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Environmental Risks of Biotechnology
The European Commission, in a Decision adopted on

24 July 2002, has specified the elements to be considered
in assessing the environmental risks posed by the release
of genetically-modified organisms (GMOs) into the envi-
ronment.

The Decision identifies the objectives to be achieved,
the elements to be considered, and the principles and the
methodology to be applied in undertaking risk assessments.

This Decision establishing guidance notes supplements
the provisions of Annex II of Directive 2001/18/EC on
the deliberate release of genetically-modified organisms
(GMOs) into the environment, which only specifies the
general principles applicable to risk assessment.

Under the terms of Article 4.3 of the Directive, the Mem-
ber States, or if appropriate the Commission, must ensure
that potential adverse effects on human health and the envi-
ronment liable to stem directly or indirectly from gene trans-
fer from genetically-modified organisms to other organisms,
are accurately assessed on a case-by-case basis.

This assessment, outlined in the Annex, is designed
where necessary to permit the introduction of and deter-
mine the most appropriate approaches for risk manage-
ment strategies.

The new Decision covers all GMOs, micro-organisms,
flora and fauna. However, the Commission emphasises
that the annex in question will probably need to be adapted
and modified to take account of future scientific and tech-
nical developments.

In order to avoid any divergence of interpretation, the
list specifies a number of risk-associated definitions. The

text also stipulates that risk assessments should be based
on the identified characteristics of GMOs and uses liable
to have a damaging impact. These characteristics must be
compared with those presented by the non-modified or-
ganisms from which they are derived and with the use of
the latter in corresponding circumstances.

Further, evaluations must be conducted in a transpar-
ent fashion according to an established scientific method.
It is also imperative that they be carried out on a case-by-
case basis, given the broad range of characteristics of the
various GMOs, proposed uses and potential host environ-
ments, and take account in particular of other GMOs al-
ready present in the environment. The risk assessment
should include an analysis of ‘cumulative long-term ef-
fects.’

The Commission proposes a six-stage method of analy-
sis:
1) Identification of characteristics liable to have a nega-

tive basis.
2) Evaluation of the negative consequences of each nega-

tive effect were it to occur.
3) Evaluation of the probability of each negative occur-

ring.
4) Estimation of the risk linked to each identified charac-

teristic of a GMO.
5) Application of strategies for the management of risks

stemming from the deliberate release or marketing of
GMOs.

6) Confirmation of the general risk posed by GMOs. (MJ)

• for temporary accommodation of people and for the
rescue teams providing for first needs;

• to safeguard security infrastructure such as dams; and
• to clean up damaged natural areas.

It will be accessible for the EU Member States and the
candidate countries, excluding Turkey. Its scope will be
limited to the most urgent needs.

The maximum annual amount which could be mobi-
lised by the Fund is proposed to reach at least Euro 500
million in 2002 and Euro 1 billion afterwards. Where cer-
tain damage is covered by insurance policies, Commu-
nity emergency assistance can still be provided, but must
be repaid once the beneficiaries have been reimbursed by
their insurance companies. Long-term rebuilding of in-
frastructure and businesses must be left to other instru-
ments.

Funding will be granted on request by the affected
country on the basis of an agreement between the Euro-
pean Commission and the beneficiary country. The Mem-
ber State or candidate country will have two months to
submit its request to the Commission, which will be bound
to respond at the earliest opportunity. All funds commit-
ted will have to be used within a maximum of two years.

The implementation of the aid, in particular the selec-

tion of individual projects, will be the responsibility of the
country and the regions concerned. The Member States
should report on spending in the context of usual budgetary
procedures. Pending the adoption of the Regulation, the Fund
will be provided as an emergency measure and in the con-
text of an amending budget for 2002 with at least Euro 500
million, supplemented by an additional Euro 250 million
margin, and should be operational in October 2002.

Structural funds could also be used in eligible areas in
order to support, for example, mid-term actions of recon-
struction. In this respect, there will be the possibility to
redirect funds initially earmarked for other programmes.

The Council of Ministers and the European Parliament
now have to decide on the Regulation and the necessary
budget for the Fund. Michel Barnier, Regional Policy
Commissioner, emphasised the need to improve preven-
tion and assistance to victims, urging the Member States
to compare their relative performance and launch a policy
debate on insurers’ obligations. A country such as Ger-
many does not currently benefit from a compulsory re-
gime to deal with natural calamities, unlike France, where
insurers are required to compensate even those individu-
als not covered once an area is declared a disaster zone.
The Commissioner said that ‘risk prevention will be one
of the priorities of future European regional policy.’ (MJ)


