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Introduction
· Three notifications from Canada, the European Union (EU) and Japan were available to the Committee together with supporting documentation from these parties. The notifications have undergone preliminary reviews by the secretariat and the Bureau, who evaluated whether or not the notifications appeared to meet the criteria of the Convention. The notifications, supporting documentation and results of the preliminary review were made available to the Chemical Review Committee for their consideration (document UNEP/FAO/RC/CRC7/7).

· The purpose of this report is to present the task group’s analyses of the three notifications together with the supporting documentation and to put forward a recommendation for the Committee’s consideration.

· The report is based on an annexed Excel spreadsheet analysing the notifications of the parties, which include summaries of the information provided in the notifications (Article 5) and an analysis of compatibility with the requirements of Annex I and Annex II.

· The report contains overall analyses, together with recommendations to the Committee.

Analysis of the Canadian notification

Scope of the notified regulatory action:

The principal applications for PFOS, its salts and its precursors prior to the regulatory action were water, oil, soil and grease repellents for use on surface and paper-based applications, such as rugs and carpets, fabric and upholstery, and food packaging. PFOS, its salts and its precursors also had specialized chemical applications, such as firefighting foams, hydraulic fluids, carpet spot removers, mining and oil well surfactants, fume suppressant and other specialized chemical formulations.

The final regulatory action was taken on perfluorooctane sulfonate and its salts and certain other compounds under subsection 93(1) and section 319 of the Canadian Environmental Protection Act, 1999 (CEPA 1999). PFOS, its salts and its precursors are listed in the List of Toxic Substances in Schedule 1 of CEPA 1999. The manufacture, use, sale, offer for sale or import of PFOS, its salts and its precursors is prohibited with some limited number of exemptions.
The Canadian decision was taken based on an assessment of hazards and risks to both human health and the environment. The results are reported in the Screening Assessment Report – Health on Perfluorooctane Sulfonate, its salts and its Precursors that Contain the C8F17SO2 or C8F17SO3 Moieties (Health Canada, March 5, 2004) and in the Ecological Screening Assessment Report on Perfluorooctane Sulfonate, its Salts and its Precursors that Contain the C8F17SO2 or C8F17SO2N Moieties. Environment Canada, June, 2006 

As a final regulatory action Canada prohibits the manufacture, use, sale, offer for sale or import of PFOS, its salts, its precursors or a product containing any such substance unless the substance is incidentally present. The regulations do not apply to PFOS, its salts and its precursors that are: 

a) contained in a hazardous waste, hazardous recyclable material or nonhazardous waste to which Division 8 of Part 7 of CEPA 1999 applies;

b) contained in a pest control product within the meaning of subsection 2(1) of the Pest Control Products Act; 

c) present as a contaminant in a chemical feedstock used in a process from which there are no releases of the substance and provided that, in that process, the substance is destroyed or completely converted to a substance other than one referred to in the section 1 of the Regulations;

d) used in a laboratory for analysis, in scientific research or as a laboratory analytical standard. 

Canada also permitted the manufacture, use, sale, offer for sale, or import of photoresists or anti-reflective coatings for photolithography processes and photographic films, papers and printing plates containing PFOS, its salts or its precursors. Hydraulic fluid for aviation containing PFOS, its salts or its precursors is also allowed to be used sold and offered to sale or import.

The use of PFOS, its salts or its precursors, or a product containing any such substance, as a fume suppressant in the following processes, as well as their sale, offer for sale or import for that use, is permitted until May 29,2013: 

a) Chromium electroplating, chromium anodizing and reverse etching; 

b) Electrolysis nickel-polyterafluoroethylene plating;

c) Etching of plastic substrates prior to their metalization. 

The use, sale or offer for sale of a manufactured item containing PFOS, its salts or its precursors is permitted if manufactured or imported before May 29, 2008. 

The use of aqueous film forming foam (AFFF) containing PFOS, its salts or its precursors is permitted at any time, if the concentration of the substance is less than or equal to 0.5 ppm; and until May 29, 2013, other than for testing or training purposes, if the concentration of the substance is greater than 0.5 ppm and the foam was manufactured or imported before May 29, 2008. 

AFFF containing PFOS, its salts or its precursors may be used in a military vessel deployed, before May 29, 2008 or within five years after that day, for a military operation.
The notification was found to comply with the information requirements of Annex I. Information on socio-economic effects of the action were also included in the notification. 

The following table and analysis explains how the notification from Canada meets the criteria of Annex II (see annexed Excel spreadsheet for cross reference to detailed information in the supported 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


Compatibility with the criteria of Annex IIa
The regulatory action was taken to protect the environment. It was based on a risk evaluation taking into account ecological and environmental behavior. The review included studies on perfluorooctane sulfonate (PFOS), its salts and its precursors containing the perfluorooctylsulfonyl (C8F17SO2, C8F17SO3, or C8F17SO2N) moiety. It was concluded that PFOS is resistant to hydrolysis, photolysis, microbial degradation and metabolism by vertebrates. PFOS has been detected in fish, in wildlife worldwide and in the northern hemisphere. This includes Canadian wildlife located far from known sources or manufacturing facilities indicating that PFOS and/or its precursors may undergo long-range transport. Maximum concentrations in liver of biota in remote areas of the Canadian Arctic include: mink (20 g.kg-1), common loon (26 g.kg-1), ringed seal (37 g.kg-1), brook trout (50 g.kg-1), Arctic fox (1400 g.kg-1) and polar bear (>4000g.kg-1). Unlike many other persistent organic pollutants, certain perfluorinated substances, such as PFOS, are present as ions in environmental media and partition preferentially to proteins in liver and blood rather than to lipids. Therefore, the bioaccumulation potential of PFOS may not be related to the typical mechanisms associated with bioaccumulation in lipid-rich tissues. Discretion is required when applying numeric criteria for bioaccumulation such as those outlined in the Government of Canada's Toxic Substances Management Policy (TSMP) and in the Persistence and Bioaccumulation Regulations under CEPA 1999 when determining whether substances such as PFOS are bioaccumulative. These numeric criteria were derived from bioaccumulation data for aquatic species and for substances, which preferentially partition to lipids (Canadian Environmental Protection Act, 1999). 
The notification outlines that the regulatory action will work towards the objective of virtual elimination of the substance. Consequently, the action will also result in a reduction of risk for Canada's environment. Therefore, the task group concluded that this criterion has been met.
Compatibility with the criteria of Annex IIb

Annex IIb(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 stated data upon which the hazard identification and risk assessment have been based originate from recognized testing methods or peer-reviewed literature. Canadian Environmental Protection Act, 1999 (CEPA 1999). 
The physicochemical data are published by Argus Research, Bio/Dynamics, Bioresearch, Corning Hazleton, Covance Laboratories, Hazleton Laboratories America, Hazleton Washington, Hazleton Wisconsin, International Research and Development Corporation and NOTOX, which shows that they are based on a scientifically recognized testing methods and peer-reviewed literature. The environmental risk evaluation has been carried out by Canadian authorities according to recognized scientific principles and procedures.
Therefore 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;

Environment: 

The risk evaluation took into account the conditions prevailing in Canada since it was based on both hazard and exposure data collected in Canada on a variety of aquatic and terrestrial species, including aquatic plants, invertebrates and vertebrates and terrestrial invertebrates, birds and mammals. Exposure data originate from various geographical regions, including data from the Canadian Arctic and from Canadian wildlife. 
Therefore the task group concluded that this criterion has been met.
Compatibility with the criteria of Annex IIc

Annex IIc(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;
The regulatory action severely restricts the use of PFOS in Canada. It is estimated that the regulatory action would reduce the release of PFOS based AFFF into the environment in the order of 2.83 tonnes over the 2008 to 2032 period. The present value of the disposal and replacement costs experienced by airports, military facilities and refineries would be in the order of approximately US$0.64 M (in 2006 $) discounted at 5.5% over the 25-year time period (Canada, 2006). Based on these Canadian calculations the cost of reduction is US$226 per kilogram of PFOS reduced. Therefore 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;
The notification outlines that the prohibition on manufacture, use, sale and import of PFOS works towards the objective of virtual elimination of the substance. Therefore the prohibition is expected to significantly reduce exposure, which will result in a reduction of risk for Canada's environment. 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 considerations that led to the final regulatory action are applicable in other countries and regions and are not limited to specific circumstances, in particular since PFOS is a persistent organic pollutant and represents a risk to the environment worldwide. Therefore the task group concluded that this criterion has been met.

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

Canada reported that the whole quantity used in 2006 has been imported. This indicates that there is still international trade. Therefore the task group concluded that this criterion has been met.

It is concluded that all criteria of Annex IIc are met.

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.

The notification does not mention any involvement of intentional misuse in the regulatory decision-making.
As a result, the criterion (d) of Annex II is considered to be met by the task group.

Conclusion

The task group concluded that the notification of regulatory action from Canada met the information requirements of Annex I and the criteria set out in Annex II of the Convention.

Recommendation
The Task Group suggests that the Chemical Review Committee conclude that the above discussed regulatory action notification from Canada has met the criteria set out in Annex I and Annex II. The task group suggests that a rationale for this decision should be drafted to document that the notification from Canada meets all the criteria set out in Annex II.
Analysis of the notification from the European Union
Scope of the notified regulatory action:

The major use of PFOS and PFOS related substances in consumer applications was to provide grease, oil and water resistance to materials such as carpets, leather / apparel, textiles / upholstery, paper and packaging, coatings, and in industrial and household cleaning products. 

Industrial / professional usage of PFOS in smaller volume, which is continuing after the regulatory action, has been confirmed in the following sectors in the EU: metal (chromium) plating, fire fighting foams, photographic industry, semiconductor industry and aviation industry. 
The use of PFOS has been severely restricted by the regulatory action taken in the EU. The placing on the market and the use of PFOS as a substance or in mixtures in concentrations equal to or higher than 0.005% by weight is prohibited. Furthermore, PFOS shall not be placed on the market in semi-finished products or articles, or parts thereof, if the concentration of PFOS is equal to or higher than 0.1% by weight.
Alternatives to phase out the use of PFOS related substances in textile/leather protection products and in cleaning products with alternatives based on Teflon in Sweden were proposed (KemI, 2004). In the UK; PFOS related substances used in paper industry have been replaced by non-PFOS based fluorochemical.
A number of alternatives to the use of PFOS based fluorosurfacants in firefighting foams are available/under development. 
Certain uses of PFOS remain allowed, such as the use and the first placing on the market of the following items, as well as the use of the substances and preparations needed to produce them for photoresists or anti reflective coatings for photolithography processes, photographic coatings applied to films, papers, or printing plates, mist suppressants for non-decorative hard chromium (VI) plating and wetting agents for use in controlled electroplating systems where the amount of PFOS released into the environment, by fully applying relevant best available techniques. The fire-fighting foams that have been placed on the market before 27 December 2006 are also allowed, in order to limit emissions to that of the existing stocks of fire-fighting foams until 27 June 2011. 
The notification was found to comply with the information requirements of Annex I. Information on socio-economic effects of the action were also included in the notification. 

The following table and analysis explains how the notification from EU meets the criteria of Annex II (see annexed Excel spreadsheet for cross reference to detailed information in the supported documentation).

	Criteria
	EU

	(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


Compatibility with the criteria of Annex IIa

The regulatory action was taken to protect human health and the environment. The toxicity associated with oral route exposure was confirmed as well as the high persistency of PFOS. A scientifically based assessment of persistence, bioaccumulation and toxicity indicates that PFOS fulfills the criteria for very Persistent, very Bioaccumulative and Toxic substances. 

Data on the exposure revealed that levels of PFOS in blood serum of workers were found to be significantly higher than in the serum of the general population. In addition levels of PFOS in blood serum of population living in the neighborhood of industrial plants were found to be higher as compared to the general population.

PFOS bio-concentrates in fish and it has been detected in tissues of wild birds and fish, in surface water and sediment, in wastewater treatment plant effluent, sewage sludge and in landfill leachate. Ref. Sections 2.4.2.1 and 2.4.2.2 of the notification, SCHER opinion and Final Report RPA. 
Therefore the task group concluded that this criterion has been met.

Compatibility with the criteria of Annex IIb

Annex IIb(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 stated data upon which the hazard identification and risk assessment have been based originate from recognized testing methods, peer-reviewed literature and peer-reviewed scientific reports.
Data have been reviewed in scientific reports and by scientific committees according to recognized scientific principles and procedures. 
Therefore the task group concluded that these criteria had 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 final regulatory action was based on an evaluation of the risks arising from the use of PFOS in the European Union. Data on the exposure of workers and of the general population have been considered. In addition levels of PFOS in blood serum of population living in the neighborhood of industrial plants were compared with data from the general population. In addition risks to fish, mammals, birds and bees have been considered under the prevailing conditions in the EU. 
References:

(1) Environment Agency (2004): Environmental Risk Evaluation Report: Perfluorooctanesulphonate (PFOS). Environment Agency for England and Wales.
(2) Risk and Policy Analysts Limited (2004): Perfluorooctane Sulphonate – Risk Reduction Strategy and Analysis of Advantages and Drawbacks. Report prepared for the Department for Environment, Food and Rural Affairs and the Environment Agency for England and Wales.
(3) SCHER (2005): Opinion on RPA's report ""Perfluorooctane Sulphonates Risk reduction strategy and analysis of advantages and drawbacks"" (Final Report - August 2004).European Commission Scientific Committee on Health and Environmental Risks, SCHER.
Therefore the task group concluded that this criterion has been met.

Compatibility with the criteria of Annex IIc

Annex IIc(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;
The use of PFOS has been severely restricted in the EU and it is therefore expected that the quantity used will significantly decrease. Reference: Sections 2.4.2.1 and 2.4.2.2 of the notification. Therefore 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;
Due to the expected reduction of the quantity of PFOS used in the EU it is expected that exposure of humans and the environment will decrease which will lead to significant reduction of risk for human health and the environment. Reference: Sections 2.4.2.1 and 2.4.2.2 of the notification. 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 considerations that led to the final regulatory action are not limited to a geographical area or to specific circumstances. Reference: Section 2.5.2 of the notification. Therefore the task group concluded that this criterion has been met.

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

The OECD report referenced in the notification showed that PFOS has been imported into OECD countries, which indicates that there is still international trade (Section 2.5.1 of the notification). Therefore the task group concluded that this criterion has been met.

The task group concluded that all criteria of Annex IIc have been met.

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.

The notification does not indicate that intentional misuse prompted the regulatory action. Therefore the task group concluded that criterion (d) of Annex II has been met.

Conclusion

The task group concluded that the notification of regulatory action from the European Union met the information requirements of Annex I and the criteria set out in Annex II of the Convention.

Recommendation

The Task Group suggests that the Chemical Review Committee conclude that the above discussed regulatory action notification from the EU has met the criteria set out in Annex I and Annex II. The task group suggests that a rationale for this decision should be drafted to document that the notification from Canada meets all the criteria set out in Annex II.
Analysis of the Japanese notification

Scope of the notified regulatory action:

Prior to the regulatory action PFOS was used in metal plating, photo masks in semiconductor, etching agent, photo resists, fire fighting foams and others. PFOSF was used a precursor for production of PFOS. Since the information provided in the notification is almost identical, PFOSF is not addressed separately in the text describing the analysis.

The final regulatory action taken by Japan prohibits all manufacture, import and uses of PFOS and PFOSF. 

The following uses remain allowed: etching agents for voltage filters or high-frequency compound semiconductors, photo resists for semiconductor production, photo films for industrial purposes and fire-fighting foams. Insert brief description of uses prior to FRA.
The notifications were found to comply with the information requirements of Annex I. Information on socio-economic effects of the action were also included in the notification. 

The following table and analysis explains how the two notifications from Japan meet the criteria of Annex II (see annexed Excel spreadsheet for cross reference to detailed information in the supported documentation). 
	Criteria
	Japan
	Japan PFOSF

	(a)
	Met
	Met

	(b)
	NotMet
	Not Met

	(b)(i)
	Not Met
	Not Met

	(b)(ii)
	Not Met
	Not Met

	(b)(iii)
	Not Met
	Not Met

	(c )
	Met
	Met

	(c)(i)
	Met
	Met

	(c)(ii)
	Met
	Met

	(c)(iii)
	Met
	Met

	(c)(iv)
	Met
	Met

	(d)
	Met
	Met


Compatibility with the criteria of Annex IIa

PFOS is persistent, highly bioaccumulative and has long-term toxicity to humans. PFOS fulfills the criteria for adverse effects. It has demonstrated toxicity towards mammals in subchronic repeated dose studies at low concentrations, as well as rat reproductive toxicity with mortality of pups occurring shortly after birth. (UNEP/FAO/RC/CRC.7/INF/8).
The Japanese government designates chemical substances that are persistent, highly bioaccumulative and have long-term toxicity for humans as Class I Specified Chemical Substances to be banned under CSCL. As a result of internal evaluation using the scientific data found in Risk profile prepared by POPRC (UNEP/FAO/RC/CRC.7/INF/8) Japanese authorities concluded that this chemical meets criteria to be designated as Class I Specified Chemical Substance under CSCL. Class I Specified Chemical Substances are banned under CSCL in order to protect human health and the environment (Section 2.4 of the notification). Therefore the task group concluded that this criterion had been met.

Compatibility with the criteria of Annex IIb

Annex IIb(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;

Data have been used under the Stockholm Convention and are considered to be scientifically sound, which means that they have been generated according to scientifically recognized methods and that data reviews have been performed and documented according to generally recognized scientific principles and procedures (UNEP/FAO/RC/CRC.7/INF/8). However, since criteria Annex IIb has to be read as a whole and there is no indication of a review of scientific data in the context of the prevailing conditions in the notifying Party, criteria b(i) and b(ii) are not met. Therefore the task group concluded that these criteria have not 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 and the supporting documentation do not provide sufficient evidence that the final regulatory action was based on a risk evaluation involving prevailing conditions in the notifying Party (Section 2.4 of the notification). Therefore, the task group concluded that this criterion has not been met.

Compatibility with the criteria of Annex IIc

Annex IIc(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;
Since manufacture, import and the majority of uses have been prohibited, it can be expected that the regulatory action led to a significant decrease of the chemical used (Section 2.3 and 2.4 of the notification. Therefore 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;
Due to the significant reduction in the quantity of the chemical used it can be expected that exposure will be reduced, which will also lead to a reduction of risks to human health (Section 2.4 of the notification). 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 considerations that led to the final regulatory action are not limited to a geographical area or to specific circumstances since they are linked to the inherent characteristics of PFOS and PFOSF (Section 2.4 of the notifications). Therefore the task group concluded that this criterion has been met.
(iv) Whether there is evidence of ongoing international trade in the chemical;

).

The notification does not provide evidence for international trade. However, evidence of international trade is presented CRC.7/INF/3 Information on trade.  Such information is considered adequate for satisfying this criterion. Therefore the task group concluded that this criterion has been met
Therefore, it is concluded that all criteria c) of Annex II have been met.
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.

The notification does not include any indication that intentional misuse was involved in the decision. 
Therefore, the task group concluded that criterion (d) of Annex II has been met.

Conclusion

The task group concluded that the notification of regulatory action from Japan met the information requirements of Annex I and the criteria set out in Annex II of the Convention except criterion b(iii).

Recommendation

The Task Group suggests that the Chemical Review Committee conclude that the above discussed regulatory action notification from Japan met the criteria set out in Annex I and the criteria set out in Annex II of the Convention except criterion b(iii). 
