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Abstract

The International Life Science Institute (ILSI) is structured, in all countries where it operates, in Scientific Committees,
among which Biotechnology. The ILSI Biotechnology Committees of Argentina and Brazil have been working together
for a few years to identify issues of greatest interest for development and training in the various countries of the
Americas. Due to their intrinsic importance for the problem formulation (the starting point of the risk analysis), the
topics “familiarity” and “history of safe use” (HOSU) have stood out as shared topics of interest for this collaboration
in the last 5 years. Particularly, the familiarity topic has been deeply discussed by the Committees to explore related
concepts as stacked events, data transportability and similar constructs. Both topics have therefore been further
elaborated, culminating in a harmonization workshop held in September / 2018 in Sdo Paulo. The main topics
addressed at the workshop were: (*) concepts of “familiarity” and HOSU in a risk analysis of GMOs; (*) applicability
of these concepts; (*) some experiences of regulatory agencies in the Americas in the use of these concepts. Among
the main conclusions and recommendations are: (1) The need to formalize definitions of HOSU and “familiarity”;
for its relevance and its impacts on the Problem Formulation process and further harmonization; (2) The approaches
and practice of agencies in the Americas are important for understanding the relevance and impacts of the terms
and tools discussed; (3) Collaboration among regulatory agencies is essential to harmonize processes and verify
the applicability of the terms and tools discussed; (4) The publication of the terms and definitions is essential, and
therefore need to be presented in peer-reviewed scientific journals.

A Memory of the event will be made available at the ISBR2019, where a Parallel Session on “Familiarity” will also
take place.
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