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Regulation on maximum levels for the sum of 3-monochlorpropanediol (3-MCPD) and
its fatty acid esters in infant formulae, follow-on formulae and food for special medical purposes

What is changing and why?

The European Commission has reduced the maximum levels for the sum of 3-MCPD and
3-MCPD fatty acid esters in infant formulae, follow-on formulae, and food for special medical
purposes. The changes are shown in Table 1.

This is because the European Food Safety Authority has expressed health concerns about the
presence of these substances in foods, especially in foods for infants and young children.

Actions

Non-EU suppliers of these products for infants should evaluate current levels of 3-MCPD and its
esters to check compliance with this Regulation, and consider strategies for reducing the
presence of this contaminant.

Timeline
Applies from 1 January 2025.

For more information see the on the AGRINFO website — where you can also view the
latest newsletters and the database.
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Table 1
Maximum levels for the sum of 3-monochlorpropanediol (3-MCPD)
and 3-MCPD fatty acid esters in infant formulae*

3-MCPD maximum level (ug/kg)
Entry in Annex | of

Reg 2023/915 Form Current Proposed
5.3.3.1 Powder 125 80
5:3.3.2 Liquid 15 12

* Infant formulae, follow-on formulae, food for special medical purposes intended for infants and young children, and
young child formulae.
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Source: Regulation (EU)

Disclaimer: Under no circumstances shall COLEAD be liable for any loss, damage, liability or
expense incurred or suffered that is claimed to have resulted from the use of information
available on this website or any link to external sites. The use of the website is at the user’s sole
risk and responsibility. This information platform was created and maintained with the financial
support of the European Union. Its contents do not, however, reflect the views of the European
Union.
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