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OVERVIEW

Since our Annual report of July 2005, little has occurred to change the Italian environment toward biotechnology.  The one major event was the ruling of the Italian Constitutional Court against the Coexistence law, which was passed by the Parliament in January 2005 (see our IT6017 of 3/21/2006).  Virtually all other issues related to biotechnology in Italy have remained unchanged since last year.  The general elections of April 2006 brought victory (by a very tight majority of votes) to the center-left coalition, headed by Mr. Romano Prodi, former President of the EU Commission.  During the first few weeks following the election the winning coalition has showed a variety of positions on many topics, including biotechnology.  Some Ministers have declared that they are open to the introduction of biotechnology in Italy, some have maintained a pragmatic approach, while others, including the “green” Minister of Environment, remain strongly negative.

One possible, positive development for the introduction of biotech crops in Italy, is the bio-energy issue.  Italy’s need to increase domestic production of certain grains, initially corn, for processing into bioethanol, could necessitate Italian authorities to consider biotech crops for products that do not enter the food chain.

COEXISTENCE   

The decision last March from the Constitutional Court has represented, in the view of many observers, a dramatically important point of change. That ruling has not only established the exclusive competence of the Italian regions to issue rules on coexistence, but has also, indirectly, determined that the same regions cannot legally declare themselves as GM free, despite the circular issued by the former Minister of Agriculture, which perpetuated a de facto moratorium until the issuance of the coexistence regulations from the regions.  As a result, technically it would be possible, even now, for an Italian farmer to plant a biotech crop.  However, such an action may open the farmer to liability issues from neighbors claiming contamination.  Another legal constraint according to some experts, is that a biotech variety would need to be included in the National Register before it could be planted.  Others argue that planting is allowed if the variety is included in the EU Catalogue.  Obviously, different and opposite interpretations of the EU and Italian regulations still need to be clarified.

In any case, it seems likely that in the next few months some regions will finally issue their guidelines on coexistence.  The Lombardy region, where in recent years the local Government has demonstrated a positive approach to biotech, could be the first one to set rules on this matter.  If so, this could open the door for the first planting of biotech corn next spring.   

SEEDS FOR PLANTING

As outlined in the report last year, Italy still applies a “zero tolerance” for adventitious presence of genetically modified seeds in conventional lots.  The main authority in Italy is the Ministry of Agriculture (MOA). The MOA controls registration of seed varieties with the National Register and also sets policy when establishing the tolerance level for adventitious presence (AP) of genetically modified seeds in conventional lots. Article 1 of the Legislative Decree of April 24, 2001, formally implementing the EU Directive 98/95, states that seed planting is subject to the authorization of the Ministry of Agriculture, fixing the general principle that all appropriate measures are taken in order to prevent GM seeds from entering in contact with conventional seeds. Regarding the problem of the AP in conventional seed lots, the Italian Ministry of Agriculture has always maintained a zero tolerance principle using severe controls in order to prevent any seed lot “contaminated” by AP to be marketed and planted in Italy.  According to the Italian biotech industry, however, the lack of any EU regulation concerning AP does not justify the zero tolerance fixed by the GOI.  The Italian representations of the biotech industry say that AP of GM seeds in conventional lots should be considered as “impurities”(for which an actual tolerance exists), as the EU Directives do not specify that such impurities cannot belong to GM varieties. 

For technical purposes, the tolerance level is actually 0.049 percent, or the minimum detectable level.  This situation continues to create uncertainties and business disruption for seed companies, which claim that the level is too low and statistically meaningless.  There have been many instances where seed lots tested negative by the seed companies and were later found positive by the Italian authorities.  Approximately two thirds of the “positive” cases were later found to be negative by a counter analysis.  Furthermore, any time a lot is found positive, a criminal investigation takes place, with all the possible consequences. 

DELIBERATE RELEASE OF GM

The EU Directive 18/2001 has been implemented in Italy through the Legislative Decree 334/2003.  Among other measures, the Decree moved the leadership on this matter from the Ministry of Health to the Ministry of Environment.  However, the same decree empowered several Ministries with a role in the authorization of new biotech events.  These are Health, Labor, Agriculture, Production Activities, Education, as well as the CIV (Interministerial Evaluation Committee), specifically created under the lead of the Ministry of Environment, and composed of representatives from the different ministries. Although the function of the several Ministries, compared to Environment, remains advisory, the decree gives autonomous competence not only to the same Ministry of Environment, but also to other Ministries, such as Health and Agriculture, to use the safeguard clause in that it falls under their jurisdiction. The above Ministries, therefore, can, “with an emergency act, temporarily limit or prohibit the release into the market, the use or sale of a GMO, as such or contained in a product, if, after the date of authorization, based on new information regarding the assessment of environmental risks, or following a new evaluation of the existing information, based on new or supplementary scientific knowledge, they have reasonable grounds to believe that such GM can represent a risk for human, animal heath, or the environment.”  The same decree, furthermore, specifies that the Ministry of Environment should pay particular attention to the compatibility of biotech release with typical and high quality products.  This clause is considered by the Italian biotech industry to be inconsistent with the EU legislation, that, they state, does not fix any incompatibility between biotech crops and typical productions.  This issue is highly sensitive in Italy, whose authorities, especially from the agricultural sector, focus on the need to defend these claimed high quality products from any “contamination” from biotech products.

No new developments have occurred in the last year on deliberate release of GMO’s.  Competence remains up to the Ministry of Environment.

FIELD TESTING

Regarding the request for authorization for field experimentation, in January, 2005 the previous Minister of Agriculture issued a decree which fixed a requirement for the evaluation of risk for agri-biodiversity.   It gave regions the authority to fix geographic limits to biotech experiments.  However, to date not all the regions have established areas where experiments could be conducted or authorized the actual bodies to lead such experiments.

TRACEABILITY AND LABELING

Traceability and labeling regulations were fully implemented in Italy in April 2004.  However, the requirement has not been tested since Italy does not allow GM products to be sold for food use at the retail level.  Moreover, Italian companies that utilize inputs (especially soy and corn products), continue to prefer that the inputs are GM-free raw materials so that when they sell their output at the retail level they can label their products as GM-free products. 
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