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: 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene)
CAS number: 81-15-2
EC number: 201-329-4
Reason of the submission of the Annex XV: vPvB, Article 57 (e)
General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080707
	Lourencao, J
	Individual
	There is no chapter or list with the bibliographic references where they can be fully identified (full title, journal or editor, vol. page numbers etc.). This way information cannot be checked properly.
	A reference list was added as a new section. 

	20080709  


	Ellen Sweeney
	Individual
	I support the nomination of 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene) to the Candidate List, and believe it is important, given its properties, for it to be as strictly controlled as possible.
	Noted.

	20080730  


	Helmut Vogler
	Siemens AG
	The Agency asks for "scientific comments" whereas Article 59 (4) states "The Agency shall publish on its website a notice that an Annex XV dossier has been prepared for a substance. The Agency shall invite all interested parties to submit comments within a specified deadline to the Agency."

Although REACH does not fix a time interval for comments by interested parties should not this interval be as long as that for the Member States in Article 59 (5), i.e. 60 days, or are the interested parties treated differently by purpose?
	It was agreed (between ECHA and the Member States) as a working procedure that the time allocated for submission of comments to both Member States and Interested Parties would be of 45 days even though in REACH it is stated that the time for Member States to comment is of 60 days. So the interval time for both Member States and interested parties is the same.

	20080811
	
	UK REACH CA
	We agree that musk xylene meets the vPvB criteria. It would be helpful to add exposure information, including details of the available environmental monitoring data, to strengthen the case for making this substance a priority for authorisation. 


	The first step in the process is to compose a support document on the identification of the substance as a SVHC. At a later stage, exposure data may be helpful for prioritizing. Therefore, unless exposure information is linked to the identification of the substance as a SVHC (e.g. monitoring data indicating the substance is a very persistent (vP) substance), it is not yet included in the dossier.

	20080812  


	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”.
	Noted.

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	Germany supports Netherlands proposal to identify musk xylene as a vPvB substance. 

The Annex XV Dossier outlines the major findings of the TC NES sub-group on PBT/vPvB Substances and shows that musk xylene is regarded as a vPvB substance. Musk xylene is also a borderline case for PBT. Based on a weight of evidence approach we would also support the identification as a PBT substance.

We appreciate that the Annex XV Dossier continues the work of the PBT Working Group and fully support the proposal to include musk xylene in Annex XIV.
	With respect to human toxicity data, the T criterion is not fulfilled. However, no conclusion can be drawn from the available ecotoxicity studies as their reliability is uncertain. In the addendum to the EU RAR (2008) it was therefore concluded that the results of the available ecotoxicity tests are inconclusive with respect to the screening of Toxicity (T) for the purpose of the PBT assessment. Since the addendum was written, no new data has become available and therefore, the conclusion that musk xylene is inconclusive concerning T still holds. The text was changed accordingly.

	20080813 


	
	Company
	As had been provided previously to the European Chemical Bureau's Technical Committee on New and Existing Substances (ECB TCNES) and the Persistent, Bioaccumulative and Toxic (PBT) Workgroup, attached is additional information on the risk assessment of musk xylene. This information was presented at the ECETOC Biodegradation and Persistence Workshop held June 26-27, 2007, in Manchester, UK, by Dr. Han Blok, a recognized expert in the field of environmental fate. Two Member State representatives, members of the TC NES PBT Workgroup present at the workshop both strongly advised to forward this information to the rapporteur with a copy to the ECB.

This information was discussed at the PBT Workgroup meeting of November 19-21-2007. At that meeting, it was concluded that this additional information would be further considered to address the fundamental approach towards assessment of PBT substances. It was also concluded at this meeting that, because further discussions on the fundamentals of PBT assessment would take considerable time, MX would nevertheless be considered a vPvB.

We bring this information to your attention as we would appreciate that this additional information be considered in light of the recent inclusion of MX on the candidate list of SVHCs. 

As not all formatting details (e.g., a table, italics) are copied clearly in the entry fields, we have uploaded our comments as a whole as well.  

We look forward towards your review.  Should you have any questions or comments, please do not hesitate to contact us.

SEE ATTACHMENT AT THE END OF THIS DOCUMENT
	The information provided by Blok (2007/2008) has already been discussed and taken into consideration by the PBT WG (both in 2007 and 2008). NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).

	20080814  


	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, 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene) has been found to be persistent and Health Canada identifies this substance as a human health priority for activities post 2006.  To date, no action has been taken on this substance in Canada.
	Noted.

	20080814  


	Ninja Reineke
	International NGO, WWF European Policy Office, Belgium
	WWF agrees with the evaluation and supports inclusion in the candidate list.
	Noted.

	20080815  
	Miroslav  Suta 
	National Authority, National committee for chemical safety, Czech Republic
	I agree with the conclusion that musk xylene is a vPvB substance and supports its inclusion in the candidate list according to article 57(d).
	Noted.


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

	20080813 


	
	Company
	1. Identity of the substance…..

p. 2. EC number stated as 201-329-97 is not correct. It should be:   210-329-4

p. 2. under Registration number: The EC number stated as 201-329-97 is not correct. It should be:   210-329-4

p. 3. under 1.1 The EC number stated as 201-329-94 is not correct. It should be:  

210-329-4  

p. 3. under 1.2 The EC number stated as 201-329-94 is not correct. It should be:

210-329-4

p.3 under 1.1 IUPAC name: 1-tert-…..nitrobenzen  lacks an e: nitrobenzene

p.3 under 1.2 IUPAC name: 1-tert-…..nitrobenzen  lacks an e: nitrobenzene
	The correct EC number is 201-329-4 and the text was altered accordingly.

	20080825
	PICHARD   

Annick
	MSCA, France
	EC number is wrong 

Replace it by 201-329-4
	The text was altered accordingly.


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P3 the conclusion on classification: The substance is classified in Annex I according to the 29th ATP of Directive 67/548/EEC as: Xn (Harmful), Carc. Cat. 3; R40 (Limited evidence of a carcinogenic effect).
	The text is modified according to the listing provided in the Annex I working database. 


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.17 Section 4.3.3 It would be helpful to emphasise that the conclusion that the BCF is >5000 comes from a detailed re-evaluation of the MITI database and an additional study by Gatermann et al, 2002. The 2005 RAR used a BCF of 4,400 which does not meet the vB criteria. 
	It is agreed with UK-CA and the text is corrected accordingly.

	20080813 


	
	Company
	p.5, (First) Conclusion: 

1. “Environmentally relevant exposure to musk xylene occurs in the whole water column”. This remark is not true: musk xylene is hardly detected anymore in environmental samples (see OSPAR 2004). Moreover, the relevance of this remark at this place is questioned. 
	It is agreed that this paragraph is about distribution and not about exposure. Therefore, the sentence has been changed into: “In the environment, musk xylene is distributed over the whole water column.”

	
	
	
	2. “Photodegradation of musk xylene could be a relevant removal pathway in the environment, but its relevancy should be evaluated as a general issue, which has to be covered in new guidance to be developed in the near future. At this moment, aquatic photodegradation in general is considered to have no relevant impact on the overall persistency of musk xylene in the environment.” This remark was made during the PBT-review under the Existing Chemical Regulation, when an alternative, integrated interpretation of all test results, including photodegradation, was discussed.  Photodegradation turns out to be of major relevance in the degradation process of MX. 

Thus the remark that “photodegradation in general is considered to have no relevant impact on the overall persistency of musk xylene in the environment” is to be revisited now under REACH. To this end we add the discussion paper of Blok (2007/2008) as an attachment. This paper formed the background of this remark. 
	The information provided by Blok (2007/2008) has already been discussed and taken into consideration by the PBT WG (both in 2007 and 2008). NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).

	
	
	
	p.7. Paragraph starting with: The fact that…

The last line states that MX is persistent under aerobic conditions. This is not a correct presentation of the results in the water study. Instead, it should state that of the circa 13% of the radioactivity in water, half was MX and half was degraded at day 159 and therefore MX degrades very slowly. Moreover, the fact that MX degrades under anaerobic conditions in sediment is not an explanation for its perceived persistency under aerobic conditions in water. Thus this last line is redundant.  
	The text is not altered for the following reasons: 

- In paragraph 4.1.3 of the addendum, it is concluded that the half-life for biodegradation in seawater is > 150 days, which fulfills the criterion for persistence given in Annex XIII of REACH (half-life > 60 days). Therefore, the substance is considered persistent.  

- It is agreed that the fact that MX degrades under anaerobic conditions in sediment does not imply that the substance is persistent under aerobic conditions in water. However, the reference to the water degradation study is made to support the assumption that degradation in the water-sediment system took place in the anaerobic sediment, as degradation was much slower in the water-only system where a sediment phase was absent.  

- This text is taken literally from the addendum to the RAR which was agreed upon the PBT WG in March 2008 and by the Technical Committee on New and Existing Substances (TC NES) in April 2008. 

	
	
	
	p. 8. 4th paragraph

Between the brackets it is only stated that 46% of the radioactivity is parent substance. However, it needs to be added that 49.1% consisted of a mixture of six more polar metabolites. From those data it is derived that t½ = 151 d. 
	The text is not altered for the following reasons: 

- The half-life of > 150 days is given in paragraph 4.1.3. The formation of the polar metabolites does not alter the fact that the parent compound is persistent and therefore, this information is not added to the text. The assumption that the half-life would be in the range of 150 days does not take into account the fact that the parent substance volatilizes from the water, while the metabolites stay in the water phase. Therefore, the half life of >150 days was derived in the addendum to the RAR.
- This text is taken literally from the addendum to the RAR which was agreed upon by the PBT WG in March 2008 and the Technical Committee on New and Existing Substances (TC NES) in April 2008.

	
	
	
	p.8. Summary and discussion of persistence half-life for degradation is circa 150 days instead of ‘more than’. 


	The text is not altered because the text is taken literally from the addendum to the RAR which was agreed upon by the PBT WG in March 2008 and the Technical Committee on New and Existing Substances (TC NES) in April 2008. 
Besides, a half-life of > 150 days, ca. 150 days, or 151 days as stated in the comment above, does not alter the conclusion that the substance is a very persistent (vP) substance.

	
	
	
	Last sentence in Summary:

“Because sea and ocean water are compartments with a significant hold-up of the total amount of musk xylene, musk xylene should be regarded as fulfilling both the P and vP criterion.” 

1. When sewage treatment and photodegradation in water is taken into account, there is no ‘significant hold-up’ of the total amount of MX; 

2. This is confirmed by monitoring data: MX is hardly detected anymore in environmental samples (see OSPAR 2004).

3. MX is degraded by natural light under natural conditions in water with estimated t½ at 50ºN from 2 to 12 days (summer/winter) (Hamwijk and Oldersma 2006) and the predicted DT50 is  28 d in a 20 m deep marine system (Blok 2008). This type of relatively short DT50 values is not compatible at all with the notion of a persistent or very persistent substance.   


	The text is not altered for the following reasons: 

· Ad 1. In our view the removal in the STP should not be part of the PBT assessment as this assessment should be focussed on the fate of the substance in the environment and not on the fate in a STP before it is released into the environment. The PBT assessment is a hazard characterisation of the substance in the environment, regardless of the emission. The removal in an STP is part of the emission characterisation and is therefore not taken into account. 

- Ad 2. The concentration MX found in environmental samples is not a measure of the persistency of a chemical. This statement is therefore not taken into account. 

- Ad 3. These studies do not contain any new information. The studies of Hamwijk and Oldersma (2006) and Blok (2007/2008) have already been discussed in the addendum to the RAR and in the PBT WG, respectively. The importance of photolysis of MX has not been proven in natural waters. NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).
- The text is taken literally from the addendum to the RAR which was agreed upon by the PBT WG in March 2008 and the Technical Committee on New and Existing Substances (TC NES) in April 2008.

	
	
	
	p. 9. Distribution modelling

A reasoning for the choice of the model used (Simple Box) is lacking. The generally accepted multimedia model in the EU is EUSES. Why not use the results of EUSES with the same parameters (maybe some modified) as in the risk assessment process? 
	SimpleBox is the multimedia model that has been included in EUSES. SimpleBox was used on its own because it gives insight in the mass flows between compartments, whereas the EUSES output only provides information on the concentrations in each compartment and the relative contribution over the compartments. 

This reasoning was added to the text.

	
	
	
	p. 10, first line 

We agree with the assumed half-lives in air of 1 day, water of 1 year and in sediment of 15 days. However, a half-life in soil of 10 years is extremely excessive compared to the rate in sediment. Also in this pathway (sludge digestion / sludge amendment to soil) anaerobic conditions will occur that favour the degradation of MX. In sludge amended fields with known history no MX is being detected.

In water, not only biodegradation should be taken into account, but the TNO tests (Hanstveit 2006) show that photodegradation is an important route of degradation in the water that cannot be neglected: In particular in the freshwater environment where the water depth still allows the penetration of sunlight. If, as a worst case, a half-life of 12 days is taken (winter) it will strongly affect the calculation results for the shallow freshwater environment (river) and thus less MX will be transported to air or to the sea


	In the calculations, no sludge amendment is taken into account, and the input to the soil compartment is solely caused by atmospheric deposition. 
The reason for this half-life of 10 years was to leave the soil compartment aside from the calculation as water is the relevant compartment.

Degradation of MX was found to be relatively fast under anaerobic conditions in sediment, but slow under aerobic conditions in water. In general, soil is an aerobic compartment. In the view of these findings and considering that MX will be much less available for biodegradation, a degradation rate of 10 years in soil is considered realistic. 
It is unclear which study is meant by Hanstveit (2006), as the studies cited in the addendum to the RAR are a water-sediment study (Hanstveit 2006b) performed in the dark and an adsorption study with marine sediment. Presumably, the study of Hamwijk and Oldersma (2006) is meant. The latter study has already been discussed in the addendum to the RAR and it does not prove that substantial photolysis of MX occurs in natural waters. Therefore, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still stands up (see minutes of 10th meeting on May 2-4 2007). 

	
	
	
	p. 10, first paragraph

Although the text states that SimpleBox v.3.01 has been incorporated in EUSES (p. 9, bottom lines), the SimpleBox results as presented in the proposed Annex XV report deviate substantially from the results produced by EUSES (see table). The proposed Annex XV dossier does not present the full results of SimpleBox so we cannot verify the conclusions. It seems that in the SimpleBox model the emission of MX is directly into the freshwater compartment and that the removal in the STP is neglected. This would not be realistic. 

TABLE: EUSES results for MX (without photodegradation in water) Regional

(%) Continental (%) Global M

Moderate (%) Global Arctic (%) Global Tropic (%) Total sum

In freshwater 0.0012 0.016 18.1 11.8 39.6 

In seawater 0.00013 0.69 

Freshwater sediment 0.039 0.54 2.04 1.33 4.46 

Sea water sediment 0.0015 0.39 

Agricultural soil 1.65 17.6 

0.64

0.21 

0.55 

Natural soil 0.011 0.19 

Industrial soil 0.068 0.15 

In air 0.000008 0.0003 0.0003 0.000057 0.00055 0.0012

SUBTOTAL 1.8 19.6 20.8 13.3 44.6 100.1

In contrast to SimpleBox, EUSES predicts that a very low percentage of MX will ultimately be in the air. The amounts present in the combined fresh and seawaters (no distinction made) at the global level are, of course, fully dependant on the used rate constants. In the EUSES calculations presented here, the rate constant for photodegradation in water is not taken into account (as it was run to study the amount going to air). Photodegradation in water is exactly the process that would reduce the relatively high amounts in water. If you enter a (even a low) photodegradation rate, the percentages in water are reduced to next to nothing. 

Since the percentage ending up in the sea/ocean is ultimately used as a motivation for P/vP (see p. 2, Summary, middle of page), the modeling should be absolutely clear and undisputed and take into account all relevant processes. Currently this is not the case.
	The P assessment is meant to evaluate the ultimate fate in the environment upon emissions, not to evaluate the extent of the emissions. The role of the STP is related to the extent of the emissions to surface water and is therefore not taken into account. 

Photolysis is not taken into account because the laboratory studies (Hamwijk and Oldersma, 2006) do not prove that this process is relevant in natural waters. The photolysis studies have already been discussed in the addendum to the RAR and in the PBT WG. NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).

Despite the difference between the outcomes of SimpleBox presented in our PBT assessment and of EUSES presented by IFF, both models show that a substantial percentage of MX released into the environment will reach salt water both on a continental and global scale. Therefore the conclusion that sea and ocean water are compartments with a significant hold-up of the total amount of musk xylene, remains unchanged. 
The assumption is correct that in the SimpleBox model the emission of MX is directly into the freshwater compartment and that the removal in the STP is neglected. This is done because the PBT assessment should be focussed on the fate of the substance in the environment and not on the fate in a STP before it is released. 

It is stated that in contrast to SimpleBox, EUSES predicts that a very low percentage of MX will ultimately be in the air. This is not true. In the addendum to the RAR the relative contribution of air and water to the transport of musk xylene to the global environment is presented (this is possible to evaluate with SimpleBox but not with EUSES). This transport is different from the amount of substance in the air compartment. Similar to EUSES, SimpleBox predicts that only a very small percentage of the total amount of MX will be present in air.
It appears that the settings of the SimpleBox model used for the calculations (which is the one used for the prioritization of substances in the Netherlands) is slightly different from EUSES, which will give different results, but as stated above will ultimately not change the conclusion. 

For the sake of completeness and transparency the SimpleBox excel sheet is included. Without having the export file of the EUSES calculation of IFF, it is not possible to make an appropriate comparison.

	
	
	
	p. 10, first paragraph, last sentence (“If the half-life in air … 12.9 days”): 

On p. 5 it is described that AOPwin is not suitable for MX, so this value should not be used. Thus this last sentence is redundant. Instead, it would be interesting to show the variability produced by varying the parameters for photodegradation in air and water.
	On p5 it is concluded that the half-life of MX is expected to be between 1 and 12.8 days. This range was already reported in the addendum to the RAR, which was agreed upon in the PBT WG in March 2008 and the TC NES in April 2008. It is considered consistent to calculate the percentage of MX in the different environmental compartments for this range and not only for the lower limit. 
Therefore, on p10, the calculation is performed with the lower value of the range (1 day). The last sentence qualitatively describes that if the half-life in air is at the upper bound of this range (12.8 days), the fraction in water will be higher. Please note that the value of 12.9 days on p10 was a typing error and is changed into 12.8 days.  
For the reasons given above, it is not considered redundant to report the effect of the half-life in air (e.g. the lower and the upper limit) on the distribution of MX in the environment. Moreover, only the shortest half-life is used in the calculation (i.e. best-case assumption). 


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P3-4 the conclusion on classification: The substance does not fulfil the toxicity criterion according to Annex XIII (1.3).

P17ff conclusion on human health hazard assessment, section 5: Detailed information on carcinogenicity testing is given as described in EU RAR, section 4.1.2.7.1 (2005). Data available do not provide relevant information of a CMR or toxic substance according to Annex XIII (1.3).
	The text has been modified. 

	20080813 


	
	Company
	Summary on p. 2, p.33:

We object to the notion that MX is considered to be borderline toxic (T):

Musk xylene was classified as Carcinogenic Category 3 and that was considered a borderline case (see p.26: “Hence, given the resemblance to phenobarbital, it is now concluded that the nongenotoxic compound musk xylene is to be classified as a carcinogen category 3 (R40), although it is realised that it is a borderline case.”)

The borderline is related to threshold between the category 3 and no classification. 

In the new criteria carcinogen category 3 is no longer included (Guidance Document Inf.Req./CSR Chapter R11, Table R11-1). Thus, the borderline remark is no longer valid. 
	The text has been modified. 


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

	20080813 


	
	Company
	Summary on p. 2, p.27 and p. 30: 

We object to the term ‘inconclusive’ concerning the aquatic toxicity: there are no valid NOECs at or below the threshold of 0.01 mg/l (table 4). There were two NOECs in tests with zebrafish that were at or below the threshold of 0.01 mg/l (p. 30). For one test the ecological significance was stated as questionable (multistress experiment including starvation) and for the other test it was stated that the relation of observed effect (heartbeat) with population dynamics is unknown. Both tests were judged not useful for the PNEC derivation. Thus aquatic toxicity is above the T-threshold.
	With respect to human toxicity data, the T criterion is not fulfilled. However, no conclusion can be drawn from the available ecotoxicity studies as their reliability is uncertain. In the addendum to the EU RAR (2008) it was therefore concluded that the results of the available ecotoxicity tests are inconclusive with respect to the screening of Toxicity (T) for the purpose of the PBT assessment. Since the addendum was written, no new data has become available and therefore, the conclusion that musk xylene is inconclusive concerning T still holds. The text was changed accordingly. 


PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.33 Section 8.1 We agree that musk xylene meets the criteria for vP and vB. A more detailed evaluation of whether the T criterion is met should be added. We do not think this is a borderline case, we think the available data indicates that musk xylene is not T.


	With respect to human toxicity data, the T criterion is not fulfilled. However, no conclusion can be drawn from the available ecotoxicity studies as the reliability is uncertain. In the addendum to the EU RAR (2008) it was therefore concluded that the results of the available ecotoxicity tests are inconclusive with respect to the screening of Toxicity (T) for the purpose of the PBT assessment. Since the addendum was written, no new data has become available and therefore, the conclusion that musk xylene is inconclusive concerning T still holds. The text was changed accordingly.

	20080813 


	
	Company
	p. 33, second paragraph.

1. replace: “half-life .. longer than 150 days”  with   “half-life.. circa 150 days”

(see comments p. 8. 4th paragraph)

 
	The text is not altered because the text is taken literally from the addendum to the RAR which was agreed upon by the PBT WG in March 2008 and the Technical Committee on New and Existing Substances (TC NES) in April 2008. 
Besides, a half-life of > 150 days or ca. 150 days does not alter the conclusion that the substance is a vP chemical.

	
	
	
	2. related to the remark on photolysis (similar to p.5, (First) Conclusion)

“However, its relevancy should be evaluated as a general issue, which has to be covered in new guidance to be developed in the near future. For the time being this route of degradation is considered to have no relevant impact on the overall persistency of musk xylene in the environment.” 

This remark was made during the PBT-review under the Existing Chemical Regulation, when an alternative, integrated interpretation of all test results, including photodegradation, was discussed. Photodegradation turns out to be of major relevance in the degradation process of MX.  

Thus the remark that “this route of degradation is considered to have no relevant impact on the overall persistency of musk xylene in the environment” is to be revisited now under REACH. To this end we add the discussion paper of Blok (2007/2008) as an attachment. This paper formed the background of this remark. 
	The information provided by Blok (2007/2008) has already been discussed and taken into consideration by the PBT WG (both in 2007 and 2008). NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).


	
	
	
	Section 8.1 3rd paragraph: 

The multimedia models SimpleBox and EUSES seem to present contradictory results regarding the fractions evaporated to air, varying from a substantial fraction in SimpleBox (no details presented) to a negligible fraction in EUSES (details in this comments file). As long as this discrepancy continues, we don’t think that there is a basis to discuss potential long-range transport. Moreover, it is reasonable to assume a high DT50 in air (< 2 days) so long range transport is not expected if a substantial fraction of MX were to enter the atmosphere. 

The fact that volatilization occurs in the water and water/sediment tests cannot be used to confirm its volatilization in real world. Volatilisation is a process that occurs at the interface of the air/water compartment. The dimensions of the test systems are complete different from the real world. The attached document of Blok (“Evaluation of persistence in the marine environment by combining standard tests for various processes”) explains this in detail. 

The potential ‘long range transport’ would cause that ‘significant amounts of musk xylene will reach the sea and ocean water compartments’. In view of the above remarks, this is mere speculation:

- a negligible amount will enter the air compartment

- the negligible fraction that gets to the air will photodegrade rapidly in the air

- this leaves next to nothing to reach the sea, but if it gets there, it will photodegrade rapidly. 

Yet the statement that ‘significant amounts of musk xylene will reach the sea and ocean water compartments’ is the reason that “the degradation rate in marine water becomes essential in determining the persistency of musk xylene. In a deep water column, in the absence of sunlight and sediment, musk xylene is persistent. “

The latter statement is not based on the experimental data. 

The attached document of Blok (2008) shows how the data can be used to establish the half-life time for Musk xylene and leads to the conclusion that MX is not persistent.  

On the contrary: 

MX is degraded by natural light under natural conditions in water with estimated t½ at 50ºN from 2 to 12 days (summer/winter) (Hamwijk and Oldersma 2006) and the predicted DT50 is  28 d in a 20 m deep marine system (Blok 2008). This type of relatively short DT50 values is not compatible at all with the notion of a persistent or very persistent substance.    
	In the SimpleBox model, the difference between the dimensions of the laboratory tests systems and those of natural surface waters are already taken into account. 
The information provided by Blok (2007/2008) has already been discussed and taken into consideration by the PBT WG (both in 2007 and 2008). NL has volunteered to develop a general approach to deal with photolysis in the PBT assessment. At the moment, the conclusion of the PBT WG that “aquatic photodegradation is not considered to have any relevant impact on the overall persistency of musk xylene in the environment” still holds (see minutes of 10th meeting on May 2-4 2007).
There are no discrepancies between SimpleBox and EUSES as both models predict similar amounts of the total hold-up to be in air.

The surface to volume ratio has been allowed for in both models and in both models in the same way.

In response to the individual points:

- The amount in air is indeed very low. Nevertheless, the multimedia models show a considerable flux (transport) of the substance. Such a phenomenon is not uncommon for long range transport. Many persistent substances like PCBs have very low vapour pressures.

- As indicated in the addendum of the RAR some photodegradation may occur in the air, but this process will be much less efficient in air than in water. The used half-life of 1 day is considered to be a ‘best-case’ value for photodegradation in air.

- As indicated in the addendum to the RAR but also in the results presented in the comments, a substantial part will reach the open sea, even with a half-life of 1 day in air. If the substance is in the ocean and sea compartment, photodegradation is not considered to play an important role.



	
	
	
	p.33, section 8.1, last paragraph: 

As already remarked under Human Health Hazard assessment [Summary on p. 2, p.33] and Environmental Hazard assessment [Summary on p. 2, p.27 and p. 30]: 

The toxicity of MX cannot be considered as borderline T.
	With respect to human toxicity data, the T criterion is not fulfilled. However, no conclusion can be drawn from the available ecotoxicity studies as the reliability is uncertain. In the addendum to the EU RAR (2008) it was therefore concluded that the results of the available ecotoxicity tests are inconclusive with respect to the screening of Toxicity (T) for the purpose of the PBT assessment. Since the addendum was written, no new data has become available and therefore, the conclusion that musk xylene is inconclusive concerning T still holds. The text was changed accordingly.


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

Substance name: 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene)

CAS number: 81-15-2

EC number: 201-329-4

Reason of the submission of the Annex XV: vPvB

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080730  


	Helmut Vogler
	Siemens AG
	This substance is not used in any of our articles nor in articles imported by us.

As far as we know this substance is not manufactured in the EC, but might be imported in certain products. Therefore we consider a restriction in Directive 76/769/EEC (or later in REACH Annex XVII) as the more appropriate measure instead of authorisation obligations especially since there is no technical necessity to use this substance. This would avoid the tedious Article 33 information which works with non-EC-suppliers only via contracts.
	Thank you for your comment. The purpose of the process of identification of substances of very high concern is not to discuss under which process a substance should fall but at that stage to discuss about the substance being a substance of very high concern or not. Your comment will be taken into account in the second step of the authorisation procedure when working on the recommendation for substances to be included in Annex XIV (substances subject to authorisation).

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P3 manufacture and use and p35 information on use, exposure, alternatives and risks: Information gap: It was commented that no information have been available on exposure.
	The first step in the process is to compose a support document on the identification of the substance as a SVHC. In a later stage, exposure data may be helpful for prioritizing. Therefore, unless exposure information is linked to the identification of the substance as a SVHC (e.g. monitoring data indicating the substance is a vP chemical), it is not yet included in the dossier.

	20080825
	PICHARD   

Annick
	MSCA, France
	Uses should be added Information on the uses are available in the EU RAR
	Not relevant at this stage of the process (see response above).


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p. 35 Section 1 It would be helpful to add exposure information to allow the priority for authorisation to be determined. For example, use pattern, current tonnage and environmental monitoring data.
	Not relevant at this stage of the process (see response above).

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P35 information on use, exposure, alternatives and risks: Information gap: It was commented that no information have been available on exposure.
	Not relevant at this stage of the process (see response above).


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P35 information on use, exposure, alternatives and risks: Information gap: It was commented that no information have been available on risk-related information.
	Not relevant at this stage of the process (see response above).


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P35 information on use, exposure, alternatives and risks: Information gap: It was commented that no information have been available on alternative substances and techniques.
	Not relevant at this stage of the process (see response above).


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080813  


	Federal Institute for Occupational Safety and Health
	Germany Member State
	P35 information on use, exposure, alternatives and risks: Information gap: No information on alternative substances is given.
	Not relevant at this stage of the process (see response above).


ATTACHMENTS
Comments from a company

Comments on the fate of musk-xylene
Comments on evaluation of persistence
� 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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