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The Italian National Committee for Bio-safety and Biotechnology. 
 
 

The Italian National Committee for Bio-safety and Biotechnology (CNBB), initially 
called “Scientific Committee for the risks linked to the use of biological agents”, was 
established within the Presidency of the Council of Ministers in 1992, according to Art.40 of 
Law 19th February 1992, n. 142. The aim was the implementation of Economic European 
Community (EEC) directives nn. 90/219/EEC (on the contained use of genetically modified 
micro-organisms) and 90/220/EEC (on the deliberate release into the environment of 
genetically modified organisms). 
 

The name "National Committee for Bio-safety and Biotechnology" reflects the 
different tasks assigned to the Committee, concerning both bio-safety and the co-ordination 
in the area of biotechnology. 

 
Indeed, the Committee’s statutory tasks include the co-ordination, harmonisation 

and integration of programmes and initiatives of Ministries, public and private agencies and 
institutions active in the biotechnology sector, with a view to assuring homogeneous and 
univocal approach to the specific field. 
 

In particular, the co-ordination task enables the Committee to act jointly with all 
public and private institutions dealing with biotechnology. Furthermore, the Committee is 
regularly seized before any decision is taken by the Presidency of the Council of Ministers on 
issues related to the Committee's competence. On the other hand, Ministries and public 
institutions can directly resort to the Committee, within the latter's statutory tasks, during the 
administrative iter for the adoption of relevant legislative or regulatory instruments. 
 
I) CNBB statutory tasks 
 
• Co-ordination of activities in the biotechnology field; 
• Assessment and control of the risks posed by biological agents; 
• Delivering advice and recommendations on national laws, regulations and provisions 

issued to comply with the European directives in the field of biotechnology, establishing 
to that end the appropriate direct links with the European Union; 
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• Technical support to governmental and legislative initiatives; 
• Development of a framework for the dissemination of programmes, initiatives and 

activities carried out by Ministries, public and private research agencies as well as by 
other institutions, alongside the assessment of the impact of innovative bio-technologies 
on different areas of economic research and production; 

• Information on and dissemination of technical-scientific know-how. 
 
II) CNBB composition 

 
The National Committee for Bio-safety and Biotechnology is composed of experts 

in Pharmacological Ecology, Agronomy, Vegetal Biotechnology, Chemical Engineering, 
Genetic, Molecular Biology, Hygiene. 

 
Moreover, the following Ministries, public agencies and industrial associations are 

represented in the Committee: 
 

- Ministry of EU Policies; 
- Ministry of Innovation and Technology; 
- Ministry of Foreign Affairs; 
- Ministry of Instruction, University and Research; 
- Ministry of Productive Activities; 
- Ministry of Labour and Social Policies; 
- Ministry of Environment; 
- Ministry of Agricultural and Forestry Policies; 
- Ministry of Health; 
- National Agency for New Technologies, Energy and Environment (ENEA); 
- National Committee for Research (CNR); 
- Association of Biotechnology Industries (ASSOBIOTEC); 
- National Council of Consumers and Users. 
 
III) CNBB organisation  
 

The National Committee for Bio-safety and Biotechnology carries out and arranges 
its activities in plenary meetings where documents and proposals submitted by ad-hoc 
working groups are examined. These groups are established to carry out comprehensive 
studies on the most outstanding issues related to biotechnologies. 
 

Due to the nature of the topics to be addressed, the Committee can be supported, if 
needed, by external scientific experts. In the past, the CNBB has established various working 
Groups to deal with Genetic Tests, Genetic Therapy, Tissues Engineering, Development of 
Biotechnologies in Italy, Cloning. The Working Groups activities have ended up with the 
adoption of   documents, approved by the CNBB in plenary sessions, eventually brought to 
the attention of relevant Italian authorities.  
 

The Law instituting the CNBB also foresees the establishment - in the framework of 
the CNBB and under its direction - of a "National Monitor for Bio-safety and 
Biotechnology", tasked to: 

 
- map, on a national basis, the location of biotechnology structures and activities; 
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- create a database on biotechnology, linked with similar national, regional and 
international databases. 

 
The Monitor will co-operate with Ministries and research centres, so to provide 

CNBB, where needed, with pertinent advice on research and application activities related to 
biotechnology. 

 
The Monitor will assess the development biotechnology in Italy, in order to promote 

an effective policy planning, in order to avoid overlapping and to allow the evaluation of 
possible "biological risks". 

 
Information gathered by the Monitor will be endorsed by the CNBB, prior to their 

inclusion in the Monitor's database. The Monitor's map and database, both constantly 
updated, are made available to the scientific and industrial communities, as well as to 
Ministries, public companies and interested persons. 

   
 

III) CNBB activities 
 

The National Committee for Biosafety and Biotechnologies carries out its activities 
by providing advice, guidelines and proposals concerning the role and impact of innovative 
biotechnology on different research and economic production areas. This section reports, 
subdivided by topics, the documents drafted by the Committee since its establishment, in 
1992. 
 
 
In the field of medicine bio-safety 
 
• List of host and donor organisms of Group I, in accordance with Directive 90/219/EEC; 
• Regulatory provisions for genetic therapy: guide for producers and users; 
• Guidelines for safety and quality of cellular therapy tests as well as for the therapeutic use 

of  “tissue engineering products”, or in case of transplant on patients; 
• Guidelines for genetic tests; 
• Human and animal cloning. 
 
In the field of biological experiments and research for application in agriculture and industry 
 
• Advice on open-field release of genetically modified tomato plants; 
• Operational proposals for the development of biotechnologies in Italy (this document 

underpins the first national Plan for the development of biotechnologies in Italy); 
The Plan focuses on the relationship between research and industry as a way to turn the 
research into a business concept and, consequently, into an actual business. This will 
increase the number of highly qualified employment within the sector. The conditions 
crucial to the development of biotechnology in specific areas of Italy (BIOAREAS) have 
been identified in the concurrent presence on the territory of the following elements: 
- centres of excellence for research; 
- industrial “incubators”; 
- possible involvement, also at financial level, of territorial institutions.  The Plan 

implementation envisages the establishment of a national Observatory for 
biotechnology, which seems essential to achieve a suitable allocation, by relevant 
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Authorities, of the available resources  in those research areas which prove to be 
competitive and to have a clear overview of the Italian on-going research in this field. 

• Technical protocols for a safe testing of research and experiment activities concerning 
GMOs in the agricultural field. 
 

Within the framework of statutory and legal regulations of biotechnologies in Italy 
 
• Advice on the implementation of Directive 98/44/EEC concerning the legal protection of  

biotechnologies patents 
• Specific proposals for amendments and changes to the Law 142/92. 
 
 

___________ 


