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Abstract. An outline of the relevant Italian legislation is provided in the report in order to give an overview of
the country's situation concerning the safety of radiation sources and the security of radioactive materials. The
main rules making up the Italian system are itemized in the report, as regards statutes and legislative acts.
Legislative Decree no. 241, 2001, will transpose into Italian legislation the directive 96/29 Euratom, which lays
down European Basic Safety Standards in accordance with the recommendations of ICRP Publication 60. The
report also refers to the Italian regulatory system and how it is structured and operated.

INTRODUCTION

An outline of the relevant legislation is necessary with a view to giving an overview of the
country's situation concerning the safety of radiation sources and the security of radioactive
materials.

The Italian regulatory system is made up of three types of rules that have different legal force
as per their source:

- legislation proper, that is, statutes and legislative decrees;
- governmental or ministerial decrees;
- technical guides and standards.

In the Italian system, the source of legally binding rules must be either an act of Parliament
(statute) or a legislative decree issued by the Government thus empowered by Parliament; the
Government can also issue governmental or ministerial decrees indirectly biding in law; the
practice of laying down numerical limits and minute regulations in decrees issued by the
various branches of the executive is very frequent indeed. An important feature of legal rules
concerning safety and radiation protection in Italy is that contravention to obligations by users
constitutes a misdemeanor and entails a penal sanction; compliance can be enforced, inter
alia, by means of criminal proceedings after due process of law. The main rules making up the
Italian system are itemized below, as regards statues and legislative acts.

The first legislative act governing radiation sources, nuclear installations and third party
liability is Statute no. 1860, promulgated by Parliament in December 1962. It mainly
provided, and still provides at least in part, for an administrative framework dealing with
notification and authorization of, inter alia, radioactive sources. The statute is supplemented
by an array of ministerial decrees laying down thresholds above which an authorization by the
Ministry of Industry to use radioactive sources is necessary under the statute.

Rules governing radiation sources and nuclear installations as well as radiation protection
provisions for workers and members of the general public were laid down in Presidential
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Decree no. 185 of February 1964; this decree, which was also supplemented by an array of
decrees issued by various ministries, was replaced by Legislative Decree no. 230.

Legislative Decree no. 230 was promulgated in 1995 in order implement six Euratom
directives on radiation protection and has been in force since 1 January 1996. hi May 2000,
the Government promulgated Legislative Decree no. 241; this act, which will enter into force
on 1 January 2001, modifies Legislative Decree no. 3230 in order to transpose into Italian
legislation directive 96/29/Euratom which lays down European Basic Safety Standards in
accordance with the recommendations of ICRP Publication 60. The regulatory system
resulting in Italy after the promulgation of Legislative Decree no. 241 will be outlined.

A practice is subject to radiation protection requirements if certain thresholds of activity and
concentration are exceeded, the concentration threshold being 1 Bq/g for all radionuclides, the
activity thresholds being the lesser ones laid down in the European directives of 1984 and
1996 setting out European Basic Safety Standards. For certain practices, such as medical
applications, adding radioactivity to consumer goods, importing and exporting such goods,
discharges, reuse or recycle of radioactive materials, the decree's provisions apply even below
the thresholds.

For the purposes of the presentation, suffice it to say that articulate safety and radiation
protection provisions for workers, the public and the environment apply if the practice is
above the appropriate thresholds.

The Italian regulatory system is based on a two tiered structure: authorization for the more
important applications of ionizing radiation is administratively within the competence of the
Ministry of Industry, which — acting in accordance with other relevant Ministries — releases
authorizations. The advice of the National Agency for the Protection of the Environment
(ANPA) is sought under law in order to determine technical specifications applicable to the
installation. For industrial and research installations of a less important character, the prefect
of the province has administrative competence to issue authorizations after seeking the advice
of regional technical bodies and of the Fire Corps; for medical installations the authorization
is issued by the regional authorities, which are responsible for health in the Italian system.

Technical annexes of Legislative Decree no. 241/2000 lay down thresholds in order to
determine which installations are authorized by the Ministry of Industry and which ones by
local authorities; thresholds are set in terms of values of activity and neutron yields for
radioactive sources, and of energy for accelerators. The same annexes also lay down the
technical features of the radiation sources and of the installation which have, inter alia, to be
specified in the application:

- layout of the installation and of relevant areas within;
- criteria chosen for the classification of work areas and workers from the safety and

radiation protection viewpoint;
- detailed description of operations to be carried out in each area of the installation

and of relevant technical standards and codes of practice adopted;
- choice and analysis of scenarios giving rise to potential exposures, evaluation of

potential exposures and planning of intervention measures with a view to preventing
and mitigating radiological consequences to workers and the public;
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- production and management of waste, material for recycling or reuse and measures
of radiological surveillance;

- structures and measures to be implemented for the radiological surveillance of
workers and the public in normal conditions.

Since the promulgation in 1964 of the first Radiation Protection Decree it has been a practice
in the authorization procedure to request the applicant to provide an analysis of possible
accident scenarios and of their radiological consequences, together with appropriate measure
to implemented with a view to preventing and controlling accident conditions, and mitigating
their consequences; even then, separate provisions laid down in Decree no. 185/1964 applied
to nuclear installations.

Given that nuclear installations continue to be subject to a special, separate regime, ad hoc
provisions in the new Decree no. 241/2000 require each installation to be authorized by the
Ministry of Industry that evaluations of potential exposures should be made by the applicant
seeking an authorization for radioactive sources and submitted to licensing authorities so that
an intervention plan can be prepared by civil defence authorities. For those installations which
fall under authorization by the prefect or by the regions, licensing authorities will review
evaluations of potential exposures made by the applicant and will decide whether such
potential exposures are likely to exceed 1 mSv of effective dose; in this case an intervention
plan must be prepared by civil defence authorities as well. No new installation can start
operations before approval of an intervention plan if it is necessary.

To give an idea of the number of installations authorized by the Ministry of Industry, suffice it
to say that this means about 65 hospitals with large installations for therapy and nuclear
medicine and more than 70 research and industrial installations. More than 5000 installations
have been licensed by local authorities.

Ad hoc provisions in the new Legislative Decree no. 241 govern notification. Before the entry
into force of the decree, local authorities were to be notified within 10 days of the possession
of sources by the holder; this requirement gave rise to a tremendous lot of paperwork and
exists no longer, hi the new provisions, the emphasis is on authorizing practices, and
notification is only required, as per directive 96/29/Euratom, for those practices which are not
subject to licensing requirements: in this case, the holder is required to notify local authorities
of the intention to carry out the practice at least 30 days before the start of the practice itself.
Concerning notification, detailed instructions apply which closely mirror those for
authorization.

With regard to controls of importing, exporting, and trading radioactive and nuclear materials,
specific provisions for authorization by the Ministry of Industry and for record keeping and
accounting have existed since 1962 in Italian legislation; seizure and confiscation of the
sources are in any case provided for. Besides, transboundary movements of radioactive
materials among Member States of the European Union are governed by Euratom regulation
1493/93, which establishes specific authorization requirements on movements of radioactive
sources have been stiffened by specific provisions introduced by Legislative Decrees no. 230
and 241.

ANPA plays a central role in the system. Apart from its function regarding nuclear
installations, which are always subject to NAP A review, ANPA is required by law to give
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advice and lay down technical specifications for installations which are authorized by the
Ministry of Industry; moreover, ANPA has general inspection powers for every kind of
radiation source and installation falling under the provisions of the statute and the decrees. In
the fulfillment of their duties, ANPA inspectors are vested with police powers: that is, they
even have power of seizure on sources or installations that they deem to be non-compliant
with relevant provisions laid down in law.

Apart from ordinary powers given to police, other civil servants such as those in the Labour
Inspectorate, local health bodies and regional agencies for the protection of the environment
are vested with competence in the fields entrusted to their surveillance.

The Italian compliance and inspection system is based upon the fact that legislation provides
for penal sanction s in cases of non-compliance; penalties are meted out by the courts at the
instigation of the Office of Public Prosecution to which inspectors are required under law to
communicate every case of non-compliance. Particular measures are laid down in legislation
in order to prompt and/or force swift compliance, especially for non-compliance concerning
provisions for radiation protection of workers; in these cases, inspectors are bound to evaluate
whether the user could avoid undergoing a trial by complying with ad hoc specifications
established by inspectors and paying a fine.

While provisions have been extent in legislation since 1964 to the effect of ensuring a strict
regime concerning discharge of effluents and waste disposal, requiring prompt
communication to competent authorities of cases of lost sources, in the country there is no
central repository for disused sources yet, even though a bill to that effect, drafted with APN's
technical advice, has been presented for discussion in Parliament, hi the main, every user
either has its own deposit, which is covered by ad hoc provisions in the licence, or has access
to medium or small size interim deposits.

Although provisions are in place in Italy for the control of radioactive sources and other
radioactive material, challenges to the system primarily from radioactive materials penetrating
Italian borders, hi recent years, events were determined by metal scrap shipments entering
Italy from foreign countries examples of such events, i.e. accidental meltdown of sources of
Cs1 7 and Co60, occurred twice, causing contamination and consequent shutdown of foundries;
other events of contaminated metal scrap or of sources within scrap consignments, even of
considerable activity, occurred at the borders when radioactivity was detected and the
consignments were not allowed to enter the country.

Legislative provisions with a view to setting up detection apparatus measurements at the
borders and at foundries or at facilities collecting metal scrap are already extent; in many
instances, apparatus and/or surveillance procedures are already in place. In addition, ANPA is
permanently connected with the early warning network of the IAEA Emergency Response
Centre, this has provide very useful also in relation with recent scares about Co60

contaminated bracelets of watches.

The Italian regulatory authority is well aware of the issues related to security of radioactive
material, and in particular of the need to strengthen all existing measures with a veil to
preventing unauthorized access to and also loss and possession of the materials in question.
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The dangers of breakdowns in security must be seen in the light of illicit trafficking, and the
importance of the issue is clearly connected with the two-dimensional associated risk: public
health and diversion.

At the international level, much more attention was part in the past to the security of nuclear
materials in order to prevent proliferation. This led, on one side, to the implementation of the
safeguards agreements and, on the other, to the Convention on the physical Protection of
Nuclear Material and to the development of physical protection guidelines such as those in
INFCRIC/225, now progressed to Revision 4. A similar internationally established framework
does not currently exist for the security of radioactive sources and efforts should be made to
achieve further progress in this sensitive area. In this context, we look with interest and
attention at the Agency's plans in progress on the safety and security of radioactive material.
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