UNEP/FAO/CR/CRC.7/

Rotterdam Convention

CRC7 Meeting: Rome, March 2011

Report of the Task Group on Pentabromodiphenyl ether

Task Group members (to be updated at Sunday pre-meeting)
Chair: 
  
Jacqueline Arroyo 


Azhari Abdelbagi
Members:
Marit Randall


Masayuki Ikeda


Vilma Morales 
                          Juergen Helbig
Observers: 


Secretariat:


Information available to the Task Group

	UNEP/FAO/RC/CRC.7/8
	Notifications from EU, Norway, Japan, and Canada for PBDE

	UNEP/FAO/RC/CRC.7/8/Add.1


	Supporting documentation provided by Canada:

1. Section 76.1 of CEPA 1999.
2. Polybrominated Diphenyl Ethers Regulations (SOR/2008-218); http://canadagazette.gc.ca/rp-pr/p2/2008/2008-07-09/pdf/g2-14214.pdf#page=41
3. List of Toxic Substances in Schedule 1 to the Canadian Environmental Protection Act, 1999.

4. International Organization for Standardization

             standard ISO/IEC 17025: 2005, entitled General requirements

             for the competence of testing and calibration laboratories.
5. Information on ecological screening assessments under CEPA 1999 is available at http://www.ec.gc.ca/substances/ese.

6. information on health screening assessments conducted under this program is available at

7. http://www.hc-sc.gc.ca/hecs-sesc/exsd/splash.htm.

8. Uses of PBDE are provided in the following documents: WHO 1994; European Communities 2001, 2002, 2003; RPA Ltd. 2000; OECD 1994 and the physical & chemical properties.
9. Canadian Environmental Protection Act, (CEPA 1999): Ecological Screening Assessment Report on Polybrominated Diphenyl Ethers (pBDEs). Environment Canada. June 2006.
10. Market demand of PBDEs in 2001, BSEF 2003.
11. PBDE commercial products were imported into Canada, Environment Canada 2003.
12. Cease of production of PBDE in: U.S. EPA 2005, Great    

            Lakes Chemical Corp. 2005.
       13.Laws that prohibit the marketing or use of any product       

            containing more than 0.1% by mass of PeBDE or  

           OBDE in: Directive (2003/11/EC). 

14. Other selected physical and chemical properties of commercial PBDEs and their constituents in Stenzel and Nixon 1997, Tittlemier et al. 2002, Wania and Dugani 2003, Stenzel and Markley 1997, Watanabe and Tatsukawa 1990, Harner and Shoeib 2002, CMABFRIP 1997a,b,c,e,f,g.
15. Level III fugacity modeling in: EPI v. 3.10, Syracuse Research Corporation
16. Transport of the lower brominated PBDEs in: Gouin and Harner, 2003.
17. The characteristic travel distance in: Gouin and Mackay, 2002.
18. PBDE occurrence in environmental samples: Alaee et al., 2000; Luckey et al., 2002; Kolic et al., 2004; Rayne et al., 2003a; Dodder et al., 2002; Muir et al., 2003; Hale et al., 2002,2003; La Guardia et al., 2001; Ikonomou et al., 2000, 2002a,b; Lebeuf et al., 2001; Luross et al. 2002; Johnson and Olson, 2001; Wakeford et al. 2002; Norstrom et al. 2002.


	UNEP/FAO/RC/CRC7/8/Add.2

	 Supporting documentation provided by the European Union: 

1. Regulation (EC) No 1907/2006.

2. Regulation (EC) No 850/2004.

3. COP4 Report.

4. Official Journal of the European Union,  26 AUG 2010
5. Directive, 2002/95/EC.

6. Regulation (EEC) No. 793/93

7. Directive, 76/769/EC.

8. Council Regulation (EEC) 793/93

9. Evaluation and control of  the risk assessments in the  European Chemicals Bureau-http://ecb.ei.jrc.it.

10. Commission Regulation (EU) No. 757/2010.

11. PBDE in environmental samples: Burreau et al, Environ.Toxicol. Chem. 1998, 17, 1065-72; Hakk et al, 1999, Organohalogen Compounds, 40, 337-40; Larsen et al, 1999; Organohalogen Compounds, 40, 371-4; Hakk et al, 1999, Organohalogen Compounds, 40, 337-40; Larsen et al, 1999, Meerts et al, 1998; Asplund et al, 1997; Commission Regulation (EC) 1488/94


	UNEP/FAO/RC/CRC7/8/Add.3


	Supporting documentation provided by Japan. 

1. Report of the Persistent Organic Pollutants Review Committee on the work of its second meeting. Geneva, 6–10 November 2006.
2. Risk Profile for PBDE:UNEP/POPS/POPRC.2/17/Add.1.
3. Chemical Substances Control Law
4. Chemical Substances Control Law, Amendment. 
5. Order for Enforcement of the Amended Chemical Substance Control Law.
6. Ministry of Economy, Trade and Industry, http://www.meti.go.jp/policy/chemical_management/index.html.
7. Ministry of the Environment, http://www.env.go.jp/chemi/kagaku/index.html
8. Ministry of Health, Labour and Welfare- http://www.nihs.go.jp/mhlw/chemical/kashin/kashin.html
9. Public Comment (Ministry of Economy, Trade and Industry- http://www.meti.go.jp/feedback/index.html


	UNEP/FAO/RC/CRC7/8/Add.4

	Supporting documentation provided by Norway

1. Flame retardants concerns: Liepins and Pearce, 1976, Maylin et al., 1977

2. PBDE in environmental samples: Law et al., 2006a, Law et al., 2006b, Hites, 2004, Hale et al., 
3. Concerns have been voiced in 2006EB AIR 2005, EB AIR 2006, EC, 2001, EC, 2003, POPRC, 2006, POPRC, 2007

4. Summary of PBDE in Ministry of Environment, 2003; SFT, 2005, SFT, 2003a; SFT, 2002; SFT 2009.

5. EU Directive 76/769/EEC (EU, 2003)

6. Ban of the product: Ministry of Environment, 2004a, 2004b; SFT, 2009c 

7. Relevant regulations in Norway: Pollution regulations; Product regulation, the REACH Regulation and much more, see NFRA.Physical and chemical properties: ATSDR, 2004. 

8. Risk assessment: Peltola and Ylä Mononen, 2000; Regulation 793/93/EEC (EC, 2001).

	EU_RA_ Report_PBDE_2001


	European Union, Risk Assessment Report, Diphenyl ether pentabromo derivative- http//europa.eu.int

	EU_RA_ Summary Report_PBDE_2001
	Summary Risk Assessment Report, European Commission, Joint Research Centre, pentabromodiphenyl ether.

	CRC7. INF/3
	Information on trade in chemicals under consideration by the

Chemical Review Committee at its seventh meeting

	CRC7.INF/4
	Working procedures and policy guidance for the Chemical Review Committee



	CRC.7/14
	Working paper on the application of criteria (b) of Annex II


1. Introduction 

Four notifications on Pentabromodiphenyl ether from Canada, European Union, Japan and Norway and one notification on Tetrabromodiphenyl ether from Japan, have been verified by the Secretariat as containing the information requirements of Annex I of the Rotterdam Convention. All five notifications underwent a preliminary review by the Secretariat and Bureau, who evaluated whether or not the notifications appeared to meet the requirements of the Convention. The notifications, supporting documentation and results of the preliminary review were available to the Chemical Review Committee for their consideration (documents UNEP/FAO/RC/CRC.7/8, CRC.7/8 Add.1, Add.2, Add.3, Add.4 and EU_RA_ Report_PBDE_2001).

The purpose of this report is to present the Task Group’s analysis of the notifications and supporting documentation and to put forward recommendations for the consideration of the Committee.

The report contains an overall analysis, along with a recommendation to the Committee. The report draws its conclusions based on the information provided in the notifications of the four Parties, and an analysis of the compatibility of each notification with the requirements of Annex I and the criteria of Annex II.
2. Analysis of the Canadian notification

2.1 Scope of the notified regulatory action:
The notified regulatory action relates to pentabromodiphenyl ether (PBDEs) commercial mixtures and the industrial use of the chemical as flame retardants. The decision made was to ban the uses, manufacture, sale, offer for sale, and import of tetraBDE, pentaBDE, hexaBDE, heptaBDE, octaBDE, nonaBDE and decaBDE congeners; and of those PBDEs that meet the criteria for virtual elimination under CEPA 1999, polymers and resins containing these substances of PBDEs, with the exception of PBDEs that are contained in a pest control product or to any resin, polymer or other mixture containing a PBDE, that is for use (a) in a laboratory or analysis; (b) in scientific research; or (c) as a laboratory analytical standard, (d) or is present as a contaminant (Polybrominated Diphenyl Ethers Regulations (SORi2008'21 B) under the Canadian Environmental Protection Act, 1999.  
The notification included the properties, identification, uses and socio-economic effects of the final regulatory action. The final regulatory action was taken to protect the environment, based on a risk evaluation, (Ecological screening Assessment Report on Polybrominated Diphenyl Ethers (pBDEs), required by the Canadian Environmental Protection Act, (CEPA 1999) of Environment Canada of June 2006. The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from Canada meets the criteria of Annex II (see annex for cross reference to detailed information in the notification and supporting documentation).

	Criteria
	Canada

	           (a)
	Met

	(b)**
	Met

	(b)(i)
	Met

	(b)(ii)
	Met

	(b)(iii)
	Met

	(c)**
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met

	(d)
	Met


** The entire criterion (b) and (c) have been met. 

2.2 Compatibility with the criteria of Annex II(a)
The regulatory action was taken to protect the environment. Pentabromodiphenyl ether (PBDEs) commercial mixtures have been used as flame retardants that slow the ignition and spread of fire of plastics, which are the primary end use for flame retardants due to the inherent flammability of many polymers. As such, PBDEs can be found in many items such as building and automobile materials, carpet underlay, furniture polyurethane foam and electronic equipment; and are released to the environment during product’s manufacture (Notification and supporting documentation from Canada). 

Environment Canada under the Canadian Environmental Protection Act, 1999 (CEPA 1999), proceeded to implement a hazard and risk assessment on PBDEs. The result was the document published in June 2006, named Ecological Screening Assessment Report, in which it was concluded that PBDE are entering the environment in a concentration or under conditions that have or may have an immediate or long-term harmful effect on the environment or its biological diversity. Environment Canada's Ecological Screening Assessment Report indicated that the greatest potential risks from PBDEs in the Canadian environment are the secondary poisoning of wildlife from the consumption of prey containing elevated concentrations of PBDEs, and effects on benthic organisms, which may result from elevated concentrations of certain PBDE congeners in sediments, (Ecological Screening Assessment Report on Polybrominated Diphenyl Ethers, 2006, Notification from Canada).

The notification describes the specific risks and outlines that the ban of PBDEs’ use significantly reduces the exposure of aquatic organisms and wildlife, therefore, the final regulatory action constitute a preventative approach to ensure that these activities are not introduced in Canada.
2.3 Compatibility with the criteria of Annex II(b)
Annex IIb(i) and (ii)
 (i) Data have been generated according to scientifically recognized methods;

(ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures;

The final regulatory action has been taken as a consequence of a risk evaluation. This evaluation was based on screening assessments of substances that present or may present a risk to the environment or to human health and examined various supporting information and develops conclusions based on a weight of evidence approach as required under Section 76.1of CEPA 1999. 

The Canadian Regulations on Polybrominated Diphenyl Ether assures the quality of gathered data, according to use an accredited laboratory under the International Organization for Standardization standard ISO/IEC 17025: 2005 and all data acquired under these conditions are data generated according to scientifically recognized methods. The notification stated that the ecological screening assessment examines various supporting information and does not represent an exhaustive review of all available data; rather, it presents the most critical studies and lines of evidence supporting the conclusions. One line of evidence includes consideration of risk quotients to identify potential for ecological effects and the potential risk, such as persistence, bioaccumulation, chemical transformation and trends in ambient concentrations.
Data relevant to the ecological screening assessment of PBDEs were identified in original literature, review documents, and commercial and government databases and indices. In addition, to retrieving the references from a literature database search, contacts were made with researchers, academics, industry and other government agencies to obtain relevant information on PBDEs. (Notification from Canada). 

The Task Group concludes that gathered data and the assessment of the ecologic screening assessment report have been generated according to scientifically recognized methods, and that the data reviews, as reflected in the reports, have been performed according to generally recognized scientific principles and procedures.

Annex II(b)(iii)
(iii) The final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The final regulatory action was based on the ecological screening in Canada. The notification indicates that seven polybrominated diphenyl ethers (PBDES) were identified in a pilot project list of 123 substances for screening assessment under CEPA 1999, on the basis of their potential persistence and/or bioaccumulation in the environment and inherent toxicity to organisms. In addition, an industry survey on PBDEs was conducted for the year 2000 under CEPA 1999. The industry survey collected data on the Canadian manufacture, import, uses and releases of PBDEs (Environment Canada 2003) and also provided toxicological studies under Section 70 of CEPA 1999. 

Environment  Canada's Ecological Screening Assessment Report indicates that the greatest potential risks  from PBDEs in the Canadian environment are the secondary poisoning of wildlife from the consumption of prey containing elevated concentrations of PBDEs, and the deleterious effects on benthic organisms, which may result from elevated concentrations of certain PBDE congeners in sediments that meet the criteria for persistence and bioaccumulation. The screening assessment also concluded that their presence in the environment results primarily from human activity (that is, releases from product manufacturing and processing, and throughout the product life cycle). 
The Task Group recognized that the final regulatory action was based on a risk evaluation involving prevailing conditions in Canada. Therefore, criterion II(b)(iii) is met.
2.4 Compatibility with the criteria of Annex II(c)
Annex II(c)(i)-(iv)
Consider whether the final regulatory action provides a sufficiently broad basis to merit listing of the chemical in Annex III, by taking into account:

(i) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses;

(ii) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification;

(iii) Whether the considerations that led to the final regulatory action being taken are applicable only in a limited geographical area or in other limited circumstances;

(iv) Whether there is evidence of ongoing international trade in the chemical;

All uses as industrial chemical are banned as provided in the document UNEP/FAO/RC/CRC7/8/Add.1. The PentaBDE commercial mixture is prohibited for manufacture, use, sale, offer for sale, and import due to the presence of tetraBDE, pentaBDE and hexaBDE congeners (c(i)) and in consequence to an actual reduction of the risk to human health and the environment especially wildlife and benthic organisms (c(ii)). These considerations which led to the regulatory action are generally expected to be applicable to other countries and regions Since there is no manufacture of any form of PBDEs in Canada, and the commercial use of tetraBDE, pentaBDE and hexaBDE congeners have been phased out internationally and in Canada since 2006, the regulations constitute a preventative approach to ensure that these activities are not introduced in Canada (c)(iii)). There is clearly stated in the notification that there is zero MT of polybrominated diphenyl ether produced, imported, and used until 2006 in Canada, however there is ongoing international trade in the chemical (Document CRC7. INF/3), and the chemical PBDE is subject to transboundary movement (Stern et Ikonomou, 2000 in Canadian Supporting documentation), hence, this makes criterion (c)(iv) met.

The criteria of Annex II(c) as a whole are met.
2.5 Compatibility with the criteria of Annex II(d)
(d) Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

There is no indication in the notification that concerns for intentional misuse were the sole or main reason for the regulatory action.

As a result, the criteria of Annex II(d) are met.

3. Analysis of the notification from the European Community, now the European Union
3.1 Scope of the notified regulatory action:

The notified regulatory action relates to diphenyl ether, pentabromo derivatives (PentaBDE) and their industrial use. PentaBDE is used in the EC as a flame retardant additive for polyurethane (principally flexible foam for use in car seats, fumiture and packaging) at typical loading of 10% w/w. Several other uses have been reported in the literature (e.g. in textile and electronics) but it is not known if these currently occur in the EC. The decision was to severely restrict the uses and prohibited all applications of diphenylether, pentabromo derivative C12 H5, Br5, 0 as substance or articles if they contain the substance in concentration higher than 0.1% by mass (Notification from EC, 2.2.1). The EC Members States shall apply the laws, regulations and administrative provisions necessary to comply with the Directive starting from 15 August 2004. Concentrations lower than 0.1% will remain allowed thereafter (Notification from EC, 2.2.3), (Directive 2003/11/EC).

The notification included the properties, identification, uses and socio-economic effects of the final regulatory action. The final regulatory action was taken to protect human health and the environment, based on studies of hazards and risk evaluations, Commission Regulation (EC) No 2268/95, based on the Council Regulation (EEC) No 793/93. The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from the European Community, now European Union meets all the criteria of Annex II (see annex for cross reference to detailed information in the notification and supporting documentation).

	Criteria
	European Comunnity, now European Union

	(a)
	Met

	(b)**
	Met

	           (b)(i)
	Met

	            (b)(ii)
	Met

	             (b)(iii)
	Met

	             (c)**
	Met

	          (c)(i)
	Met

	          (c)(ii)
	Met

	           (c)(iii)
	Met

	          (c)(iv)
	Met

	(d)
	Met


** The entire criterion (b) and (c) have been met. 

3.2 Compatibility with the criteria of Annex II (a)
The regulatory action was taken to protect both human health and the environment as indicated in section 2.4.1 & 2.4.2. PentaBDE has been used as flame retardant additive. The decision was based on a risk assessment covering emissions and consequent environmental impact and human exposures at each stage of the life cycle of the chemical, from production, through processing, formulation and use, to recycling and disposal. Protection goals for the environment included the atmosphere, aquatic organisms, sediment-dwelling organisms, soil-dwelling organisms, microorganisms in waste water treatment plants, and mammals and birds exposed via accumulation through the food chain. Exposure of humans from all relevant sources was considered, including exposures from consumer products, through air, food, and drinking water (man exposed via environment) and exposure at the workplace. It was concluded that although available data were insufficient in certain respects, there were unacceptable risks to human health and the environment that necessitated regulatory action. The risks to workers were that the estimated body burden of pentaBDE arising from occupational exposure, chiefly via dermal contact, is approximately 4-fold greater than the NOAEL derived from the rodent study (liver effects). Unacceptable risk to human were identified including human exposed through environment and infants exposed through breast milk. Concerns to aquatic and terrestrial environment were also identified from production and/or use of polyurethane foams. This information is contained in sections 2.3 & 2.4 of the notification form.

The Task Group concluded that this criterion has been met.

3.3 Compatibility with the criteria of Annex II (b)
Annex II (b)(i) and (ii)
Establish that the final regulatory action has been taken as a consequence of a risk evaluation. This evaluation shall be based on a review of scientific data in the context of the conditions prevailing in the Party in question. For this purpose, the documentation provided shall demonstrate that: 

(i) Data have been generated according to scientifically recognized methods;

(ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures;

The final regulatory action has been taken as a consequence of a risk evaluation done by one Member State of the European Community, now the European Union in the framework of Regulation (EEC) No 793/93. The evaluation was based on the review of scientific data generated for diphenyl ether, pentabromo derivatives in the context of the conditions prevailing in the European Community, now European Union, (including current practices related to the life-cycle of the substance). The results were then subject to peer review during which the European Commission consulted experts of the Member States and obtained the opinion of the independent expert Scientific Committee on Toxicity, Ecotoxicity and the Environment (CSTEE). Data reviews were performed and documented according to scientifically recognized principles and procedures. 

This information is contained in Sections 2.3 and 2.4 of the notification form and given references:
 - Scientific Committee On Toxicity, Ecotoxicity And The Environment (CSTEE) Opinion on the results

of the Environmental Risk Assessment of Pentabromodiphenyl ether - 13th ‘CSTEE plenary meeting,
Brussels, 4 Feb. 2000 (available at http://europa.eu.intlconmJfoodifs/sc/sct/outcome_en.html)

- Scientific Committee On Toxicity, Ecotoxicity And The Environment (CSTEE) Opinion on the results of the Human Risk Assessment of: Pentabromodiphenyl ether - 16th CSTEE plenary meeting, , Brussels, 19th June 2000 (available at http://europa.eu.int/comm/foodlfs/sc/sct/outcome_en.html)

- Summary Risk Assessment Report Diphenyl ether, pentabromo derivative (pentabromodiphenyl ether) (2001) Special publication 1.00.130 - European Commission Joint Research Centre .

- Risk-Assessment Report Vol.05, August 2000 on: diphenyl ether, pentabromo derivative, CAS#:

: 32534-81-9, EINECS#: 251-084-2. Publication: EUR 19730 EN (available at http//ecb.jrc.it/).
Based on these points the Task Group concluded that these two criteria II(b) (i), (ii) were met.

Annex II (b)(iii)
(iii) The final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The notification from the European  Community, now European Union (see points 2.3 & 2.4 of the notification form) indicated that the final regulatory action was based on a risk evaluation under conditions prevailing in the European Community, now European Union. 
Based on this evaluation concerns were identified with regard to unacceptable risks to human health and the environment that necessitated regulatory action. The risks to workers were that the estimated body burden of pentaBDE arising from occupational exposure, chiefly via dermal contact, is approximately 4-fold greater than the NOAEL derived from the rodent study (liver effects). Unacceptable risks to other categories were identified including human exposed through environment and infants exposed through breast milk. Concerns to aquatic and terrestrial environment were also identified from production and/or use of polyurethane foams.  Based on the above information the Task Group recognized that the final regulatory action was based on a risk evaluation involving prevailing conditions in the European Community, now European Union. 

Therefore, criterion II(b)(iii) is considered met.
3.4 Compatibility with the criteria of Annex II(c)
Annex II(c) (i)-(iv)
Consider whether the final regulatory action provides a sufficiently broad basis to merit listing of the chemical in Annex III, by taking into account:

(i) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses
PentaBDE is used in the EC as a flame retardant additive for polyurethane (principally flexible foam for use in car seats, furniture and packaging) at typical loading of 10% w/w. Several other uses have been reported in the literature (e.g. in textile and electronics) but it is not known if these currently occur in the EC. The decision prohibited all applications of diphenylether, pentabromo derivative C12 H5, Br5, 0 where concentration exceeds 0.1% by mass, starting from 15 August 2004. Concentrations lower than 0.1% will remain allowed thereafter. Since the use of the chemical was severely restricted it can be assumed that this regulatory action will result in a significant reduction of quantities of the chemical and the number of its uses.

The Task Group concluded that this criterion has been met.

 (ii) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification;
Since the chemical was severely restricted it can be assumed that this will result in a significant reduction of risk to human health and the environment from exposure to PentaBDE at a local and regional level within the EU and therefore the Task Group concluded that this criterion has been met.

 (iii) Whether the considerations that led to the final regulatory action being taken are applicable only in a limited geographical area or in other limited circumstances;
The notification stated (point 2.6) that similar health and environmental concerns could arise in other countries where the substance is used, particularly in developing countries. Additional information from other international sources may support this. Based on the above information the task group concluded that this criterion has been met.

(iv) Whether there is evidence of ongoing international trade in the chemical;
The notification indicated that the material still had some uses left; i.e. concentrations lower than 0.1% by mass will remain allowed (point 2.5.1of the notification form) which can be considered as evidence of ongoing international trade. Additional information from other international sources supports this evidence (Document CRC7. INF/3). Based on the above information the Task Group concluded that this criterion has been met.

3.5 Compatibility with the criteria of Annex II(d)
(d) Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

There is no indication in the notification that concerns for intentional misuse were the reason for the regulatory action. Based on the above information the Task Group concluded that this criterion has been met.

4. Analysis of the notification from Japan

4.1 Scope of the notified regulatory action

The notified regulatory action relates to chemical pentadibromodiphenyl ether and tetradibromodiphenyl ether (which are major components of pentaBDE commercial mixtures) and the industrial use of the chemicals as flame retardants. The decision made was to ban the use of chemical pentadibromodiphenyl ether and tetradibromodiphenyl ether.

The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the two notifications from Japan do not meet the criteria of Annex II (see annex for cross reference to detailed information in the notification and supporting documentation).
	Criteria
	Japan

	(a)
	Met

	     (b)**
	Not Met

	(b)(i)
	Not met

	(b)(ii)
	Not met

	(b)(iii)
	Not Met

	 (c)
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met

	(d)
	Met


**The criterion (b) not met the criteria set out in Annex II of the Convention.
4.2 Compatibility with the criteria of Annex II (a)

The regulatory action was taken to protect human health. The chemicals pentadibromodiphenyl ether and tetradibromodiphenyl ether have been used as flame retardant. The notification describes the specific risks and outlines that the prohibition of the hemicals pentadibromodiphenyl ether and tetradibromodiphenyl ether use significantly reduces human exposure. (The Chemical Control Law (CSCL) and its enforcement, section 2.2.2 of NFRA and Risk Profile of POPs Review Committee, second meeting, 2006).

The task group concluded that criterion (a) of Annex II was met.
4.3 Compatibility with the criteria of Annex II (b)

i) Data had been generated according to scientifically recognized methods

ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures.

Japan undertook research and studied information from the Second meeting of the Chemical Review Committee of the Stockholm Convention on Persistent Organic Pollutants, held in Geneva, 6–10 November 2006 prior to the regulatory action and evaluated the scientific data found in the Risk Profile on polybrominated diphenyl ethers prepared by the POPs Chemical Review Committee and designated the chemicals as Class I Specified Chemical Substances under the Chemical Substances Control Law, which prohibits the manufacture, import and use of the designated chemical. An internal review conducted by the government of Japan concluded that polybrominated diphenyl ethers are toxic to humans, and are sufficiently persistent and bioaccumulative to warrant virtual elimination from the environment in the country.

Nevertheless, there is no information in the NFRA that indicates that the exposure assessment presented in the Risk Profile was reviewed in the context of the prevailing conditions in Japan.

Therefore, the task group concluded that criteria (b)(i) and (ii) of Annex II were not met.
iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action

The data reviewed by Japan were those included in the risk profile of the chemical established under the Stockholm Convention. The hazard and risk evaluation took into account human exposure data for polybrominated diphenyl ethers and the result was an unacceptable risk to humans.
Accordingly, the risk evaluation took into account the risk to humans but did not consider the exposure under the prevailing conditions in Japan and no bridging information on the anticipated exposure in Japan was provided.

Therefore, it was concluded that the whole criterion Annex II (b) has not been met.

4.4 Compatibility with the criteria of Annex II (c)

Consider whether the final regulatory action provides a sufficiently broad basis to merit the listing of the chemical in Annex III, by taking into account

i) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses
The final regulatory action prohibited the uses of polybrominated diphenyl ethers as flame retardants for incorporating in polyurethane foam, used in domestic and public furniture, which was the main use of polybrominated diphenyl ethers, and consequently led to a significant decrease in the quantity of the chemical used. 

i) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification

It is expected that the regulatory action will lead to a significant reduction of risk to humans since the main source for contamination of the aquatic environment with polybrominated diphenyl ethers was removed. Although the chemical is persistent in the marine environment and will maintain at some locations at elevated levels for some time, removing this source of input will allow recovery to occur (Reference: Executive summary, page 5 of UNEP/POPS/POP RC.2/17/Add.1, second paragraph).
ii) Whether the considerations that led to the final regulatory action been taken are applicable only in a limited geographical area or in other limited circumstances

The chemical polybrominated diphenyl ethers used in polyurethane foam in domestic and public furniture could globally cause risk to humans wherever such furniture is used or recycled or disposed of, and therefore the relevance of the final regulatory action is not limited to Japan. (UNEP/POPS/POP RC.2/17/Add.1, pg 10)

iii) Whether there is evidence of ongoing international trade in the chemical (this information may be found in the notification or obtained, when available, through the Secretariat)

Japan had provided information about phasing out the chemical since 1990, however, there is evidence of ongoing international trade in other countries (UNEP/FAO/RC/CRC.7/INF/3).
Accordingly there is sufficient information to conclude that criterion Annex II (c) has been met.
4.5 Compatibility with the criteria of Annex II (d)

Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

(If yes, reference should be provided)

There is no indication in the notification that concerns for intentional misuse prompted the regulatory action. 
Therefore, the task group concluded that criterion (d) of Annex II is met.
5.
Analysis of the notification from Norway
5.1 Scope of the notified regulatory action:

The final regulatory action relates to Diphenyl ether, pentabromo derivatives and their industrial use. Pentabromodiphenyl ether has been used in Norway as a flame retardant in electrical and electronic equipment, polyurethane foam (PUR), textiles and in means of transportation. The decision bans all uses of these chemicals at concentrations equal to or greater than 0.1% by weight. This might indicate that product containing concentrations less than 0.1% may be allowed, but this is clearly stated in the form.

The notification was found to comply with the information requirements of Annex I. The following table and analysis sets out how the notification from Norway meets the criteria of Annex II (see annex for cross reference to detailed information in the notification and supporting documentation).

	Criteria
	Norway

	        (a)
	Met

	        (b)**
	Met

	            (b)(i)
	Met

	            (b)(ii)
	Met

	            (b)(iii)
	Met

	        (c)**
	Met

	            (c)(i)
	Met

	            (c)(ii)
	Met

	            (c)(iii)
	Met

	            (c)(iv)
	Met

	        (d)
	Met


** The entire criterion (b) and (c) have been met. 

5.2 Compatibility with the criteria of Annex II (a)

The regulatory action was taken to protect both human health and the environment as indicated in section 2.4.2.1 & 2.4.2.2.  Norway’s risk evaluation of pentaBDE was based on risk assessments undertaken by the EU (EC, 2001) and a report by the Nordic Council of Ministers (Peltola and Ylä-Mononen, 2000), as well as scientific data that was considered particularly relevant to Norwegian conditions as given in (SFT, 2009b). The national evaluation took into account production, use, environmental fate and behaviour, exposure as well as toxicity to humans and wildlife (SFT, 2003b, SFT 2009b). Socioeconomic factors were also considered. All data evaluated indicated that pentaBDE was an important contaminant of the Norwegian environment and of sufficient concern for human health and wildlife to warrant a national ban (SFT2009b). Based on these considerations a ban which was in line with amendments previously made in EU directive 2003/11/EC was introduced in Norway in 2004 (Ministry of Environment, 2004). These information were summarized in Sections; 2.4.1 & 2.4.2.1 & 2.4.2.2 of the notification form and the focused summary.
Therefore the Task Group concluded that this criterion has been met.

5.3 Compatibility with the criteria of Annex II(b)
Annex II(b) (i) and (ii)

Establish that the final regulatory action has been taken as a consequence of a risk evaluation. This evaluation shall be based on a review of scientific data in the context of the conditions prevailing in the Party in question. For this purpose, the documentation provided shall demonstrate that: 

(i) Data have been generated according to scientifically recognized methods;

(ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures;

The evaluation was based on the review of scientific data generated for diphenyl ether, pentabromo derivatives in the context of the conditions prevailing in Norway. The national evaluation took into account production, use, environmental fate and behaviour, exposure as well as toxicity to humans and wildlife. Data reviews were performed and documented according to generally recognized scientific principals and procedures. 

This information were contained in Section 2.4 of the notification form and in the focused summary.
Based on these points the Task Group concluded that these two criteria have been met.

Annex IIb(iii)
(iii) The final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The notification from Norway (see point 2.4 of the notification form and focused summary) indicated that the final regulatory action was based on a risk evaluation under conditions prevailing in Norway. 
In Norway, congeners of pentaBDE have been found in a variety of abiotic and biotic samples. It has been detected in, e.g. human samples (in 2.4.2.1), as well as in cod-liver and mussels. High levels of PBDEs were found in fish from the Norwegian lake Mjmsa (NIVA, 2001). Further studies detected significant amounts of PBDEs in sediments and fish at different locations in Norway (SFT, 2002; SFT, 2004).
Based on this evaluation there are concerns for serious damage to human health by prolonged exposure and concern for breastfed babies. PentaBDE was found in most compartments of the Norwegian environment (SFT, 2002) and mainly fish, which is considered as important source of exposure to humans in Norway (VKM, 2005). It was considered alarming, especially for populations that are dependent on fish for their diet (e.g. indigenous people). Based on the above information the Task Group recognized that the final regulatory action was based on a risk evaluation involving prevailing conditions in Norway. 
It is concluded that criterion II(b)(iii) has been met.

Therefore, the risk evaluation is based on a review of scientific data and clearly took into account the conditions prevailing in Norway and the task group concluded that criterion Annex II (b) has been met.

5.4 Compatibility with the criteria of Annex II(c)
Annex II(c)(i)-(iv)
Consider whether the final regulatory action provides a sufficiently broad basis to merit listing of the chemical in Annex III, by taking into account:

(i) Whether the final regulatory action led, or would be expected to lead, to a significant decrease in the quantity of the chemical used or the number of its uses

Pentabromodiphenyl ether has been used in Norway as a flame retardant in electrical and electronic equipment, polyurethane foam (PUR), textiles and in means of transportation. The decision bans all uses of these chemicals at concentrations equal to or greater than 0.1% by weight. This might indicate that product containing concentrations less than 0.1% may be allowed, but this is clearly stated in the form.

Therefore the task group concluded that the regulatory action will lead to a significant reduction in the quantity of the chemical used as well as the number of its uses and therefore this criterion has been met.
 (ii) Whether the final regulatory action led to an actual reduction of risk or would be expected to result in a significant reduction of risk for human health or the environment of the Party that submitted the notification;

Since the chemical was banned it is assumed that this will result in a significant reduction of risk to human health and the environment and therefore the task group concluded that this criterion has been met.

 (iii) Whether the considerations that led to the final regulatory action being taken are applicable only in a limited geographical area or in other limited circumstances;

The notification gave no indication of any geographical limitations or circumstances to the decision. The notifier stated (point 2.5.2) that similar concerns to those identified are likely to be encountered in other countries where the substance is used. Additional information from other international sources may support this. Based on the above information the task group concluded that this criterion has been met.

(iv) Whether there is evidence of ongoing international trade in the chemical;

Since concentrations lower than 0.1% may remain allowed (point 2.2.1 of the notification form) this can be considered as evidence of ongoing international trade. Additional information from other international sources may support this. Based on the above information the task group concluded that this criterion has been met.

5.5 Compatibility with the criteria of Annex IId

(d) Take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

There is no indication in the notification that concerns for intentional misuse were the reason for the regulatory action. Based on the above information the task group concluded that this criterion has been met.

6.
Conclusion

The Task Group concluded that the notification of final regulatory action of Canada met the information requirements of Annex I and the criteria set out in Annex II of the Convention. 
The Task Group also concluded that the notification of final regulatory action of the European Community, now European Union met  the information requirements of Annex I and the criteria set out in Annex II of the Convention.

The Task Group also concluded that the notification of final regulatory action of Japan met the information requirements of Annex I and the criteria set out in Annex II of the Convention except criterion (b). Criterion Annex II (b) was considered not met since the notification does not include information on a risk evaluation done under the prevailing conditions in the country.

The Task Group also concluded that the notification of final regulatory action of Norway met the information requirements of Annex I and the criteria set out in Annex II of the Convention.
5.
Recommendation

Consequently, the Task Group recommends that the Chemical Review Committee conclude that the above discussed notifications from Canada, the European Community, now European Union and Norway have met the criteria set out in Annex I and Annex II of the Convention. The Task Group suggests that a rationale should be drafted to document that the notification from Canada, the European Community, now European Union and Norway meet all criteria set out in Annex II.
The Task Group recommends that the CRC conclude that the notification from Japan does not meet all criteria set out in Annex II.
6.
Points to be considered by the CRC (This section should highlight those elements in the notifications for which particular consideration or scrutiny by the Committee is recommended, as appropriate)

1. Points to be consider

A. Japan; 
· Decision was based on data available from international convention (POPRC- risk profile) and evaluated against national laws, but no indication in the form as whether local exposure was taken into account. 
B. Norway: 
· Although the original supporting documentations were not translated to English, but the submitted focused summary is sufficient 
C. General Remarks;
· There is a lot of detailed information in the excel sheet and much repetition, therefore, the table needs revision. the table is of a very limited word processing tools available and therefore, needs also a revision 
· Different countries use different forms and therefore different items in the form have different numbers and this need revision by the committee
· The Stockholm Convention information on a chemical to be considered, should be included as part of the supporting documentation.  
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