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1. alternative ID and properties

It is possible to replace DEHP with alternatives; this has been demonstrated by various companies. Alternatives include chemicals as well as other plastic materials. Plastics that have elastic properties even without any addition of plasticisers are preferable. Only recently RIVM published a report that identifies suitable alternatives to applications of DEHP and other phthalates (1). 
2. Technical feasibility

[Insert text here]

3. Economic feasibility 
[Insert text here]

4. Hazards and risks of the alternative
[Insert text here]

5. Availability

[Insert text here]

6. Conclusion on suitability and availability of the Alternative

[Insert text here]

7. other comments
Children’s exposure to DEHP is too high and needs to be eliminated
DEHP metabolites can be found in the urine of almost every child in Germany – this was shown in a survey by the German federal Environment Agency (Uba) (2). Of the 599 children that were analysed, in 1.5% of the cases the levels of DEHP metabolites exceeded concentrations where health effects could not be excluded. When additive effects of DEHP with other phthalates were taken into account, up to 85% of the children might be exposed to levels of phthalates that could lead to health effects. 
A study by Friends of the Earth Germany (BUND) has found that children are constantly exposed to high levels of DEHP and various other phthalates (DBP, BBP, DINP, DIDP, and DIBP) in the indoor environment (3). Dust samples taken from 223 German childcare centres contained an average of almost three times the level of phthalates found in usual households. DEHP was present at particularly high levels in the analysed dust. On average, DEHP was found in kindergarten dust in almost three times higher concentrations (1721.16 mg/kg) than in household dust (656 mg/kg).
Products made from plasticised PVC are the most important source of exposure. The reason for the high overall contamination levels in kindergartens might be that they are usually equipped with much more products made of plasticised PVC than normal households, such as PVC flooring, vinyl wallpaper, gymnastic apparatuses, gymnastic mats, exercise balls, furniture made from artificial leather, rainwear, footwear, toys, table covers... All those products are common in kindergartens and often existent in high quantities. There were also kindergartens that only had very low contamination levels. This demonstrates that it’s possible to minimize contamination.

In BUND’s study, house dust primarily was taken as an indicator for the indoor contamination with phthalates. But the dust is also a direct source of exposure when children absorb the dust via breathing or swallowing. Assuming that a toddler of 15 kg swallows 100 mg of dust per day, the EFSA Tolerable Daily Intake level of 0.05 mg/kg bw/day for DEHP would be exceeded in 5 of the 223 kindergartens.
Against the background that dust is only one of the many sources for phthalate exposure and the TDI doesn’t account for the cocktail effect of various phthalates nor the influence on sensitive early life developments, the exposure of the children in the study is alarmingly high.
The exposure to DEHP should be eliminated, especially the exposure of children that are most sensitive. Therefore BUND considers that authorisation should not be granted for DEHP in plastisols and soft PVC articles.

Application too unspecific
BUND thinks that the application is too broad to comply with REACH. The applicant is asking for an authorization that covers all uses of DEHP dry blends plastisols and soft PVC. REACH Regulation provides that authorizations should be use specific.

Mixture effects are not taken into account
Human biomonitoring studies and product tests as well as dust samples show that DEHP is often present in combination with other similar phthalates. The application does not take into account mixture effects of DEHP with other phthalates. Mixture toxicity of DEHP has been well described in scientific literature. Adequate control should be proven in a holistic manner and therefore mixture effects should not be disregarded.
Procedure should follow the socio economic authorization route 

According to REACH article 60(3a), the adequate control route shall not apply for substances for which it is not possible to determine a threshold in accordance with Section 6.4 of Annex I.
DEHP is a known endocrine disrupting chemical (EDC). In BUND’s view EDCs should be treated as non-threshold substances equivalent to chemicals with PBT/vPvB properties. This is because there is currently no scientific evidence that reliable threshold values for EDCs can be set with sufficient certainty.
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