16.11.2009


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

Substance name: 2,4-Dinitrotoluene
CAS number: 121-14-2
EC number: 204-450-0
Reason of the submission of the Annex XV: CMR
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 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.
General comments
	No
	Date
	Submitted by (name, Organisation/MSCA)
	Comment 
	Response

	1
	20091005
	Individual, United Kingdom
	I support the nomination of this chemical 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.

	2
	20091009
	Inter-Environnement Wallonie, National NGO, Belgium
	We support the nomination of this chemical 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.

	3
	20091012
	Norwegian Pollution Control Authority, National Authority, Norway
	The Norwegian CA supports that dinitrotoluene (CAS No. 121-14-2) should be identified as a substance of very high concern and included in the “Candidate list” of substances of very high concern for authorisation. This is in accordance with REACH Article 57 a) since dinitrotoluene is classified as a Carcinogen in Cat. 2 according to the Directive 67/548/EEC and Carc. 1B in the Regulation (EC) No. 1272/2008.
	Thank you for the support.

	4
	20091012
	HSE Dr. Hofmann GmbH, Company, Germany
	An evidence based evaluation of the scientific studies was the most important improvement of the last jears in medicine. We ask to inculde these principles in the evaluation of toxic effect especially those on carcinognicity. Inhalation carcinogenicity studies with TiO2 have shown that the toxicilogical test system on carcinogenic effects is oversensitive. Every substance undergoing this test will be classed as carcinogenic for animals unless a systemic toxicity limits the maximum tolerated dosages. In the light of the observed oversensivity of the test system all the results and interpretation of positive animal carcinogenicity studies have to be reviewed. The evaluation has to consider additional evidence for a classification of a substance as a carcinogen for animals. The paper does not show the evidence level of the studies with respect to an evaluation of the effects for humans and also does not shown the relevance for animals in "normal" circumstances. There is no discussion and evaluation on the possible oversensivity of the test systems.
	First of all, we would like to highlight that there are no new scientific studies which could lead to a different classification from the current one as Carcinogen Category 2 and, therefore, as a SVHC.

The comment doesn’t provide any scientific reference justifying why 2,4-DNT should not be a SVHC. On the other hand, the mechanism of TiO2 to develop cancer is not the same as 2, 4-DNT. TiO2 increases the incidence of lung fibrosis which is usually considered a precursor of lung tumours, meanwhile 
2,4-DNT is associated to hepatobiliary cancer and both urothelial and renal cell cancer.

In addition, some epidemiological studies referenced in the EU RAR support the findings from chronic and carcinogenicity oral studies in mice and rats.

	5
	20091013
	Germany, Member State
	The proposal is in accordance with the criteria of Art. 57. The justification refers to the classification as carcinogen and mutagen and on information on its use, exposure and risk estimated in the EU RAR (2008). 

Although the documentation of risks for exposed groups (workers, consumers) is not a condition precedent for SVHC candidate nomination, the decision-finding will be supported by the German CA.

Actually, the German Federal Institute for Occupational Safety and Health (BAuA) is working on an investigation concerning the induction of kidney tumours in workers as a result of contact to explosives in mines and quarries. As soon as the investigation is finished we will transfer it to the Spanish CA and ECHA as the results might be useful for future discussions.
	Thank you for the support.

We will appreciate any new information concerning this substance.

	6
	20091014
	Allgemeine Unfallversicherungsanstalt, National Authority, Austria
	Conclusion (iii) of the RAR "There is a need for limiting the risks; risk reduction 

measures which are already being applied shall be taken into account."

"Nitrated derivatives of aromatic hydrocarbons " (130.01) are listed in Annex I of the Commission Recommendation concerning the European schedule of occupational diseases (2003/670/EC)
	Thank you for the information.

	
	20091014
	Health and Environment Alliance, International NGO, Belgium
	HEAL supports the inclusion of this substance to the Candidate List on the basis of the information summarised on page 4 of the Annex XV dossier submitted.
	Thank you for the support.

	7
	20091014
	Health and Environment Alliance, International NGO, Belgium
	The Health and Environment Alliance supports the inclusion of this substance onto the Candidate List on the basis of the information in the submitted Annex XV dossier.
	Thank you for the support.

	8
	20091014
	Health & Safety Authority, National Authority, Ireland
	The Irish Competent Authority agrees with the identification of 2,4-dinitrotoluene as a substance meeting the criteria set out in Article 57 of REACH.
	Thank you for the support.

	9
	20091014
	WWF European Policy Office , International NGO, Belgium
	WWF supports the inclusion in the candidate list according to REACH article 57 a).
	Thank you for the support.

	10
	20091015
	United Kingdom, Member State
	We agree that this substance meets the hazard criteria for identification as an SVHC but question whether Authorisation is an appropriate risk management approach for this substance. 

The reason that this substance has been proposed is to ensure that the substance is used under strictly controlled conditions in the workplace and to drive substitution.  It is noted that no potential alternatives have been identified and hence it is not possible to judge whether substitution is viable for 2,4-dinitrotoluene at present.

We question whether the Authorisation regime will achieve the desired improvements in workplace control on the basis that the major use for this substance (as an intermediate) is exempt from Authorisation. In contrast, controls introduced under workplace health and safety legislation would apply to all occupational exposure situations. This approach was agreed at the 14th RRS meeting along with an approach to limit releases to the environment1.  

We propose that a more detailed analysis of all available RMOs should be carried out to support decisions on regulatory action for this substance. 

1. http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:141:0020:0021:EN:PDF
	An analysis of the best Risk Management Option based on available information was submitted on 14th July. No comments were received via the CIRCA newsgroup before the beginning of the public consultation.

It is stated in the RMO analysis that “authorisation process permits that appropriate steps are initiated to look for a safer alternative to this substance”. Authorisation process, by itself, promotes the development of alternatives since industry is obliged to generate information on them. An analysis of alternatives is a mandatory part of every authorisation application. Therefore, we think that authorisation is the best preferred option if there is a lack of knowledge on alternatives. This is in agreement with ECHA’s Background paper for the workshop on the Candidate list and Authorisation and Risk Management Instruments.

It is recognised in the RMO analysis that the use as an intermediate is not covered by the Authorisation process and that the main group to be at risk for exposure to 2,4-DNT is the explosives industry workers. The RRS proposed by the Spanish Rapporteur acknowledged (p13, section 4.4, doc: ES-20b-2007 Draft HH RRS 2,4 DNT) that the use as an additive in the production of explosives would be subject to REACH Authorisation process. We agree that workplace legislation apply to all occupational exposure situations. However, there is no knowledge about the real risk management for this use. There is no either a harmonised occupational exposure limit at Community level. 

All CMR substances used in the workplace are, obviously, subject to Occupational Safety and Health legislation. In our opinion care should be taken to use this argument to exclude a substance for consideration for Authorisation. The use of this argument together with the fact that CMR substances are already restricted from being part of consumer products, could prevent the inclusion of CMR substances in Annex XIV.  

	11
	20091015
	WECF, International NGO, Netherlands
	We support the nomination of this chemical to the Candidate List, and believe it is important, given its properties as carcinogen and reproductive toxicant, for it to be as strictly controlled as possible.
	Thank you for the support.

	
	
	
	
	


Specific comments on the justification
	No
	Date 
	Submitted by (name, Organisation/MSCA)
	Comment 
	Response

	12
	20091014
	Individual, United Kingdom
	Human exposures:p 11 'not possible to identify a clear threshold below which here would be no increased risk of cancer'

It has long been established that there is no threshold for carcinogens . Any exposure can increase the risk. In that case all exposure should be avoided.
	No response necessary.



	13
	20091015
	RIVM, National Authority, Netherlands
	P3, Section 1.3. Please include the Henry’s Law Constant of 5.45E-3 Pa.m3/mol (EU RAR, 2008) in Table 1. 

P7, GHS classification. Please report that the GHS classification is according to the first ATP of CLP.
	P3. After considering, we have decided not to include the Henry’s Law constant due to it’s not a REACH information requirement. As you said in your comment this information is available in the RAR that is quoted in the dossier.

P7. Agreed. The amended text includes now the reference to the first ATP of CLP.

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Information on use, exposure, alternative and risks on Annex XV SVHC 
Substance name: 2,4-Dinitrotoluene
CAS number: 121-14-2 
EC number: 204-450-0
Reason of the submission of the Annex XV: CMR
Specific comments on use, exposure, alternatives and risks
	No
	Date 
	Submitted by (name, Organisation/MSCA)
	Comment 
	Response

	14
	20091013
	Germany, Member State
	DE CA comment: 

P. 10: A short paragraph concerning combined exposure is given here. Daily doses resulting from environmental exposure of humans are several orders of magnitude below the burden of workers. Therefore, this paragraph is not relevant for the authorisation procedure and should therefore be removed. 

P.11: The Spanish CA gives a T25 value of 14.39 mg/kg/day. For further calculation of this value (e.g. into a human equivalent HT25) no basis is given and therefore the calculations are not understandable. For each scenario a value for life cancer risk is given although dermal and inhalative exposures are described. It stays unclear which exposures have been used for the calculation and how the calculations were performed. Furthermore we are of the opinion, that DMEL values or similar risk descriptors should be calculated and documented.
	P.10: The summary of EU RAR included in this section already recognised the fact that risk to human health is dominated by occupational exposure. However, we would prefer that the text remains since it can be informative about risk.

P11: As it is stated in the document the whole section intends to be a summary of the conclusions of the assessment carried out in the EU RAR. A quantitative risk characterisation was performed according to T25 following the procedures established in the Technical Guidance Document on Risk Assessment of existing substances. All calculations, basis, exposures values used, justifications, etc are easily found in the EU RAR. The reference to this document has been properly provided in the dossier including a link to the document in “Other Information” section. 



	15
	20091014
	International NGO, Sweden
	Widely used as Explosive, dye processes and plasticizer in Munition, explosives, photographic chemical, dyes, rubbers, and plastics
	Thank you for the information.

	16
	20091015
	RIVM, National Authority, Netherlands
	Worker exposure:

The rapporteur (p13, doc: ES-20b-2007 Draft HH RRS 2,4 DNT) states that there are uses of the pure substance as an additive in the production of explosives and that it can be used for the production of explosives for military use which may be classified information. 

The size of the European explosives sector (including the production of explosives for military use) is unknown, but it is possible that a relevant number of workers is potentially exposed. It is noted that derivation of a European OEL for this substance is proposed as one of the tools for limiting exposure. The rapporteur also considers this a good measure to establish a harmonized level of control across the EU (p17, ES-20b-2007 Draft HH RRS 2,4 DNT).

Environmental exposure: No comments.

The proposal for authorization of this substance with regard to worker exposure is supported.
	Thank you for the support.

The information will be taken into account in the following procedure.
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