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January 6, 2014
Opinion of JPIA on Information on Use Applied for 
in Application for Authorisation（DEHP）
                                  Japan Plasticizer Industry Association (JPIA)
 [Preface]

We, JPIA, welcome this opportunity given to comment on the above Application for Authorisation.
JPIA is an industrial association of Japanese companies manufacturing and marketing plasticizer.  

JPIA is very interested in this Application for Authorisation, because we have a profound connection with EU through trading of Japanese articles containing chemical substances which would be required to submit the Application.
This Application for Authorisation of DEHP presents the actual state of general handling of the chemical in its respective uses (including recycling). It also cites basis of argument available at present and widely recognized in the world from the scientific viewpoint for the areas concerning REACH Application for Authorisation such as toxicity, risk assessment, analysis of substitutes, socio-economic analysis. JPIA also gives full endorsement to it.    
Article 60 of REACH says:” an authorisation shall be granted if the risk to human health or the environment from the use of a substance arising from the intrinsic properties specified in Annex XIV is adequately controlled in accordance with Section 6.4 of Annex I and as documented in the applicant's chemical safety report, taking into account the opinion of the Committee for Risk Assessment referred to in Article 64(4)(a).” This means that nonscientific and predicative assessment and, in the lack of scientific data, excessive application of precautionary principle shall be avoided. From such the point of view, JPIA is convinced that the use applied for will be authorized.  

Important points of JPIA’s request are as follows:
 [Request]
  JPIA believes that the content of the Application for Authorisation submitted with relation to respective uses of DEHP by ARKEMA FRANCE, Grupa Azoty Zakłady Azotowe Kędzierzyn Spółka Akcyjna, DEZA a.s. VINYLOOP FERRARA S.p.A, (Stana RecyclingAB, Plastic Planetsrl) is valid based on the argument as below and requests your consideration to give an authorisation to the whole scope of application. 
 [Justification for Request]
1. Reproductive toxicity
JPIA has conducted various tests and studies to verify the difference in mechanism of action of DEHP in relation to the reproductive toxicity between rodents and primates (particularly human beings) for more than 10 years jointly with European Council for Plasticisers and Intermediates (ECPI) and American Chemical Council-Phthalate Ester Panel (ACC-PEP). By administering d4-labeled DEHP to marmosets (a primate species) and human volunteers and directly analyzing the urinary level of its metabolites (and their conjugates with glucuronic acid, or glucuronides), it has been shown that the metabolic machinery of DEHP such as excretion pattern and excretion rate differs between the primate including human beings and rodents and the absorption rate is lower in the formers, demonstrating that the primates has an extremely higher defensive function against toxic effects of DEHP than the rodents. 1), 2) 
Recent studies3), 4), 5), 6) have shown the difference in reproductive toxicity of DEHP and species difference in expression mechanism and others, indicating that DEHP does not produce toxic effects on reproduction in human beings.  
Concerning results from epidemiological studies was questioned about their validity7).
According to Review by O. Albert, et al.8) 

  (i) Although studies conducted in humans are limited in number, the results are quite different from those of studies using animals.    

　(ii) Some differences in response have been noted among rats, mice, primates and humans.  Further investigations are needed to clarify the reason for.

Such the controversial toxicity issue should be discussed and judged based on the results from a massive bio-monitoring project (COPHES: Consortium to Perform Human Bio-monitoring on a European Scale) presently in progress in Europe and ECOCHIL Plan9) in Japan; as mentioned in the Proposition10) by advisors of EC, excessive application of precautionary principle should be avoided.  
2. Substitutes

Although DINP and DIDP are conceivably the candidates of substitute for DEHP and each plasticizer has its advantage and disadvantage in performance, there is no other plasticizer than DEHP from the view point of cost-performance balance still from now on.
As for non-phthalate plasticizers such as DINCH and ASE cited for substitute candidates, their use is substantially limited and special (for medical devices, etc.). Due to their performance ((e.g.) workability, compatibility, oil resistance, etc.), considerable technical difficulties are anticipated for their substitution for DEHP. And in the course of their introduction to the market, verification of a new specification for general use will required and inevitably accompanied by long period and cost increase. Moreover, such substitution connot following subjects; suppliability of raw materials and production technology (including patent issue) and lack of safety data; and, therefore, its socio-economic impact is expected to be very significant.
3. Risk assessment
According to detailed risk assessments conducted in Europe, USA and Japan, as mentioned above, the major part of DEHP intake is derived from food and, in young children, intake from contact with DEHP-containing articles (mainly licking) is added and results in considerable risk (toxic effects, origin of risk, are seen in rodents but not in primates which can quickly metabolize DEHP; details are discussed earlier). This finding provides a basis for restricted use in toys as implemented in many countries. The conclusion shared by these risk assessments is: “risk is sufficiently controlled under current conditions of use” and the need of further restriction is denied.  
As said before, according to the Article 60 of REACH, “if the risk is sufficiently controlled as described by applicant, authorisation shall be granted”. It follows that the use applied ought to be authorized.   

4. Recycle
  DEHP has been applied to its wide use as plasticiser of soft vinyl chloride containing-products.  Many of them are excellent in material-recycling performance, with many of used articles being remanufactured into mats, floorings and others.
  As seen in “>2×2010 in 2020 Plan” and 2013 report of VinylPlus (Progress Report 2013), the recycling of soft vinyl chloride is very important for saving resource and energy.
  Since vinyl chloride-containing articles have a long service life (about 20-30 years), there will be many opportunities of their reusing for many years to come. To ensure a smooth recycling route is not only important but also very meaningful in view of reducing socio-economic loss.  

  Moreover, as described in Vinyloop application, when compared to landfill or incineration, the recovery and reuse of soft vinyl chloride are more effective and useful from the view point of not only utilization of available resources but also waste processing of DEHP-containing articles. 
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