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1. INTRODUCTION

Surely everyone will agree that harmonisation of legislation and standards should be a must
for any science based branch of knowledge; this holds in particular for radiation protection
with its manifold social implications. Probably, most will also recognise that radiation
protection is characterised all over the world by standards that are well harmonised at a high
degree, particularly in comparison with other science based branches of knowledge.

For this, ICRP certainly deserves unreserved praise because the authoritative body of experts
making up the Commission has been able over the years to elaborate a set of
recommendations that the majority of other experts in the world recognise as being state of the
art or, in other words, the best on the basis of the scientific information available at a given
time.

Besides, we must not forget the important role that other International Organisations play in
this respect, among which the role of IAEA together with NEA, WHO etc is foremost; indeed,
as soon as new basic recommendations are published by ICRP these bodies start a meritorious
work of preparing  standards, based on ICRP recommendations, in order to help Member
States to have an updated and harmonised radiation protection legislation.

In Europe, this harmonisation role is played by the organs of the European Union; in this
respect, it is well known that within the Union harmonisation takes a binding nature, because
standards recommended by the EU are usually issued as directives that Member States have
an obligation to transpose in their national legislation. It is also well known that the last
Euratom directives no. 29 of the 1996 and no 43 of 1997 were to be transposed by May 2000
into national legislation by member States.

In my opinion, the results can be considered very satisfying, because most of the Member
States have already adopted both European Directives mentioned above. As concerns my
country, the European Directives 96/29 Euratom and 97/43 Euratom were transposed by
Legislative Decrees no. 187 and no. 241 of 26 May 2000.

2. A NEED FOR HARMONISATION AT THE INTERNATIONAL LEVEL

After such a picture, one might think the most is done in Europe and that there is no
outstanding need of harmonisation. I think this is not true. First, because harmonisation is a



never ending process. Second, because when we go into detail we find a lot of discrepancies
that should be avoided in my opinion.

Let me start with some examples that are very easy to understand. First I would like to refer to
the well known distinction between exclusion and exemption. What is excluded from the
legislation is very clear (for instance cosmic rays at ground level), but when we consider
exemption the situation becomes complex. You can exempt some small radioactive sources
from the application of the regime of notification and authorisation or you can exempt the
same radioactive amount from the application of all the requirements of the Standards. The
difference is not trivial. It has to be pointed out that these are not theoretical considerations; in
effect this is what happens for the same sources, on one hand with European Directives, on
the other hand, with the IAEA Basic Safety Standards.

If a source is exempted from all the requirements in the Standards you might say that for all
practical purposes the situation is equivalent to the source being excluded from every
requirement. If the source is only exempted from notification and authorisation requirements,
how can the regulatory authority know that the source exists? How can the regulatory
authority be sure that all other provisions of the Standards are applied?

In our national legislation we established levels of exemption from all requirements which are
lower than those laid down in the European Directive for exemption from the regime of
notification.

Other instances can be mentioned. The concept of clearance has been introduced together with
the concepts of exclusion and exemption. To make an example, it is well known that a nuclear
power plant can be authorised to discharge liquid or airborne effluents, but the same
specifications are not usually applicable to solid wastes. The concept of clearance levels stems
from the attempt to solve this problem in a general way: that is, if the radioactive content both
in quantity and concentration in the materials in the waste is low enough as not to be
considered likely to cause any radiation protection concern.

The first consideration is that if the clearance levels are established without conditions
attached to the release of such wastes this is a case of exemption or better of exclusion
because no requirement in Standards applies any longer. If on the contrary there are
conditions, this is an authorisation to do an operation under well defined conditions.

So, in my opinion, we can at least try to simplify terminology, which I believe is a good thing
per se. Besides, there is also a need for harmonisation.

At present, in effect, the situation is the following. The EU and in particular the article 31
group of experts made efforts to recommend clearance levels both generic for any material
and specific for particular materials, generic clearance levels being the lower. IAEA has not
yet done the same. I understand that the problem is not easy, because as everybody knows the
establishment of these values is based on models and it is clear that there could be differences
in the different models although all are considered credible.



This is a classical case where harmonisation is needed: first, because the movement of
materials is certainly world-wide and international agreement is necessary; second, because
the research of consensus and consequently harmonisation is all the more necessary when
there are uncertainties. In this field there are even some further actual difficulties when you
consider artificial radionuclides and NORM, with the consequence that you can have different
values for the same material.

For all these reasons, I believe that the need of international consensus and harmonisation is
really important, because even if the EU values have been already established, they have not
been extensively used until now.

3. A NEED FOR HARMONISATION AT THE EUROPEAN LEVEL 

Even at the European level there is a need for harmonisation. I will mention some further
examples, because it is clearly impossible to mention everything. The first example I would
like to mention is certainly concerned with IRPA, our Association.

In the first European Directive that was established in 1959, about 50 years ago, there was the
introduction of the role of a professional in radiation protection: the qualified expert. It is
perhaps widely known that the system of recognition of qualified experts was left to each
Member State. As a consequence each member State chose its own system.

Broadly, the main differences are the following. Some Member States chose to base the
system of recognition on the type of activity at risk where qualified experts would have to
work, while others chose the degree of qualification experts ought to have without giving any
emphasis to the type of activity at risk. Thus, in the first case you have qualified experts with a
high degree of specialisation e.g. for hospitals but whose recognition does not enable them, in
principle, to work for instance in a nuclear power plant and vice versa. In the other case, you
have qualified experts that can work in any place, in accordance with their degree of
qualification based on the importance of the source.

Others differences concern the way in which recognition is carried out. Some Member States
adopted a very formal way: it is necessary to pass an examination at the national level, while
other Member States simply opted for the qualified expert to be recognised by the employer.
Besides other differences reside in requirements necessary to apply for recognition or
requirements for a recognised qualified expert to keep up-to-date. In spite of all these
differences, the system worked quite well in the past, but today, when the principle of free
circulation of goods and workers in Europe has been introduced, these difference can create
some problems.

I have to say that the EU and the art. 31 group of experts have recognised a need of
harmonisation in this respect. In the communication from the Commission concerning the
implementation of Council Directive 96/29/Euratom laying down basic safety standards for
the protection of the health of the workers and the general public against the dangers arising
from ionising radiation, Annex I has provided advice on the basic and additional training



recommended for qualified experts in order to try to at least harmonise the training necessary
for the recognition of qualified experts. This is a good start, but we are still far from solving
the problem of the mutual recognition of qualified experts in Europe: we should give thought
to changing the rules that have been laid down for many years in the national legislation of
Member States.

At the moment the article 31 group set up a working party to give thought to this problem. To
say the truth the matter is in any case complicated by other considerations as, for instance, the
difficulty inherent in the use of the different languages spoken within the EU as well as
differences in radiation protection legislation that the qualified expert should know. There is
no doubt that this is a field where harmonisation is needed.

There are many other field where harmonisation is necessary, especially if seen from a
national point of view. Think for instance of transboundary intervention following a
radiological accident. I hope that if an accident similar to the one at Chernobyl again happens,
the same situation we experienced at that time will not. It should be noted, however, that still
now the experts generally suggest ranges of values for reference levels, because they are more
flexible for the different situations that you can face.

It is for the Authorities to choose a single value and insure continuity across borders. This is a
delicate field to which I believe is necessary to give due consideration.

Another example that I also believe to be important is the question of consumer goods which
have international relevance as well. If we believe that there are very useful goods, used for
instance to save lives, containing small quantities of radioactive materials, it is very important
to harmonise administrative and technical procedure, to simplify the free circulation of these
goods.

The article 31 group of expert is clearly looking at this and other problems, but sometime it is
for the Authorities to lay down rules for these problems.

4. CONCLUSIONS

In conclusion, I believe that a need of harmonisation exists both at the international and at the
European level. Harmonisation is important not only from a technical point of view to help
national authorities to take the best decisions, but even in respect of credibility as regards
public opinion.

It has been repeated many times that the conceptual structure of radiation protection needs
simplicity, transparency and in particular consistency, which means harmonised, in Europe
and in the world.

Thus, credibility outside the world of experts, who sometimes have difficulties even in
understanding each other, particularly requires speaking with one voice. And this is also a
must for our Congress.


