Regulatory Watch: EFSA Opinion on Perilla

Aldehyde

has concluded that p-mentha-1,8-dien-7-al, a flavor
material commonly called perilla aldehyde (FEMA#
3557, CAS# 2111-75-3), has genotoxic effects on animals.
Perilla aldehyde occurs naturally in citrus fruit peel and is
produced in what EFSA deems “limited quantities.”
Perilla aldehyde is applied to products such as baked
goods, puddings, meat products, and alcoholic and non-
alcoholic drinks, in which the ingredient imparts a woody,
spicy, citrus flavor character. It can also support flavor pro-
files such as apple, citrus, grapefruit, orange, spearmint,

peppermint, lime and blackberry.

3 new European Food Safety Authority (EFSA) study®

Study Highlights

In 2002, an international evaluation of perilla aldehyde as a
food flavoring found it to pose “no safety concern at current
levels of intake.” In 2008, the European Commission asked
EFSA to re-evaluate this substance as

Perilla aldehyde occurs naturally in citrus fruit peel.

part of the evaluation of all food flavorings
authorized for use in the EU. The flavor-
ing industry first submitted data for this
flavoring substance in 2012 following an
EFSA request. This current EFSA study
follows an earlier 2013 notice** from the
organization, which cited concerns about
the safety of the ingredient.

The 2013 notice detailed EFSA’s
experts’ concerns that the substance was
potentially genotoxic. At that time the
organization requested an additional
study to determine the potential effects
on the liver and stomach. The current
EFSA opinion, based on a study sub-
mitted in 2014, concludes that perilla

some weaknesses in the historical control
data (i.e., concerning the test animals not
exposed to the specific substance under
examination) of the laboratory that carried
out this test.

Other Ingredients Impacted
Under the EU system devised to evaluate
flavorings, perilla aldehyde is a proxy for
evaluating nine other structurally similar
chemicals, known collectively as “alicyclic
aldehydes.” EFSA’ experts, therefore, indi-
cate there is also a potential safety concern
for these other substances unless further
evidence proves otherwise.

Under EFSA’s process for the safety

aldehyde induces DNA damage in the  Perilla can support flavor mel/es such as citrus, assessment of food flavorings, once a sub-

liver. EFSA’s experts note, however,

orange, apple, grapefruit, spearmint, peppermint,
lime and blackberry.

*“Scientific Opinion on Flavouring Group Evaluation 208 Revision 1
(FGE.208Rev1): Consideration of genotoxicity data on representatives for 10
alicyclic aldehydes with the o.,B-unsaturation in ring /side-chain and precursors
from chemical subgroup 2.2 of FGE.19”; www.efsa.europa.eu/en/efsajournal/

pub/4173.htm

*fwww.efsa.europa.eulen/efsajournal/pub/3151. htm
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stance is characterized as a genotoxin,
EFSA concludes on this aspect only without
taking into account consumer exposure.
According to an official EFSA announce-
ment, “EU risk managers will consider how to best use EFSA’s
scientific opinion in weighing up possible follow-up measures.”

Keep up with the latest flavor regulatory news at
www.perfumerflavorist.com/flavor/regulatory.
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