Japan’s Comments on the Draft Risk Management Evaluation of PFOS
1. Listing Options
The Japanese government takes the position that PFOS should be listed in Annex B, because for certain uses alternatives are not available at this time, and a 5- or 10-year extension may not sufficient to eliminate all production and use. Such critical uses should be classified as “acceptable use.” Therefore, listing PFOS in Annex B is consistent with the present situation.
Furthermore, in the case of PFOS, because of the complexity of its chemical composition, it is uncertain how it will appear in Annexes A, B, or C in the draft risk evaluation. Thus, it should be presented for consideration by all parties and observers.
2. Definition of PFOS and PFOS-related substances


A precise definition of “PFOS” and “PFOS-related substances” should be presented for consideration by all parties and observers.
3. Chemicals used in critical applications

Both PFOS and PFOS-related chemicals are presently used in the most critical applications. This should be reflected in the draft risk management evaluation.
4. Critical uses


Japan has identified additional critical uses through a supply chain survey, and based on the results proposes two new usage categories: “medical devices” and “electric and electronic parts.” The text of these is included in Annexes 1 and 2. The survey has not been fully completed due to the complexity of the supply chain; Japan may submit further additional uses and details.
Japan also has comments on current critical uses. Suggested amendments are in Annex 3.

5. Part III

Part III is the key part of the draft risk evaluation. This document should be fully developed and all parties and observers should be given the opportunity to consider it. Thus, a draft of Part III, based on an updated draft risk profile, should be developed during inter-sessional work before the fourth meeting of POPRC.
6. Other adjustment and conclusion

Other suggested amendments for the Draft Risk Management Evaluation of PFOS appear in Annex 4.
Annex 1 
Medical devices
1.3 
The following is the source of information of this use:
 “Japan Medical Devices Manufacturers Association (JMED)”
2.3.6 Medical devices
The medical device industry has been using many raw materials containing PFOS for a very long time. For example, PFOS is used as an effective dispersant when contrast agents are incorporated into an ETFE layer. PFOS plays an essential role in ETFE production, allowing the achievement of the levels of accuracy and precision required in medical devices.


Since about 2000, when the effects of PFOS on the environment were identified as a problem, ETFE manufacturers have been working with chemical material suppliers to find alternatives. Alternatives that allow the achievement of the same standard, however, remain to be found.


Despite the long history of ETFE use in medical devices, to date no adverse health effects due to PFOS have been reported. The medical device industry reported that it looked at indwelling needles, which seem to pose the highest risk among medical devices using PFOS, and conducted an assessment on possible health risks. The survey found that the amount of PFOS leached was so small as to be below detectable limits. And even if an amount equivalent to the amount detectable were to be leached, the amount of PFOS entering the human body would increase the concentration of PFOS in the blood by only about 4.3 pg/mL. Given that the average level of PFOS in the blood serum of Japanese people is reported to be below several tens of ng/mL, as well as the fact that NOAEL in serum, as determined by a 128-day repeated-dose toxicological study in monkeys, has been reported as 82.6 μg/mL in males and 66.8μg/mL in females, the possibility of health risks being caused by medical devices is extremely low.

It is expected that, due to its unique properties, PFOS will continue to be used for a variety of medical devices, and therefore an exemption from PFOS prohibition should be considered.
2.4.4

Medical devices

According to industry, at least 1500 catheters for angiography and 4 million indwelling needle catheters, for which PFOS is required as part of the production process, are produced in Japan. If there is no exemption from PFOS usage prohibition, the medical device industry sustain serious damage, and patients who need those medical devices will not be able to receive adequate or appropriate medical care.


Currently, no alternatives have yet been found. In order to identify appropriate alternatives, medical device manufacturers need to conduct numerous studies covering such areas as feasibility, leachability, and safety. It usually takes several years to conduct these studies, and requires substantial investment. After conducting these studies, medical devices need to be approved by regulatory authorities. Therefore, at this stage it is impossible to predict when alternatives will be available for use.

Annex 2 

Electric and electronic parts

2.3.9 Electric and electronic parts
PFOS is widely used in the production of electric and electronic parts. Major uses are as sealing agents and adhesives. For these uses, alternatives are available or are under development, and PFOS will be replaced relatively quickly. However, several uses have been identified for which alternatives will not soon be available. One such use is in the intermediate transfer belt of colour copiers/multi-function printers.

The intermediate transfer belt is an essential part of colour printers and colour copying machines. This part carries colour toner to the paper, and is recognized as one of the most important parts in determining the quality of printed matter. Various kinds of materials are used for this purpose, but in high speed and high quality printers, thermosetting polyimide is used because of its thermal, mechanical, and chemical characteristics. The intermediate transfer belt must be extremely flat and seamless to ensure the required quality of printed matter. According to the information provided to the Japanese government, the largest manufacturer (which supplies more than 60% of polyimide intermediate transfer belts) uses PFOS to ensure the required properties. Intermediate transfer belts of this manufacturer contain up to 100 ppm of PFOS. The part is used by 12 colour copier/multi-function printer manufacturers that dominate the global market; it is also supplied worldwide as a spare part. The properties of the intermediate transfer belt determine the design of the copier/multi–function printer. Due to the long life of copiers/multi-function printers, if supplies of this part are stopped, millions of copiers/multi-function printers will be discarded before the end of their product life, leading to unnecessary potential environmental damage.


Similar to intermediate transfer belts, PFA rollers and belts in fixing units contain PFOS for the same reason. The largest manufacturer of these units has reported that PFOS in the amount of 8×10-4 ppm is contained in an additive used in producing the units, and that additive is used in the amount of 3μg/cm2. The production volume is 300,000 units per month, and annual consumption of PFOS is less than 3 g.

Furthermore, PFOS is used in various kinds of additives, such as grease additives for mechanical slides and micrometers, as well as a wider range of other uses in electric and electronic industries. However, due to the very low concentrations involved, as mentioned above, and the complex supply chain, use in this area was only recognized very recently, and thus further study is needed.
Annex 3.
Photo imaging

2.3.1 Photo imaging

In order to reflect past efforts to find alternatives, the first paragraph should be replaced by the following:


"For remaining uses, to date there are no known alternatives to PFOS-related substances."

After the second bullet point, the following text should be added to explain the necessity of electrical charge control:
“The antistatic properties of PFOS materials also provide important safety features by controlling the build-up and discharge of static electricity, thus preventing injuries to employees and users, damage to operating equipment and products, and fire and explosion hazards.”

2.4.4 
Photo imaging

The present text does not address the economic impact on users. The following text should be added:
…“and would impose significant financial burdens, not only on the manufacturers of photo imaging products, by requiring substantial investment in research and development, but also on users, by compelling them to replace their current systems with costly new systems, such as alternative digital systems.”
Photoresist and Semi-conductor usage
2.5.3

The current text does not reflect the present situation. It should be amended as follows:
“c) industry phase-out schedules that are known for non-critical uses in semiconductor manufacturing and processing; and”
Metal plating

2.3.6. Metal plating

PFOS applications here are far too limited. The following applications should be specifically mentioned:
“• Pretreatment agent for plastic plating

• PTFE powder plating treatment agent

• Pretreatment agent for printed circuit board plating

• Stainless steel electric grinding agent

• Chemical abrasive agent for copper alloy”
PFOS and PFOS-related chemicals are used for Cr(VI) mist control and to protect workers’ health. This fact should be mentioned in the last part of paragraph 4. The suggested text is as follows:
“Therefore, PFOS mist control agents are still needed to protect workers’ health.”
2.4.4 

Metal plating
Japan has submitted data on the most affected sector in annex F, and this should be mentioned in the third sentence as follows:
“In Japan it has been estimated that the cost would be US$40,000 for each 1000----0liter bath, and this would affect more than 1,000 plating companies, which are mainly SMEs (Japan, 2007).”
Fire fighting foam
2.3.7 Fire fighting foam
Japan has submitted data on the amount of PFOS (not PFOS-related substances) containing FFF and the estimated time for replacement, and this should be included.
“In Japan…it means that the market has stockpiled some 21,000 tons of PFOS fire fighting foam concentrate, and some 11,400 tons of fire fighting foam contains PFOS. The majority of market stock is fire fighting foam for water-immiscible liquids, and non-PFOS alternatives are marketed for this use. However, it is estimated that replacement will take 10 to 15 years based on present production capacity…(Japan, 2007).”
2.4.4

Fire fighting foam
Japan has submitted data on the cost and feasibility of PFOS FFF incineration, and the following text should be included:
“The cost of PFOS FFF incineration is estimated at approximately US$1,000/t and incineration capacity is limited. Thus, it is difficult to estimate the time necessary for destruction.”
Annex 4
1.1.2.
As a matter of chemical notation, ”Y=OH, metal” should be ”Y=OH,O-Metal.”
This section mentions both PFCs and PFCAs, but the text is irrelevant to PFOS. Thus, the following amendment is needed:
“Although the ultimate net contribution of individual PFOS-related substances to the environmental loading of PFOS cannot be readily predicted, there is potential for any molecule containing the PFOS moiety to be a precursor to PFOS. There was a trend towards more bioaccumulative and more toxic products. Perfluorooctane sulfonate was predicted to be the persistent biodegradation product of 27% of perfluorinated sulphonic acid containing compounds. (Canada, 2007).”
2.1
Add: “Radiopaque catheters composed of ETFE, such as catheters for angiography & indwelling needle catheters” to section A, and “Electric and electronic parts” to section B. Move “fire fighting foam” from section B to section A.
3.2

Option 2

The following sentence should be added at the end:
“This option is the most consistent with the present uncertainty surrounding the availability of alternatives for several critical uses over the next five to ten years, considering the health and environmental concerns about perfluorinated alternatives.”
Conclusions
The following is the view of the Japanese government: 
The third sentence, starting from “Given,” seems to be based on the assumption that Annex A chemicals have more hazardous properties than Annex B chemicals, but such a concept does not appear in the Convention text.
“In comparing options 1 and 2 with options 3 and 4, it seems most logical to regulate PFOS under the Convention as an intentionally produced POP which should eventually be phased out. It is therefore proposed to list PFOS in Annex A or B of the Convention.

There is a need for some remaining critical uses for the foreseeable future, and availability of alternatives is uncertain. It is therefore suggested to list PFOS in Annex B of the Convention. Acceptable purposes and specific exemptions should be considered based on the feasibility of substitution for such use and the time frame of substitution. Detailed conditions of acceptable purposes and specific exemptions are contained in a new Part III to Annex B. A suggested outline of Part III can be found in the Appendix.

The new Part III should be reviewed by COP periodically to ensure progress toward minimization of use.

There are still issues concerning PFOS-related substances that need to be examined. It is considered to be premature to propose PFOS-related substances as a POPs candidate, given the absence of sufficient scientific evidences.”
4. Concluding statement

“A” should be replaced by ”B” based on above conclusion.
(end)
