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Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

ANNEX II

PRINCIPLES FOR THE ENVIRONMENTAL RISK ASSESSMENT
[F1C.Methodology

C.1. General and specific considerations for the e.r.a.

1. Intended and unintended changes

As part of the identification and evaluation of the potential adverse effects referred to in Section
A, the e.r.a shall identify the intended and unintended changes resulting from the genetic
modification and shall evaluate their potential to cause adverse effects on human health and on
the environment.

Intended changes resulting from the genetic modification are changes that are designed to occur
and which fulfil the original objectives of the genetic modification.

Unintended changes resulting from the genetic modification are consistent changes which go
beyond the intended change(s) resulting from the genetic modification.

Intended and unintended changes can have either direct or indirect, and either immediate or
delayed effects on human health and on the environment.]


