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DIREZIONE GENERALE PER LE VALUTAZIONI 
F LF AUTORIZZAZIONI AMBIENTALI

DIVISIONE IV - VALUTAZIONE E RIDUZIONE DEI RISCHI 
DERIVANTI DA PRODOTTI CHIMICI 

F ORGANISMI GENETICAMENTE MODIFICATI

DG SANTE/E/3 Health & Food Safety
@ec.europa.eu

cc Ministry of Health 
Directorate General for the 

hygiene food safety and nutrition 
dgsan@postacert.sanita.it

Follow-up PAFF meeting 11/09/2018 on new mutagenesis techniques

Following request by EC to Member States at the PAFF meeting of 11/09/2018 to provide 
information and dala on field trials of producís obtained by new mutagenesis techniques, as 
Competent Authority for Directive 2001/18/FC we present information below.

In Italy there are no ongoing field trials with plants or gene therapy applications with 
organisms obtained by new mutagenesis techniques, neither are such trials in the pipeline.

As you know, before the European Court of Justice (ECJ) ruling, we received a question 
regarding a CRISPR/Cas9 mediated point mutation in rice, where the CRISPR system is removed 
through genetic segregation (please refer to noies in attachment: UNI 25232 17-10-2018, MATTM 
26834 4-11-2016, SANTE 7174096 2-12-2016 and MATTM 21635 27-9-2018).

We underline the importance of a deep discussion among Member States about the 
consequences of the ECJ ruling and the regulatory framework for products obtained with new 
breeding techniques.

^11 Diripente^^^

(documento informatico firmato digitalmente 
ai sensi delľart. 24 D.Lgs. 82/2005 e ss.mm.ii)

Attachments as above

ID Utente: 7106 ν' Resp. Sez.:
Ю Documento: DVA-D4-01-7106_2018-0102 Ufficio: DVA-D4-OI

Data stesura: 18/10/2018 Data: 18/10'2018

Tuteliamo También te! Non stampate se non necessario. 1 loglio di carta Tonnato A4 - 7.5g di CO'»

Via Cristoforo Colombo, 44 00147 Roma Tol. 06-57225017 - Fax 06-57225062 e-mail: dva-4<2minambiente.it 
e-mail PEC: DUSalvafiimrdia.AmbientaleføPbC.minambiente.it

Fi
rm

at
o 

di
gi

ta
lm

en
te

 in
 da

ta
 19

/1
0/

20
18

 a
lle

 o
re

 11
:5

1

Ref. Ares(2019)1777440 - 18/03/2019

mailto:dgsan@postacert.sanita.it


Pag.2/2


		2019-03-18T17:57:14+0000




