipal waste water in Germany. However, imported articles treated with TBT as a biocide outside the EU might contribute to an unknown extent to the contamination of waste water. The following information has been taken from the data sheet and might be included as additional information in the Annex XV Dossier (for literature references see link given above):

Investigations in the catchment area of an Austrian municipal sewage treatment plant show that the TBT contamination in inflowing waste water (mean 0.03 µg/l) can be allocated to indirect dischargers (downstream user in the chemical industry, wood and metal processing industry, laundry) and to a relevant extent to domestic sewage (Fürhacker et al., 1999). 

In Germany no TBT could be detected in Saxony in 13 sewage treatment plant (STP) effluents in 2002 (detection limit 0.01μg/l) and in Hesse in 9 STP effluents in 2003 (detection limit 0.02 μg/l). However, 7 of 9 samples of sewage sludge from Hesse showed detectable TBT concentrations in 2002 (maximum 0.042 mg/kg; mean: 0.028 mg/kg). In 2003 in all 9 samples TBT was detected with a maximum of 0.0274 mg/kg and a mean of 0,020 mg/kg (overview: ISA RWTH, 2005). Further investigations of sewage sludge from 51 German STPs in 1999/2000 showed that concentrations were decreasing in comparison with former measurements and literature data (median 0.65 mg/kg dm). Additional investigations of sewer biofilms indicated a basic contamination for all organostannic compounds originating from domestic waste water. At sampling stations dominated by industrial or commercial waste water significantly higher concentrations of DBTs and to a limited extent also TBTs were found (Hartmann et al., 2002). 
	Thank you for further monitoring data. They will be included in the dossier. 


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P11ff information on use, exposure, alternatives and risks, information on exposure: Requirements are fulfilled. The dossier includes information for potential restrictions on the marketing and use of certain organotin compounds.
	Thank you.


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	P11ff information on use, exposure, alternatives and risks, information on alternatives: Information gap: It was commented that no information have been available on identified alternatives.


	Information on alternatives to organotins in PVC and catalyst are described in detail in RPA 2007b. However it has not been included in this document in detail because this information is not essential for the identification of SVHC. This information will be useful for the prioritisation process. 


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	MSCA (Germany)
	Federal Institute for Occupational Safety and Health


	Information gap: No information on alternative substances is given.


	Information on alternatives to organotins in PVC and catalyst are described in detail in RPA 2007b. However it has not been included in this document in detail because this information is not essential for the identification of SVHC. This information will be useful for the prioritisation process. 


Attached documents
Comments from NL-CA
� 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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