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Member States have the primary responsibility for transposing, applying and implementing 
EU law correctly. The Commission assists Member States in this task and ensures that the EU 
law is applied correctly.

In particular, the products the Honourable Member refers to may be considered as medicinal 
ones in accordance with the rules laid down in the Medicinal Products Directive1. In light of 
the jurisprudence of the Court of Justice of the EU, Member States are responsible for 
assessing the characteristics of the product in question on a case-by-case basis to determine 
whether a product qualifies as a medicinal product or not.

If not, the Commission considers that cannabidiol (CBD) can be qualified as food provided 
that also the other conditions of Article 2 of Regulation (EC) No 178/20022 are met. 
Additional conditions for its placing on the market apply, in line with the EU acquis.

Foods which were not used for human consumption to a significant degree within the Union 
before 15 May 1997 and fall under at least one of the listed categories are subject to the 
Novel Foods Regulation3. In 2019, Member States considered that no history of human 
consumption for cannabidiol as food before 15 May 1997 could be demonstrated, and that it 
should be regarded as ‘novel’, and thus be subject to the novel food Regulation. Such 
products must therefore go through a pre-market authorisation process, which includes a 
safety assessment by the European Food Safety Authority (EFSA). To date, no CBD product 
has been authorised as a novel food in the European Union.

1 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community 
code relating to medicinal products for human use. OJ L 311, 28.11.2001, p. 67.
2 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down 
the general principles and requirements of food law, establishing the European Food Safety Authority and 
laying down procedures in matters of food safety, OJ L 31, 1.2.2002, p. 1.
3 Regulation (EU) 2015/2283 of 25 November 2015 on novel foods. OJ L327, 11.12.2015, p. 1.


