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Regulation (EC) No 1107/2009 lays down the rules for the authorisation of plant Primary disinfection: e or v wtr e e drtan
protection products with the aim of protecting humans and the environment. It Ozonation (ozone) C..-.--f”""'*{;—é’ ) sedimentation

is known that certain active substances which are included in plant protection Chlorination (chlorine) e
products and their metabolites react during primary disinfection processes for central Chloramination (chlorine dioxide)

water treatment (e.g. ozonation, chlorination) to form by-products with e.g. toxic, UV radiation

carcinogenic and genotoxic characteristics. Notwithstanding that EFSA has recently Filtration (rapid gravity filters,

identified data gaps duringthe approval process of active substances, watertreatment roughingfilters, pressure filters,

processes are not (yet) implemented in the data requirements (Reg. 283/2013 or slow sand filters, bank filtration)

284/2013) relevant for the authorisation of pesticides and no guidance document Aeration

for experimental testing is available. With this information pending, addressing

: Membrane processes
water treatment processes successfully becomes a challenge for applicants.
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Example for formation of undesired by-product [1]:
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As NDMA is characterized to be carcinogenic, genotoxic and toxic for reproduction
[2] its presence in drinking water should be avoided [3]. The German UBA e.g.
sets a guidance value for drinking water (GOW) of 10 ng NDMA/L [4].

Chlorination

When dissolved in water, chlorine converts to an equilibrium mixture of chlorine
(Cl), hypochlorous acid (HOCI), and hydrochloric acid (HCI):

CI2 + H20 - HOCI + HCI The datagap identified by EFSAarises from Article &4 (approval criteria for active substances)

- : : : : : 3(b) of Regulation (EC) No 1107/2009:
In acidic solution, the major species are (I, and HOCI, whereas in alkaline
solution, effectively only CI0~ (hypochlorite ion) is present: 3. A plant protection product, consequent on application consistent with good plant

protection practice and having regard to realistic conditions of use, shall meet the

CI2 + 72 O0H — (| + (|0 + HZO following requirements:

(b) it shall have no immediate or delayed harmful effect on human health, including
that of vulnerable groups, or animal health, directly or through drinking water
(taking into account substances resulting from water treatment), food, feed or air, or
consequences in the workplace or through other indirect effects, taking into account
known cumulative and synergistic effects where the scientific methods accepted by the
Authority to assess such effects are available; or on groundwater; ...

Very small concentrations of Cl0,~, Cl0,7, CIO,~ are also found.

Water treatment processes
are not implemented in the

Providing laboratory studies data requirements (Reg.

Theoretical approaches based on 283/2013 or 284/2013) CURRENT EU POSITION: The applicant shall submit that (confirmatory) information to the
chemical structure and expected Currently no guidance Commission, the Member States and the Authority within two years after adoption of
reactions with ozone and document available (for a guidance document on evaluation of the effect of water treatment processes on the
chlorine via literature examples experimental testing) nature of residues present in surface- and groundwater.
calculation via quantum Open question how to DEVELOPMENTS: No major focus on guidance development at the moment
chemistry deal with for product CONSULTANCY RECOMMENDATIONS: For active substance dossiers,

Discussion on concentrations at registrations (1) do not address the issue at all as data waiving does not result in non-approval

raw water abstraction points Parent and metabolites (11) try to avoid data gap and potential request for confirmatory data by addressing the

Waiving as no guidance available have to be addressed issue on EU level alongside the submission
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