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Commission Implementing Regulation (EU) 2020/2120 of 16
December 2020 amending Implementing Regulation (EU) 2016/1964

as regards the authorisation of a preparation of montmorillonite-
illite as feed additive for all animal species (Text with EEA relevance)

COMMISSION IMPLEMENTING REGULATION (EU) 2020/2120

of 16 December 2020

amending Implementing Regulation (EU) 2016/1964 as regards the authorisation
of a preparation of montmorillonite-illite as feed additive for all animal species

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 1831/2003 of the European Parliament and of the Council
of 22 September 2003 on additives for use in animal nutrition(1), and in particular Article 13(2)
thereof,

Whereas:

(1) Regulation (EC) No 1831/2003 provides for the authorisation of additives for use in
animal nutrition and for the grounds and procedures for granting or modifying such
authorisation.

(2) The use of a preparation of montmorillonite-illite as a feed additive was authorised for
all animal species by Commission Implementing Regulation (EU) 2016/1964(2).

(3) In accordance with Article 13(1) of Regulation (EC) No 1831/2003, the Commission
requested the European Food Safety Authority (‘the Authority’) to issue an opinion
on whether the authorisation of a preparation of montmorillonite-illite as a feed
additive would still meet the conditions laid down in Article 5 of Regulation (EC)
No 1831/2003, considering a modification of the terms of that authorisation. The
modification relates to the current authorisation for the use of the additive as anticaking
agent in complementary feedingstuffs. The request was accompanied by the relevant
supporting data.

(4) The Authority concluded in its opinions of 30 October 2014(3), 10 September 2015(4)

and 20 March 2020(5) that the proposed modification to the terms of authorisation
of the preparation of montmorillonite-illite does not modify the previous conclusions
that the additive does not have an adverse effect on animal health, consumer safety
or the environment. It also concluded that dust generated during normal handling of
the additive has the potential to expose the whole of the respiratory tract of users to
harmful substances (crystalline silica) for which no safe levels of exposure have been
identified and that in the absence of data on the effects on skin and eyes, must be
considered as irritant to skin and eyes and as a potential dermal sensitiser. Therefore, the
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Commission considers that appropriate protective measures should be taken to prevent
adverse effects on human health, in particular as regards the users of the additive. The
Authority has also concluded that the additive is efficacious as an anti-caking agent. The
Authority does not consider that there is a need for specific requirements of post-market
monitoring. It also verified the report on the methods of analysis of the feed additives in
feed submitted by the Reference Laboratory set up by Regulation (EC) No 1831/2003.

(5) The assessment of the proposed modification to the authorisation shows that the
conditions for authorisation, as provided for in Article 5 of Regulation (EC) No
1831/2003, are satisfied.

(6) Implementing Regulation (EU) 2016/1964 should therefore be amended accordingly.

(7) The measures provided for in this Regulation are in accordance with the opinion of the
Standing Committee on Plants, Animals, Food and Feed,

HAS ADOPTED THIS REGULATION:
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https://webarchive.nationalarchives.gov.uk/eu-exit/https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2016.303.01.0007.01.ENG


4 Commission Implementing Regulation (EU) 2020/2120 of 16 December 2020 amending Implementing
Regulation (EU)...

Document Generated: 2023-10-24

Changes to legislation: 
There are currently no known outstanding effects for the Commission Implementing Regulation
(EU) 2020/2120, Introductory Text.


