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Official
use only

Other existing data [ |

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [x]

Other justification [ ]

Detailed justification:

According to the ‘Technical Guidance Document on data requirements’
this is an additional data requirement and under IITA 6.10 the following
is cited:

“Mechanistic study - any studies necessary to clarify effects reported in
toxicity studies [Ann.IITA, VI. 7.]

- This data may be relevant on the basis of the toxicological properties of
a substance.

- Studies of the mechanisms of toxicity may be necessary when there are
indications that active substance may have e.g. a non-genotoxic
mechanism for carcinogenicity, species specific effects, adverse effects
on reproduction, immunotoxicity or hormone related effects.

- Scientific judgement is required to decide whether any supplementary
studies are needed (see Chapter 1.2, point 4).”

L(+) Lactic acid does not have specific effects as meant under this
section. Lactic acid is a naturally occurring substance in the human body
and in human food, and is also authorized to be used as a food additive.
As the exposure due to the use of biocidal products will not substantially
contribute to the total systemic exposure, no further studies on specific
effects are deemed necessary. An expert statement on the role of lactic
acid in the human body, as well as its presence in food (both naturally
and as a food additive) is presented in A6.2-01.
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Applicant’s justification is acceptable.
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