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[F1ANNEX III B

INFORMATION REQUIRED IN NOTIFICATIONS CONCERNING
RELEASES OF GENETICALLY MODIFIED HIGHER PLANTS

(GMHPs) (GYMNOSPERMAE AND ANGIOSPERMAE)

Textual Amendments
F1 Substituted by Commission Directive (EU) 2018/350 of 8 March 2018 amending Directive 2001/18/EC

of the European Parliament and of the Council as regards the environmental risk assessment of genetically
modified organisms.

I.INFORMATION REQUIRED IN NOTIFICATIONS SUBMITTED PURSUANT TO
ARTICLES 6 AND 7

B. Scientific information

3. Information on specific areas of risk

(a) Any change to the persistence or invasiveness of the GMHP, and its ability to transfer
genetic material to sexually compatible relatives and the adverse environmental effects
thereof.

(b) Any change to the ability of the GMHP to transfer genetic material to microorganisms
and the adverse environmental effects thereof.

(c) Mechanism of interaction between the GMHP and target organisms (if applicable) and
the adverse environmental effects thereof.

(d) Potential changes in the interactions of the GMHP with non-target organisms resulting
from the genetic modification and the adverse environmental effects thereof.

(e) Potential changes in agricultural practices and management of the GMHP resulting
from the genetic modification and the adverse environmental effects thereof.

(f) Potential interactions with the abiotic environment and the adverse environmental
effects thereof.

(g) Information on any toxic, allergenic or other harmful effects on human and animal
health arising from the genetic modification.

(h) Conclusions on the specific areas of risk.]
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