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Directive 2001/18/EC of the European Parliament and of the Council
of 12 March 2001 on the deliberate release into the environment of

genetically modified organisms and repealing Council Directive 90/220/EEC

PART A

GENERAL PROVISIONS

Article 4

General obligations

1 Member States shall, in accordance with the precautionary principle, ensure that all
appropriate measures are taken to avoid adverse effects on human health and the environment
which might arise from the deliberate release or the placing on the market of GMOs. GMOs
may only be deliberately released or placed on the market in conformity with part B or part C
respectively.

2 Any person shall, before submitting a notification under part B or part C, carry out
an environmental risk assessment. The information which may be necessary to carry out the
environmental risk assessment is laid down in Annex III. Member States and the Commission
shall ensure that GMOs which contain genes expressing resistance to antibiotics in use for
medical or veterinary treatment are taken into particular consideration when carrying out an
environmental risk assessment, with a view to identifying and phasing out antibiotic resistance
markers in GMOs which may have adverse effects on human health and the environment. This
phasing out shall take place by the 31 December 2004 in the case of GMOs placed on the market
according to part C and by 31 December 2008 in the case of GMOs authorised under part B.

3 Member States and where appropriate the Commission shall ensure that potential
adverse effects on human health and the environment, which may occur directly or indirectly
through gene transfer from GMOs to other organisms, are accurately assessed on a case-by-
case basis. This assessment shall be conducted in accordance with Annex II taking into account
the environmental impact according to the nature of the organism introduced and the receiving
environment.

4 Member States shall designate the competent authority or authorities responsible for
complying with the requirements of this Directive. The competent authority shall examine
notifications under part B and part C for compliance with the requirements of this Directive and
whether the assessment provided for in paragraph 2 is appropriate.

5 Member States shall ensure that the competent authority organises inspections and
other control measures as appropriate, to ensure compliance with this Directive. In the event of
a release of GMO(s) or placing on the market as or in products for which no authorisation was
given, the Member State concerned shall ensure that necessary measures are taken to terminate
the release or placing on the market, to initiate remedial action if necessary, and to inform its
public, the Commission and other Member States.
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Textual Amendments
F1 Deleted by Regulation (EC) No 1830/2003 of the European Parliament and of the Council of 22

September 2003 concerning the traceability and labelling of genetically modified organisms and the
traceability of food and feed products produced from genetically modified organisms and amending
Directive 2001/18/EC.
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