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(5 March 2025)

Subject: GGSC opinion on NGTs — shift of safety assessment and liability risks from biotech companies to the food industry

The recent legal opinion by the Berlin law firm GGSC on the planned deregulation of new genomic techniques (NGTs) shows
that the legislation proposed by the Commission will shift the safety assessment and liability risks for plants produced with
NGTs and products derived from them from biotech companies to the food industry. The opinion points to the risk that the
entire EU food sector might be in breach of the Commission’s legislative proposal (*).

1. Does the Commission agree that large companies are able to cope more easily with the burdens imposed on them under
the Novel Food Regulation than small and medium-sized enterprises, and that the latter are penalised as a result?

2. Has the Commission analysed the burden and costs for food companies of the requirement to carry out safety assessments
on NGT1 plants under the Novel Foods Regulation, and what is the extent of this burden and of these costs according to the
Commission?

3. Is the Commission planning an impact assessment in relation to its proposed legislation to regulate NGT, which seeks to
shift the burden and cost of safety assessments of NGT1 plants from biotech companies to the food sector?

Submitted: 5.3.2025

Answer given by Mr Varhelyi on behalf of the European Commission
(28 May 2025)

The Commission recognises that regulatory requirements in general may be more burdensome for small and medium
enterprises (SMEs).

For this reason, the Commission has adopted a number of measures aimed at creating a business-friendly environment (*),
facilitating access to finance (%), improving access to markets (%), fostering competitiveness (*), and innovation for SMEs (°).

As regards novel foods, some Member States are in addition providing financial and technical support for SMEs to prepare and
submit novel food applications and others are exploring such possibility.

Furthermore, the European Food Safety Authority (EFSA) has recently published the second Call for Expression of Interest
targeting Novel Food SMEs (°), aiming at raising awareness and facilitating access for SME applicants to the pre-submission
advice service by the European Food Safety Authority, specifically in the area of novel foods.

The Commission carried out an impact assessment (’) prior to adopting its proposal on plants obtained by certain new genomic
techniques (NGTs) (%), focusing on the burden and costs for food business operators and developers to bring NGT plants to the
market, and not on additional potential requirements that might arise from other existing EU legislation applicable to
Category ¢ NGT plants and products.

According to the proposal, plants verified to be Category ¢ NGT plants would be subject to other regulatory requirements as
they apply to comparable plants obtained by conventional breeding.

The Commission notes that the Novel Foods Regulation (°) requires every operator to verify whether a food it intends to place
on the market is novel or not and maintains a catalogue ('°) with examples to support companies in this regard.
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) https://food.ec.europa.eu/food-safety/novel-food/consultation-process-novel-food-status_en.
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