
DECLARATION NOT NOVEL FOOD STATUS OF THE RAWMATERIAL
“Mulberry Leaf Extract”

In accordance with Art. 4, point 1, of Regulation (EU) 2015/2283 on novel foods, it is

considered that the ingredient marketed as “Mulberry Leaf Extract” does not fall within the

definition of "novel food" as defined by Art. 3, point 2 of Regulation (EU) 2015/2283.

The mulberry leaf extract “Mulberry Leaf Extract” features a titer of 1-Deoxynojirimycin (1-

DNJ) ≥ 5%. DNJ (1-Deoxynojirimycin) is a highly hydrophilic natural alkaloid present in mulberry

leaves at a concentration that can reach up to 7 mg/g in the apical leaves (Marchetti et al, 2021).

Considering the maximum detected natural content of 0.7%, the application of a standard

extraction and purification process (filtration and purification) with a drug/extract ratio (DER) of

approximately 14:1 could allow the concentration of the active principle up to the 5% threshold.

The production process (extraction, purification, concentrationfiltration, and drying) is of a

traditional type and does not involve chemical modifications to the structure of 1-DNJ, but

exclusively performs a normal concentration of it. Furthermore, in support of the above, it is

reported that the raw material is obtained through hydroalcoholic extraction of Morus alba, a plant

permitted in food supplements pursuant to Annex 1 of the Ministerial Decree of August 10, 2018,

and subsequent amendments and additions, without any limitation, in addition to being listed in the

“EU Novel Food status Catalogue” with the status: NOT Novel in Food Supplements.
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