L 206/28

Official Journal of the European Union 8.8.2022

COMMISSION IMPLEMENTING REGULATION (EU) 2022/1373
of 5 August 2022

authorising the placing on the market of iron hydroxide adipate tartrate as a novel food and
amending Implementing Regulation (EU) 2017/2470

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

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

Having regard to Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25 November 2015 on
novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council and repealing
Regulation (EC) No 258/97 of the European Parliament and of the Council and Commission Regulation (EC)
No 18522001 (*), and in particular Article 12(1) thereof,

Whereas:

(1)

Regulation (EU) 2015/2283 provides that only novel foods authorised and included in the Union list of novel foods
may be placed on the market within the Union.

Pursuant to Article 8 of Regulation (EU) 2015/2283, Commission Implementing Regulation (EU) 2017/2470 (%) has
established a Union list of novel foods.

On 21 February 2020, the company Nemysis Limited (‘the applicant’) submitted an application to the Commission
in accordance with Article 10(1) of Regulation (EU) 2015/2283 to place iron hydroxide adipate tartrate (IHAT’) on
the Union market as a novel food to be used as a source of iron in food supplements as defined in Directive
2002/46/EC of the European Parliament and of the Council (), in the form of capsules, at levels up to 100 mg/day
that would correspond to up to 36 mg iron (Fe) per day, intended for the general population excluding infants and
young children. In the application, the applicant indicated that IHAT as engineered nanomaterial is a novel food
within the meaning of Article 3(2)(a)(viii) of Regulation (EU) 2015/2283.

On 21 February 2020, the applicant also made a request to the Commission for the protection of proprietary data
for an in vitro mammalian cell micronucleus test (*), an in vitro mammalian cell gene mutation test using the
thymidine kinase gene (°), and a 90-day oral toxicity study in rodents (%), submitted in support of the application.

On 3 July 2020, the Commission, requested the European Food Safety Authority (‘the Authority’) to carry out an
assessment of IHAT as a novel food.

On 27 October 2021, the Authority adopted its scientific opinion on the ‘Safety of Iron Hydroxide Adipate Tartrate
as a Novel food pursuant to Regulation (EU) 2015/2283 and as a source of iron in the context of Directive
2002/46/EC’ () in accordance with Article 11 of Regulation (EU) 2015/2283.
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