Italy—GMOs and Synthetic Biology Rules/ M)
Regulations and Biodiversity: The Legal Checkie
Perspective of Italy

Valentina Rastelli, Giovanni Bacaro, Simona Baima, Marzia De Giacomo,
Valeria Giovannelli, Vincenza Ilardi, Matteo Lener, Stefano Mocali,
Annalisa Paterno, Biancamaria Pietrangeli, Giovanni Staiano,

and Elena Sturchio

Abstract The Italian regulatory framework on genetically modified organisms
(GMOs) follows the cardinal principles of the European Union legal order. The
incomplete implementation of the Italian legislation has led to a de facto moratorium
of the deliberate releases of GMOs into the environment, also for experimental pur-
poses, thus slowing down the Italian research in this field. The most recent techno-

V. Rastelli (0<) - V. Giovannelli - M. Lener - G. Staiano

Dipartimento per il monitoraggio e la tutela dell’ambiente e per la conservazione della
biodiversita, Istituto Superiore per la Protezione e la Ricerca Ambientale (ISPRA), Rome,
Italy

e-mail: valentina.rastelli@isprambiente.it

G. Bacaro
Dipartimento di Scienze della Vita, Universita di Trieste, Trieste, Italy

S. Baima
Consiglio per la ricerca in agricoltura e I’analisi dell’economia agraria, Centro di ricerca
Genomica e Bioinformatica — Sede di Roma, Rome, Italy

M. De Giacomo
Dipartimento di sicurezza alimentare, nutrizione e sanita pubblica veterinaria, Istituto
Superiore di Sanita (ISS), Rome, Italy

V. llardi
Consiglio per la ricerca in agricoltura e I’analisi dell’economia agraria, Centro di ricerca
Difesa e Certificazione, Rome, Italy

S. Mocali
Consiglio per la ricerca in agricoltura e I’analisi dell’economia agraria, Centro di ricerca
Agricoltura e Ambiente — Sede di Firenze, Florence, Italy

A. Paterno
National Reference Laboratory for GM Food and Feed (NRL-GMFF), Istituto Zooprofilattico
Sperimentale del Lazio e della Toscana (IZSLT) M. Aleandri, Rome, Italy

B. Pietrangeli - E. Sturchio
Dipartimento innovazioni tecnologiche e sicurezza degli impianti, prodotti e insediamenti
antropici, Istituto nazionale Assicurazione Infortuni sul Lavoro (INAIL), Rome, Italy

© Springer Nature Switzerland AG 2020 631
A. Chaurasia et al. (eds.), GMOs, Topics in Biodiversity and Conservation 19,
https://doi.org/10.1007/978-3-030-53183-6_40



632 V. Rastelli et al.

logical developments opened new perspectives for research and applications, posing
new challenges for the regulatory system. Synthetic biology is one of these new chal-
lenges: even if in Italy there is still a growing debate on whether the application of the
existing legislation on GMOs to some of the organisms resulting from the applica-
tions of synthetic biology is possible, training and research activities are already
under way. We would like to emphasize that, although the present GMOs regulatory
framework is effective to preserve biodiversity, further improvements could be
needed and should be focused on simplifying the authorization procedure for certain
products. It is also necessary to promote and guarantee research and experimentation,
in order to provide policy makers with science-based decision support system, and
not to keep Italy out of the opportunities offered by technological advances.
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GMOs: Existing Regulations and How They Are Addressing
Biodiversity Issues

In Italy the regulatory framework for the authorization of genetically modified organ-
isms (GMOs) follows the European Union (EU) legal order, which is composed of
two main instruments: (1) Directive 2001/18/EC on the deliberate release into the
environment of GMOs, for experimental purposes and placing on the market, includ-
ing cultivation (transposed into national law with Legislative Decree n° 224 dated 8
July 2003), and (2) Regulation (EC) 1829/2003 on genetically modified food and
feed, including cultivation of plants for food and feed uses.! A further legislative
instrument made compulsory the traceability and labelling of GMOs and the trace-
ability of food and feed products produced from GMOs (Regulation (EC) 1830/2003).
The National Competent Authority (NCA), responsible for complying with the
requirements of Directive 2001/18/EC on the deliberate release into the environ-
ment of GMOs, is the Italian Ministry of the Environment, Land and Sea; the NCA
responsible for implementing Regulation (EC) 1829/2003 at national level is the
Italian Ministry of Health, which also carries out management and coordination
activities of the official controls on the presence of GMOs in food and feed, envis-
aged by the Italian local authorities. The NCAs can be supported by Advisory
Committees: for the deliberate release, the Italian Institute for Environmental
Protection and Research (ISPRA) has taken on this role from September 2018.

"Within the European Union, regulations are binding legislative acts that must be applied in their
entirety across the EU, while directives are legislative acts that set out goals that all EU Member
States must achieve, but it is up to the individual States to devise their own laws on how to reach
these goals. For this reason, directives have to be transposed into national law.



