DE environmental consultation concerning the risk assessment for soil and groundwater in product type 22

Conclusion
· Technical instructions for establishing and operating cemetery sites exist on national level in all MS who answered and they are formulated in a similar way. There are several hints for instance on cemetery site specifications (hydrogeological conditions and climatic factors) and common cemetery management practices. However, it is not possible to call for principal RMM connected to these aspects since they do not fall under the scope of  BPD 98/8/EC and they would additionally be difficult to implement in order to local differences at MS level. Furthermore, the embalming process is not established throughout the European Union (EU) in a similar way as data show in the table below. Therefore the relevance of such measures would also be questionable at every site. 

	MS
	Information concerning the embalming activity

	UK
	· half of all burials involve some embalming with formalin solution

· a burial rate of 1,000 per year would be typical of a town with 150,000 to 250,000 inhabitants

	FR
	· approximately 220,000 embalming cares have been made in 2009, what represents 40 to 45 % of the dead people

· cremation represents 20 % of the dead with a progression of 10 % each year

	SE
	· over 70 %  in large towns (like Stockholm)

· cremation varies between 70 – 90 %

	Southern Europe (Italy, Spain)
	· tendency increasing

	DE
	· less than 1 % of all death

	NO
	· very rare (bodies to be transported to another country

	FI
	· embalming of bodies is very unusual


N.B. This information might be useful as MS-specific refinement option during product authorisation at national level. 
· It is generally agreed not to perform a quantitative risk assessment for soils in cemetery grounds. This is supported by research literature providing no evidence of soil contamination by organic compounds (PCBs, formaldehyde, methanol, and TOC) in cemetery soils. Nevertheless, DE will include a qualitative reasoning about degradation and transfer processes for the a.s. used in PT 22. The information should be sufficient to indicate that no (or limited) process exists making the a.s. very mobile in the different soil layers present in a cemetery.
· The observed impact of burial ground effluent on groundwater suggests for a contamination by organic compounds like formaldehyde as principal preservative ingredient of embalming fluids. Further the groundwater can be at risk of pollution with formaldehyde from human burials where a high number of burials of embalmed bodies occur and the protection afforded by the subsurface geology is poor. However, the absence of reports of widespread groundwater contamination by formalin leads to the conclusion that natural attenuation processes in the ground prevent such a contamination. 

Assuming that the contamination of groundwater by formaldehyde is in principle possible a quantitative risk assessment will be performed in the CA report. Regarding the intended use of formaldehyde as embalming fluid the calculated concentration in groundwater currently pose a risk for the environment. Therefore, RMM are necessary. DE proposes to include their requirements for a cemetery site in the CA report for formaldehyde as a.s. in PT 22. These requirements seem to be appropriate to prevent leaching of contaminants to groundwater. Thereby, specific national requirements in other MS will also be mentioned that are suitable in this context and rather similar to the German ones. In DEs view, the final proof of deviating regulations for cemeteries between MS will then be part of the national product authorisation step which will surely go along with the common embalming activity in the MS. 

· Supplementary information: The generation of gaseous by-products from decomposition of corpses is the result of anaerobic processes. The gases generated are dominantly carbon dioxide and methane. No formaldehyde was detected. There are also no estimations of releases to air in the ESD for PT 22. Thus, the emission of formaldehyde to air by a buried embalmed corpse is negligible.
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