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New foods introduced to the market

‘ Jt EFSA Journal

Novel food guidelines = Novel food applications handled by EFSA

GUIDANCE

doi:10.2903/j.efsa.2021.6555

Guidance on the preparation and submission of an
application for authorisation of a novel food in the context
of Regulation (EU) 2015/2283" (Revision 1)2

1.10. Allergenicity

Food allergens are mostly proteins. Hence, the allergenic potential of a novel food containing no
protein (or peptides) is very low. An accurate description of the methods used for the analysis of the
protein content in the novel food (including the limits of detection and quantification) and the results
from those analyses should be provided in Section 1.3.

The default assumption for novel foods containing proteins is that they have allergenic potential.
The allergenic potential of the novel food should be explored by considering its composition, particularly
its protein(s), its source (including taxonomic relationships), the production process, and available
experimental and human data, including information on cross-reactivity. This comprises a
comprehensive literature review in order to retrieve available information on sensitisation, case reports
of allergic reactions, and/or allergenicity studies (/n witro, in animals, in humans) of the novel food and/or 2003 2004 2005 2006 2007 2008 2009 2010 2011 \2:'012 2013 2014 2015 2016 2017 2018 2019 2020 2021

‘ear

its source(s).
Crevel, Reference Module in Food Science, 2022

Novel food applications

Current food allergies Emerging food allergies What are the future food allergies?
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De novo sensitisation vs. cross-reactivity

Food allergens Small intestinal lumen In VI.VO St u d ieS

{LAMRLALA LAY
|
‘ OOOQQ 0‘ IQIQ&OOOOOQODO \
IgE allergens ‘\‘\‘ 0
T cell :II: ;5 CD4+ Th2 cell IgE *ﬂ‘ﬁ”“{}‘ S : I'lposure j/
naive T cel IL-33 cel Q{yvk ‘ : 5 I‘
s s

‘histamine

dendrlﬁc cell = IgE-secreting mast cell
plasma cell

Maryniak et al. Mol Nutr Food Res, 2022 Sensitisation phase C Elicitation phase _>

Ballegaard et al. In prep

Sequence homology

'KLPTRSMILL™
PLPPRSMIPP*®

YPLIVMTLRKLP?®
“RLIVMTYRPPI*®

2ILLAISERIKL*
ZILLKISTRILA®®

13 October 2022 DTU Food




=
=
—

W

De novo sensitisation vs. cross-reactivity

Protein identification In vitro protein digestibility
In vivo sensitisation model

Non/low- High-
allergenicity allergenicity

De novo sensitising capacity

Food allergens In vitro cell-based models (AOP) Small intestinal lumen
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