Remarks to the draft outline „stacked events“

General remarks

The risk assessment of stacked events should be fully integrated into the roadmap of risk assessment.
Scope
See remarks to definition

Points to consider
Point to consider 1 - Assessment of the intactness of the inserted loci and genotype 

There is no indication that additional molecular characterisation is needed after cross breeding. Recombination at the site of integration occurs during the process of transformation. Inserts in plants remain remarkably stable (BEETLE Report 2009). There is no indication that cross breeding may change the molecular organisation of the inserts.

Point to consider 2 - Assessment of potential interaction between combined events and the resulting phenotype

The rational is not convincing, no example is given. Interaction of the genetic modification with other genes is part of the general risk assessment. The influence of the genetic background may as well occur in plants transformed by a single event. Hybrid vigor (heterosis effect) is general phenomenon not specific for stacked events, it applies also to conventional hybrids and between conventional plants and single event plants.
Point to consider 3 - Assessment of additive, cumulative, synergistic or antagonistic traits …

The possible occurrence of varying unintentional stacked events applies to single events as well as to stacked events. At least three different single event varieties of the same species grown in the same area could possibly result in varying unintentional stacked events.

Definitions

There is no need to define an “unintentional stacked event”. Furthermore, the text is confusing. Instead, a revised definition of a “stacked event” compatible with the definition used by OECD in the “OECD Guidance for the Designation of a Unique Identifier for Transgenic Plants” (OECD document ENV/JM/MONO(2002)7/REV1 (07-Nov-2006). This guidance has been adopted for the Cartagena Protocol on Biosafety. The OECD guidance refers to stacked events as “… plant products having one or more traits obtained through the use of recombinant DNA techniques and stacked by conventional crosses…”. The wording could be adopted by using “modern biotechnology” instead of “recombinant DNA techniques”.

