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: Hexabromocyclododecane (HBCDD)

CAS number: 25637-99-4

EC number: 247-148-4

Reason of the submission of the Annex XV: PBT
General comments

	Date 
	Submitted by
	Organisation/

MSCA
	Comment 
	Response

	20080714
	Sweeney, Ellen
	individual
	I support the nomination of Hexabromocyclododecane (HBCDD) 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

	20080811
	
	UK REACH CA
	We agree that Hexabromocyclododecane meets the PBT criteria. There is, however, some conflicting evidence for persistence in sediment and soil and hence the old TCNES PBT/vPvB subgroup also used available data from monitoring in drawing this conclusion. However, we feel that further discussion of the importance of exposure of HBCDD to the soil compartment should be added to the Dossier to justify the proposal that it is this persistence half-life that is the basis for the designation of P. In the ESR risk assessment no direct emissions of HBCDD to soil are reported but there are direct emissions to surface water and air. The available monitoring data for soil and terrestrial organisms is limited. Given that there will be exposure of the soil compartment via spreading of sewage sludge to land, we agree that the persistence of HBCDD in soil should be considered for the PBT assessment. 


	We will add wording regarding the persistence in soil. For soil there are two simulation studies available, both indicating that the P-criterion in soil is met. However, we believe that HBCDD is a persistent substance also in sediment and it has not been our intention to say that the persistence in soil is the only basis for the P-designation. Thus, we believe that HBCDD is persistent also in sediment and have used the available data from monitoring more specifically in relation to this compartment. 

Soil is a relevant compartment because of e.g. spreading of sewage sludge. EUSES (Simple box 3.0) calculates that the steady state fraction of HBCDD in agricultural soil is ca 45% at the regional scale. We have included this information under the section “distribution modelling” (3.2.3 of the DSD).



	20080819
	
	National committee for chemical safety (Czech republic, National authority)
	I am agree with the conclusion that HBCD is a PBT substance and supports its inclusion in the candidate list according to article 57(d).


	Thank you for the support.

	20080819
	MSCA (NL)
	RIVM
	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. 


	Responses to the comments from RIVM have been inserted in this document under the relevant sections. It will facilitate future work with response to comments if a common format can be agreed for comments. It would also increase transparency.

	20080819
	MSCA (NL)
	RIVM
	In the summary the key-parameters or study results on PBT/vPvB properties are briefly discussed. The NL-CA considers this as the most appropriate way for pointing out the PBT/vPvB status of the substance and as a good example for other Annex XV dossiers. In addition, we would like to suggest making reference to the framework in which this conclusion is derived (TCNES PBT working group) and the date or meeting at which this decision became final. 

We agree with the proposal to identify hexabromocyclododecane as a substance of very high concern, based on the decision of the TC-NES PBT working group. 

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. man indirectly exposed via the environment and environment (for all relevant compartments)) 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.


	It is correct that the TCNES PBT working group has agreed on HBCDD being a PBT, and we have added this information (http://ecb.jrc.ec.europa.eu/esis/index.php?PGM=pbt).

Thank you for your support.

We prefer not to include a comprehensive overview of exposure arising from the various uses (life-cycle steps) from the Risk Assessment Report under the Existing Substances Regulation. The underlying data, terminology, assumptions, modelling etc will not be obvious to those not familiar with that work unless extensive explanations are included in the dossier. As the main purpose of the dossier is to identify a SVHC we are reluctant to go into too much detail on exposure. It should be noted that the exposure section does include information on volumes used in various uses, number of sites etc and that extensive information on measured human and environmental exposure is included. The information will, if needed, be further elaborated later in the authorisation process.

	20080819
	Reineke, N.
	WWF (NGO)
	WWF agrees with the conclusion that HBCD is a PBT substance and supports its inclusion in the candidate list according to article 57(d). In our comments below we would like to provide additional evidence for the justification, highlighting recent relevant research from 2007 and 2008.
	Thank you for your support and for providing us with additional information. 

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


	Germany supports Sweden’s proposal to identify HBCDD as a PBT substance. 
Germany welcomes the recommendation to include alternative product-design into the evaluation of substitutes. 
Products are the main emission source and alternative materials as well as alternative design are crucial points of decision for a safe use of the substance. 
	Thank you for the 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, Hexabromocyclododecane (HBCDD)is not listed on the Domestic Substances List under the Canadian Environmental Protection Act.  However, this substance has been detected in human breast milk in several cities in Canada.  
	Thank you for the support and for the information.

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


	Page 44-45: We support to include hexabromocyclododecane on the REACH Candidate list on the basis of the PBT criteria mentioned in the Annex XV dossier on page 44 – 45 in the section “8.4 Conclusion of PBT and vPvB or equivalent level of concern assessment”.

Supporting information

A proposal for listing hexabromocyclododecane (HBCDD) in Annex A of the Stockholm Convention was submitted by Norway on 19 June 2008. 

The submitted documents are available on-line for downloading on the Stockholm Convention website – “Convention – POPs Review Committee – Chemicals under review – New proposals”: http://chm.pops.int/Convention/POPsReviewCommittee/Chemicalsunderreview/NewProposals/tabid/245/language/en-US/Default.aspx

HBCDD
• HBCDD Proposal - http://chm.pops.int/Portals/0/Repository/HBCDD/UNEP-POPS-POPRC-HBCDD-08-NOR.English.PDF 
• Supporting information for HBCDD proposal - http://chm.pops.int/Portals/0/Repository/HBCDD/UNEP-POPS-POPRC-HBCDD-08-NOR-A1.English.PDF


	Thank you for your support and for providing us with additional information.


Identity of the substance and physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

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


	P10 the conclusion on classification: The substance is not classified in Annex I of Directive 67/548/EEC concerning dangerous substances. There are no data presented that the substance fulfils the toxicity criterion according to Annex XIII (1.3). Data available on carcinogenicity, mutagenicity, and repeated dose toxicity do not suggest a classification according EU criteria. The presented data on reproductive toxicity suggest a classification as Repr. Cat. 3; R62 (Possible risk of impaired fertility) according EU criteria. 
	The PBT toxicity criterion is fulfilled by the toxicity on daphnia (NOEC 3 ug/l). 

In addition, there is toxicity on algae with a 72-hr NOEC between 10µg/l and 40 µg/l, and reproductive toxicity in rats with a NOAEL of 10 mg/kg/day. 


Environmental fate properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.19 Table 4-6 It is not clear what the results in this table refer to. The difference between ww and lw should be explained.
	The table is revised

	20080811
	
	UK REACH CA
	p.19 It would be helpful to include or refer to the available monitoring data indicating that HBCDD is found in breast milk and blood of the general human population.
	Some monitoring data on HBCDD content in blood and breast milk are included in the report. Results from food basket studies are also included in this chapter.

	20080811
	
	UK REACH CA
	p. 21 We think it would be useful to acknowledge more recent data by Law et al, although as yet unpublished, which shows a reversal the rising trend in porpoises, and include the critique of this.


	We will mention this study, and note that the large variation in concentration within each year (up to six orders of magnitude) is a reason not to overinterpret the data by making trends out of 1, 2 or 3 years of observations. 



	20080819
	Reineke, N
	WWF
	Page 15 of Annex XV dossier

Supporting information that HBCD undergoes long range transport:

Verreault, J., Gebbink, W.A., Gauthier, L.T., Gabrielsen, G.W., Letcher, R.J.:
Brominated Flame Retardants in Glaucous Gulls from the Norwegian Arctic: More Than Just an Issue of Polybrominated Diphenyl Ethers
Environ. Sci. Technol. 2007, 41, 4925-4931
	Thank you for the information. This new information supports the data in the report on the presence of HBCDD in many bird species in the Norwegian Arctic region.

	20080819
	MSCA (NL)
	RIVM
	p. 11 (Simulation tests) and p. 14 (Summary and discussion of persistence), there is a reference to the study of Davis et al., 2003b. However, in the following discussion this study/reference is not mentioned.
	In section 4.1.2.3 of the annex XV dossier (on page 11) in the section dealing with soil simulation tests an incorrect reference is given. It should be 2003b instead of 2003a. This is corrected.

	20080819
	MSCA (NL)
	RIVM
	p. 14 section 4.2 (Environmental distribution): the information in this section can be used to identify relevant environmental compartments for consideration of the persistence of the substance. However, the reason why only biodegradation studies in soil and sediment were performed (and not in water) is not clear. Extra argumentation why the substance is not expected to be present in the water phase (low solubility, high log Kow) would clarify this point.  
	We have included a short text related to the environmental distribution of HBCDD in the section “Distribution modelling”.

	20080819
	MSCA (NL)
	RIVM
	p. 15 section 4.2.2 (Volatilisation): It is stated that evaporation is a less important route of distribution. This seems in contradiction with paragraph 4.2.3, where it is described that the substance has a potential for long-range atmospheric transport in vapour phase and is found in remote areas. 
	HBCDD is not completely non-volatile and as it has a slow atmospheric degradation rate it has a potential for long range transport via the atmosphere. However, the atmospheric transport of HBCDD is probably particle-mediated.

	20080819
	MSCA (NL)
	RIVM
	p. 20 last paragraph: from the text it does not become clear why the use of muscle concentrations may result in an overestimation of the whole body weight ratios. Please use the explanation given in the EU RAR: “These concentration ratios may overestimate the “true” whole body weight ratios since the fish species used mainly store their lipids in the liver, and the concentrations used represent muscle concentrations which are lower.”
	We have amended the text as suggested.

	20080819
	MSCA (NL)
	RIVM
	p. 22. Please remove heading “4.3.3 Terrestrial bioaccumulation” or include the statement: no data available.
	The heading has been removed


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

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


	P10 the conclusion on classification: The substance has not been classified in the context of Directive 67/548/EEC concerning dangerous substances.
P24ff human health hazard assessment, section 5: There are no data presented that the substance fulfils the toxicity criterion according to Annex XIII (1.3). Study results on carcinogenicity, mutagenicity, and repeated dose toxicity do not suggest a classification according EU criteria. The presented data on reproductive toxicity suggest a classification as Repr. Cat. 3; R62 (Possible risk of impaired fertility) according EU criteria. 
	 The PBT toxicity criterion is fulfilled by the toxicity on daphnia (NOEC 3 ug/l). 

In addition, there is toxicity on algae with a 72-hr NOEC between 10µg/l and 40 µg/l, and reproductive toxicity in rats with a NOAEL of 10 mg/kg/day.

	20080819
	MSCA (NL)
	RIVM
	p. 28 Toxicity for reproduction: the Ema study is no longer in press (see EU RAR, Ema et al. 2008)
	Thank you, the reference has been corrected

	20080819
	Van Gemert, N.
	Women in Europe for a Common Future (NGO)


	p. 29, 5.9.3 human data

Comments on Assessment report of HBCDD (Hexabromocyclododecane):

By the international NGO WECF – Women in Europe for a Common Future,* together with the Dutch NGO EcoBaby Foundation.*  

Comments based on advise by Em. Prof. Janna G. Koppe, Clinical Neonatologist  
Amsterdam Medical Centre, University of Amsterdam . Prof. Koppe is Member of the Expert Advisory Committee of WECF and Chairperson of the Dutch National NGO EcoBaby Foundation. 

WECF and Ecobaby support the assessment of HBCDD in the dossier for Annex XV SVHC.
We would like to add the following additional information regarding the high potential risk to children’s health and particularly the risk for developmental damage.  . 

HBCDD is a direct danger during uterine life and a so called “chemical of equivalent concern”.

The sources of exposure of the population including children are food and indoor dust. Recently an increase in the presence of HBCDD in indoor dust is described by Stapleton e.a. (1). 

HBCDD is present in blood of pregnant mothers and their babies (2). This research by L;Meijer MD, University of Groningen Paediatric Dept., shows the presence of this flame retardant in 69 pregnant mothers at 35 weeks gestational age at a level of  0,8 (nd-7,4) ng/g lipid. In cord blood of 12 babies the levels are 1,0 (nd-4,3) ng/g lipid.

One of the two main target organs of HBCDD is the liver, next to the thyroid (which has potential for associated developmental neurotoxicity effects, see for instance the US - EPA report on HCBD of 2008. **). 

In animal studies an increase in liver weight is described based on an increase of enzyme protein. The enzymes induced belong to the group of cytochrome 2B and cytochrome 3A4 a.o.  Some of these enzymes (groups) are involved in the degradation of vitamin K in utero. (3). The baby needs only nanograms of vitamin K normally in utero. When under the influence of medicaments or chemicals enzymes are prematurely induced the vitamin K carboxylation of the vitamin K dependent proteins, under which prothrombine, is in trouble, leading to severe bleeding tendencies in utero, during delivery and after delivery in the early neonatal period.  (4). 
In the early eighties of last century a new disease entity, the Late Hemorrhagic Disease of the Newborn was described, based on Vitamin K deficiency. Recently the Paediatric Society is inclined to enhance the vitamin K profylaxis after birth because still severe bleedings take place.  (5)  (6). But before birth the placental transfer of Vitamin K is difficult. 

Every medicament or chemical, in casu HBCDD, inducing vitamin K degradation in utero or later, needs to be avoided.

** We also want to draw attention to the U.S. Environmental Protection Agency 3/18/2008
Risk-Based Prioritization Document on HCBD, in which HBCD is ranked high for its potential to bioaccumulate and for its potential risk to children. Exposure of consumers including children is regular because HBCD is used in consumer articles like audio and video equipment, upholstery and indoor textiles and is proven to be present in indoor dust. EPA   has a separate reference paragraph for the Potential Risk to Children (HIGH CONCERN): (quote) “Information suggests that HBCD will be used in consumer products. It is likely that children will be exposed to consumer products containing this chemical. The moderate concern for hazard to human health is important in the case of children’s health because studies have indicated that changes in thyroid function may lead to abnormal development, particularly in the nervous system.
Therefore, the overall moderate human health hazard concern (and specific concerns for developmental effects) combined with expected exposures suggests a high concern for
potential risks to children.”

Reference List

(1) Stapleton HM, Allen JG, Kelly S, Konstantinov A, Klosterhaus S, Watkins D, et al. Alternate and New Brominated Flame Retardants detected in US House Dust. Environ Science Technology 2008; online 23 July 2008.
(2)Meijer L., e.a. Serum concentrations of neutral and phenolic organohalogans in  pregnant women and part of their infants in The Netherlands. Environmental Science and Technology, 2008; 42(9):3428-33.
(3)Bouwman CA. Modulations of vitamin K dependent blood coagulation by chlorinated biphenyls and dioxins in rats University of Utrecht; 1994.
(4) Koppe J.G., Pluim H.J., Olie K. Breastmilk,PCB's,Dioxins and Vitamin K Deficiency. Journal of the Royal Society of Medicine 1989;82:416-20.
(5) Lane PA, Hathaway WE. Vitamin K in infancy. J Pediatrics 1985;106:351.
(6) van Hasselt PM, de Koning TJ, Kvist N, de Vries E, Rydahl Lundin C, Berger R, et al. Prevention of Vitamin K Deficiency Bleeding in Breastfed Infants:Lessons from the Dutch and Danish Biliary Atresia Registries. Pediatrics 2008;121(4):e857-e863.

(The complete document is also attached)
	Thanks for the support and for the information. We have added some more information in the dossier on the presence of HBCDD in different matrices. The effects of HBCDD on the liver, the hepatic enzymes, and the thyroid system are described in the dossier. We agree that if the vitamin K status would be affected by HBCDD, it would be serious, but so far there are no such indications in the available database. We would welcome further studies on this topic.



	
	
	
	
	


Human health hazard assessment of physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	Takashi, I.
	Individual (Japan)
	p.42 A 2-generation study-
Being interested person, I have made interview with the author of referred study, Dr. Ema and got following comments QUOTE It is described that fertility index was significantly decreased at the highest dose (15000 ppm) in F0 females, but not in F1 females. 
While all F0 females copulated and became pregnant in the control group, one female did not copulate and three female did not become pregnant in F0 females at 15000 ppm.  
The fertility index was calculated from the following formula that no. of pregnant females divided by no. of females (24/24 in the control group, and 19/23 at 15000 ppm).
In F1 females in the control group, all females copulated but one female did not become pregnant.  In F1 females at 15000 ppm, three females did not copulate and all copulated females became pregnant.   No significant difference was observed in fertility index in F1 females (no. of pregnant females divided by no. of females; 23/24 vs 21/24).
The phenomena that a few females, one or two females, did not copulate or did not become pregnant is not unusual in the reproductive toxicity studies.  This phenomenon was shown in F1 females.
Therefore, evaluation of fertility index in the Proposal seems to be overestimated.

In the Ema paper, the copulation index was calculated from the following formula that no. of copulated females divided by no. of females (24/24 in the control group, and 20/23 at 15000 ppm in F0 females), and the fertility index was calculated from the following formula that no. of pregnant females divided by no. of copulated females (24/24 in the control group, and 19/20 at 15000 ppm in F0 females).  No significant differences in the copulation index and fertility index were detected between the control and 15000 ppm groups UNQUOTE
	It is correct that the authors of the 2-generation study did not identify the fertility index as an endpoint affected by HBCDD. However, as there are dose-dependent decreases in the fertility index in both generations, we have identified the decreases as potential adverse effects of HBCDD. 




Environmental hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080819
	Reineke, N.
	WWF (NGO)
	Page 33 of Annex XV dossier

Supporting information that HBCD can disrupt thyroid hormones:

„In summary, environmentally relevant concentrations of R- and γ-isomers of HBCD, and similar concentrations of _-HBCD, in the diet altered the thyroid status of juvenile rainbow trout.“
See
Palace, V.P., Pleskach, K., Halldorson, T., Danell, R., Wautier, K., Evans, B., Alaee,M., Marvin, C., Tomy, G.T.:
Biotransformation Enzymes and Thyroid Axis Disruption in Juvenile Rainbow Trout (Oncorhynchus mykiss) Exposed to Hexabromocyclododecane Diastereoisomers
Environ. Sci. Technol.,  2008, 42, 1967–1972
	Thank you for the information. As this study will not change any conclusion, but merely support other data, we have not prioritised evaluating and adding the data to the dossier.




PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p.44 We agree that Hexabromocyclododecane meets the PBT criteria. The fact that a classification of toxic for reproduction (category 3) is proposed could also be considered in the assessment of T. 
	Thank you for the support

	20080819
	MSCA (Belgium)
	
	The dossier states that the P criterion is fulfilled for soil. BE agrees with this statement, since the simulation test (soil-dissipation) shows a half-life of 119d, and a second study clearly shows that this values is to be considered as an under-estimation of the half-live. This substance is to be considered as a PBT (B and T criterions are also respected)
	Thank you for the support

	20080819
	MSCA (NL)
	RIVM
	p. 44 Paragraph on bioaccumulation, last sentence: either complete this sentence with the reasons why there is more alpha-HCBDD in biota or consider omitting this sentence. 
	The sentence has been deleted.

	20080819
	MSCA (NL)
	RIVM
	Is there information to be included in Section 8.3 (or can a reference be made to the next section on Information on use, exposure, alternatives and risk)?
	A reference to the section on Information on use, exposure, alternatives and risk is not possible as ECHA has removed this section from the draft SD

	20080819
	Reineke, N.
	WWF
	e.g. Page 19 of Annex XV dossier (other supporting information on B)

Supporting information on bioaccumulation potential

Tomy, G.T., Pleskach, K., Oswald, T., Halldorson, T., Helm, P.A., Macinnis, G., Marvin, C.H.: Enantioselective Bioaccumulation of Hexabromocyclododecane and Congener-Specific Accumulation of Brominated Diphenyl Ethers in an Eastern Canadian Arctic Marine Food Web
Environ. Sci. Technol.,  2008, 42, 3634–3639
	Thank you for the information. The paper has calculated trophic magnification factors for HBCDD and PBDEs in an Arctic marine food web. The concentrations of the substances have been measured in 8 species, and the trophic level of these species has been assessed by determining nitrogen stable isotopes in them. We have not been able to fully evaluate the paper, and therefore, it is not mentioned in the DSD. However, the paper indicates trophic magnification of α-HBCDD in the same order of magnitude as shown by the tetrabromodiphenylether BDE47, and throphic dilution of γ-HBCDD.

	20080819
	Yoshikawa, N.
	Risk Management Committee in Flame Retardant Accociation in Japan


	On page 14 in “4.1.3 Summary and discussion of persistence”

In Japan, scientists presented a research report about brominated flame retardant’s degradation when they used microorganism. This study was made by Takashi Yamada, Yuhki Takayama, and Yasuhiro Yamada, who belonged to Department of Applied Biological Sciences, Faculty of Life Science and Biotechnology, Fukuyama University.
According to that report, they tried to find microorganisms which could aerobically degrade γ-HBCDD, main isomer of HBCDD, and, they isolated total 13 kinds of γ-HBCDD’s degrader strains.
In that 13 kinds of degrader strains, the most degradable strain to γ-HBCDD belonged to Pseudomonas genus and researchers named it Pseudomonas sp. HB01.
As a result, HB01 strain degradedγ-HBCDD about 80% during 5 days on specific conditions and that report indicated that the rate of degradation would be improved through further investigating the contents of cultivation.
This result was announced officially at Japanese 8th Flame Retardant Seminar held on 25th February in 2008.
The Swedish Annex XV said, “sediment core samples analysed indicate a slower degradation of HBCDD in sediment than what would be expected based on the simulation studies. It is concluded, that HBCDD is persistent in the environment, although it has been observed to degrade in certain experimental conditions in the aquatic environment. ”(Refer to HBCDD’s “Link to the Annex XV report” in P14 “4.1.3 Summary and discussion of persistence” 4th paragraph line from 3 to 6). 
But we think that actual data are more valuable than assumptions based on the simulation studies, therefore, we insist that the report of Fukuyama University’s researchers should be made much of compared to Swedish report.
Based on Fukuyama University Mr. Yamada’s studies, we insist that it should not be simply concluded that HBCDD is persistent in the environment. We cannot fully agree to the judgment of being persistent.
We think it is necessary to continue more detailed studies and investigations furthermore.
	Thank you for the information. 

This is a piece of information that could be added to the dossier. We would be grateful if it could be made available to us. However, the fact that it is possible to find a strain of bacteria that under certain conditions rapidly can degrade HBCDD is not in itself a reason to make another judgment of the persistency of HBCDD.

	20080819
	Van Gemert, N.
	Women in Europe for a Common Future (NGO)


	p.3 (risk charactarisation summery)
HBCD is a substance of equivalent level of concern, because of the high potential risk to damage child development  and  associated health effects in later life. See our comment above or attached. 
	HBCDD can be discussed in the context of being a “substance of equivalent level of concern”, but we have decided to focus on the PBT-properties as reason for this SVHC proposal.




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

Substance name: Hexabromocyclododecane (HBCDD)

CAS number: 25637-99-4

EC number: 247-148-4

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


	P10 information on manufacture and uses: Requirements are fulfilled.
The presented data includes information on use; P46ff information on use, exposure, alternatives and risks, information on exposure: Information on manufactured volumes is given.


	Noted


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080811
	
	UK REACH CA
	p. 46 Section 1 Further discussion of the importance of exposure of HBCDD to the soil compartment should be added since the persistence in soil is being considered for the PBT assessment. 


	Soil is a relevant compartment because of e.g. spreading of sewage sludge. EUSES (Simple box 3.0) calculates that the steady state fraction of HBCDD in agricultural soil is ca 45% at the regional scale. We have included this information under section 4.2.3 “distribution modelling”.

The sections on emissions and exposure can be developed further if needed. However, the purpose of the dossier is to identify a substance as a SVHC. The dossier should still include information on exposure, alternatives and risks. This information is not given on a very detailed level since it is not critical for the identification of a SVHC, and the information will, if needed, be further elaborated later in the authorisation process.

	20080819
	National committee for chemical safety


	National Authority (Czech Republic)
	I can send you specific date from the Czech Republic about levels of HBCDD in indoor dust and in animal tissues. 

Sea also: Johnson-Restrepo, B.,  Adams, D.H.,  Kannan, K.:  
Tetrabromobisphenol A (TBBPA) and hexabromocyclododecanes (HBCDs) in tissues of humans, dolphins, and sharks from the United States, Chemosphere 70, 2008, 1935–1944

Kakimoto,K.,  Akutsu, K.,  Yoshimasa, K., Tanaka Y:
Time trend of hexabromocyclododecane in the breast milk of Japanese women,  Chemosphere 71, 2008, 1110–1114


	Thank you for the information.

	20080819
	Reineke, N.
	WWF (NGO)
	Page 46 of Annex XV dossier

In the last years there has been an abundance of studies showing the present contamination of wildlife and people with HBCD. To supplement the information in the Annex XV dossier on this point we would like to add the following recent studies demonstrating different pathways of human exposure which are all adding to the total exposure of the general population to HBCD:

Exposure through dust
One of the most relevant sources of human exposure to HBCD is house dust - raising in particular concerns regarding young children:

„Normalized to body weight, this high-end exposure scenario estimate for toddlers is within the range reported elsewhere for occupationally exposed adults.“

Abou-Elwafa Abdallah, M., Harrad, S., Ibarra, C., Diamond, M., Melymuk, L., Robson,M., Covaci, A.: Hexabromocyclododecanes In Indoor Dust From Canada, the United Kingdom, and the United States
Environ. Sci. Technol., 2008, 42, 459–464

See also:
Santillo, D., Labunska, I., Davidson, H., Johnston, P., Strutt, M., Knowles, O.: 
Consuming Chemicals; Greenpeace report (GRLTN-01–2003), 2003
http://www.greenpeace.org/raw/content/euunit/press-centre/reports/house-dust-1.pdf

Exposure through diet
Another important exposure pathway is the dietary intake. See the following new data on HBCD uptake through fish, seafood and chicken eggs.
 
van Leeuwen S. P. J, de Boer, J:
Brominated flame retardants in fish and shellfish – levels and contribution of fish consumption to dietary exposure of Dutch citizens to HBCD
Mol. Nutr. Food Res., 2008, 52, 194 – 203

Knutsen, H.K.,  Kvalem, H.E.,  Thomsen,C.,  Frøshaug, M.,  Haugen, M.,  Becher, G.,  Alexander, J.,  Meltzer, H.M.: 
Dietary exposure to brominated flame retardants correlates with male blood levels in a selected group of Norwegians with a wide range of seafood consumption
Mol. Nutr. Food Res.,  2008, 52, 217 – 227

Hiebl, J., Vetter, W., 
Detection of Hexabromocyclododecane and Its Metabolite Pentabromocyclododecene in Chicken Egg and Fish from the Official Food Control, 
J. Agric. Food Chem., 2007, 55, 3319-3324 

Monitoring data in human samples 
Watson G, Generations X: Results of WWFs European Family Biomonitoring Survey. WWF Detox Campaign Brussel; 2005
http://www.panda.org/about_wwf/where_we_work/europe/what_we_do/wwf_europe_environment/initiatives/chemicals/publications/index.cfm?uNewsID=23697

Thomas G.O., Chemical Check up: Ananalsis of chemicals in the Members of the European Parliament, WWF DETOX campaign Brussel, 2004
http://www.panda.org/about_wwf/where_we_work/europe/what_we_do/wwf_europe_environment/initiatives/chemicals/publications/index.cfm?uNewsID=12625

Schuiling, J., Chemical footprints in blood", Greenpeace report, 2004
http://www.greenpeace.org/raw/content/international/press/reports/chemical-footprints-in-human-b.pdf

Human adipose tissue (US):
Johnson-Restrepo, B.,  Adams, D.H.,  Kannan, K.:  
Tetrabromobisphenol A (TBBPA) and hexabromocyclododecanes (HBCDs) in tissues of humans, dolphins, and sharks from the United States, 
Chemosphere 70, 2008, 1935–1944

Breast milk (Japan):
Kakimoto,K.,  Akutsu, K.,  Yoshimasa, K., Tanaka Y:
Time trend of hexabromocyclododecane in the breast milk of Japanese women,  
Chemosphere 71, 2008, 1110–1114


	Thanks for the information. We have added some information in the dossier on the presence of HBCDD in different matrices e.g blood and breastmilk.

These recent studies supports the already existing data. 

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


	P 46ff information on use, exposure, alternatives and risks, information on exposure: Requirements are fulfilled. Data as described in EU RAR (May 2008) is presented.
	Noted


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

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


	P52-53 information on use, exposure, alternatives and risks, conclusion on risk-related information: Requirements are fulfilled. Data as described in EU RAR (May 2008) is presented. The data available allows an evaluation.
	Noted


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	20080714
	Elmassi, A.
	Euratex (Belgium)
	1. Elements in the analysis demonstrate the need to exempt certain applications for which HBCD cannot be substituted in the foreseeable future. HBCD has been used for many years to achieve flame retardant finishes on textiles. It is particularly effective where synthetic fibres are present and is used as a sole finish in certain end-uses. There are times when it’s higher cost is not a restraint in achieving the best effects. Its ability to work on synthetic fibres is a special characteristic. In addition there are transparent coating, lightweight fabrics and fabrics with a very open weave structure used for roller blind materials, filter clothes, lamellas, cinema canvas and awnings for use in public buildings (cinemas, hospitals, prisons etc.), cars and aeroplanes. These applications need a defined decomposition temperature which only HBCD can provide.

2. Deca-BDE is the only suitable alternative to HBCD in textile flame retardant applications. Deca-BDE has been listed in the RRS but the conclusions do not reflect this fundamental point.

3. Non-halogenated flame retardants mentioned in the report cannot be a substitute to HBCD as they do not meet the high requirements of burn testing. It is not technically possible to increase the concentration of a flame retardant substance in the textile product above narrow limits in order to compensate for the lack of efficiency, first due to insufficient bonding of inorganic substances to the textile substrate, and second because the textile properties of the substrate are inadmissibly and negatively impacted by an excessively high share of flame retardant.

Water-soluble alternatives, e. g. ammonium polyphosphate, cannot be used for applications where water-durability is necessary.

In addition, phosphate based FRs are working in the char phase while BFRs are working in the gas phase, a property which is needed for flame retarded back coated materials.

As for intumescent FR systems, the low temperature inertia and the melting behaviour of synthetic materials are clear impediments to an efficient action.

Please note that since 2004, the textile industry has been implementing a code of good practice for the use of Deca and has promoted the product stewardship programme VECAP among its users.

The most recent available data shows that 98% of Deca usage in textiles has been subject to an air and water emissions survey. The second annual report progress on the implementation of VECAP1 has revealed that the textile industry has reduced its emission into water by 97% and we are currently advancing to 0% emissions. The same programme has also been implemented for HBCD since end 2006. Today, 87% of HBCD use in the textile industry is covered by the programme.
	The effectiveness of HBCDD in synthetic fibres, its higher cost etc and the use of Deca-BDE as an alternative is mentioned in the section ‘Information on exposure’ (‘Use in textiles’ p 46-47).  That alternative substances are not available for all applications is stated in the section ‘Information on alternatives’ (‘Use in textiles’ p 49-50).

We acknowledge that the sections on use and alternatives can be developed further with more narrow definitions of uses, for example cinema canvas, textiles for aeroplanes and so on. The sections on emissions and exposure can also be developed further if needed. Industry information on emission reduction as well as information from other sources could for example be included.

However, the purpose of the dossier is to identify a substance as a SVHC. The dossier should still include information on exposure, alternatives and risks. This information is not given on a very detailed level since it is not critical for the identification of a SVHC, and the information will, if needed, be further elaborated later in the authorisation process.



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


	P46ff information on use, exposure, alternatives and risks, conclusion on alternative substances: Requirements are fulfilled. There are detailed information to alternative substances and alternative techniques. The data presented allows an evaluation.


	Noted


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

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


	P46ff on information on use, exposure, alternatives and risks, conclusion on alternative substances: Requirements are fulfilled. The data allows an evaluation.


	Noted


Attached documents
Comments from Silent Spring Institute 

Comments from Women in Europe for a Common Future 






� 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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