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Commission Decision of 2 March 2010 concerning the placing on the
market, in accordance with Directive 2001/18/EC of the European Parliament
and of the Council, of a potato product (Solanum tuberosum L. line
EH92-527-1) genetically modified for enhanced content of the amylopectin
component of starch (notified under document C(2010) 1193) (Only the
Swedish text is authentic) (Text with EEA relevance) (2010/135/EU)

Article 4

Monitoring

1 Throughout the period of validity of the consent:

a the consent holder shall ensure that the monitoring plan, to monitor for any adverse
effects on human and animal health or the environment arising from handling or use
of the product, is put in place and implemented. This monitoring plan includes case-
specific monitoring, general surveillance and an Identity Preservation System (IPS), as
contained in the notification and may be subject to further modifications as laid down
in this Article;

b the consent holder shall ensure that monitoring includes data as to the area of land
cultivated with Solanum tuberosum L. line EH92-527-1 and the quantity of harvested
material;

¢ the consent holder shall be in the position to give evidence to the Commission and the
competent authorities of the Member States:

(1) that the existing monitoring networks, as specified in the monitoring plan
contained in the notification, gathers the information relevant for the
monitoring of the products; and

(i1) that these existing monitoring networks have agreed to make available that
information to the consent holder before the date of submission of the
monitoring reports to the Commission and competent authorities of the
Member States in accordance with paragraph 2;

d the consent holder shall extend the existing monitoring networks, to include all growers
of Solanum tuberosum L. line EH92-527-1, on the basis of the questionnaire and
reporting system detailed in the notification;

e the consent holder shall carry out specific field studies to monitor potential adverse
effects on potato-feeding organisms in the fields and their vicinity where Solanum
tuberosum L. line EH92-527-1 is cultivated in accordance with the requirements laid
down in Annex.

2 The consent holder shall submit to the Commission and to the competent authorities
of the Member States annual reports on the results of all monitoring activities, the first time
being one year after final consent is granted.

3 Without prejudice to Article 20 of Directive 2001/18/EC the monitoring plan as
notified shall be revised by the consent holder, where appropriate and subject to the agreement
of the Commission and the competent authority of the Member State which received the
original notification, and/or by the competent authority of the Member State which received
the original notification, subject to the agreement of the Commission, in the light of the results
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of the monitoring activities. Proposals for a revised monitoring plan shall be submitted to the
competent authorities of the Member States.
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