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ANNEX II

PART B

Criteria establishing the safety of GMMs for human health and the environment

1. Introduction

Types of GMMs listed in Part C in accordance with the regulatory procedure with scrutiny
referred to in Article 20(2) are excluded from the scope of this Directive. GMMs will be added
to the list on a case-by-case basis and exclusion will relate only to each clearly identified GMM.
This exclusion applies only when the GMM is used under conditions of contained use as defined
in point (c) of Article 2. It does not apply to the deliberate release of GMMs. For a GMM to be
listed in Part C, it must be proved that it meets the criteria given below.


