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RECENT DEVELOPMENTS IN
THE EUROPEAN UNION RADIATION PROTECTION POLICY
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Radiation Protection Unit - Directorate-General XI "Environment, Nuclear Safety and Civil Protection"
European Commission,

Rue de la Loi 200, B-1049 Bruxelles, Belgique

On behalf of the European Commission I am pleased in this IRPA Seminar to present the Recent
Developments in the European Union Radiation Protection Policy.

I. EURATOM TREATY PROVISIONS

All activities in the field of radiation protection are based on the Euratom Treaty. Both the Single European
Act and the Maastricht Treaty leave the Euratom Treaty practically unchanged.

So far the Commission has considered that the provisions of the Euratom Treaty, in particular its Chapter HI
- health and safety, give enough competence to the Community, and an acceptable level of safety is reached
through the carrying out of a number of duties incumbent on the Community institutions and the Member
States.

It is to be noted that the task of the Euratom Treaty, as set out in its Article 1, is to "create the conditions
necessary for the speedy establishment and growth of nuclear industries". However, for several years, the
Commission has recognised that the major contribution it could make to achieve the task of the Treaty is
by ensuring a high level of protection and safety in all activities concerned with radioactivity and nuclear
energy.

The following is a list of the major provisions of the Treaty on which activities in the field of radiation
protection are based.

Article 2b Euratom Treaty requires the Community to establish uniform safety standards to protect the
health of workers and of the general public and ensure that they are applied. The meaning and
the procedure for such standards is given in Articles 30-32 of the Treaty

Article 33 of the Euratom Treaty sets out that draft national regulations on radiation protection are
communicated to the Commission which may wish to issue recommendations within three
months.

Article 35 imposes on Member States the establishment of facilities to carry out the environmental
monitoring of radioactivity and to ensure compliance with the basic safety standards. It also
gives the Commission the right of access to such facilities.

Article 37 requires Member States to provide the Commission with such general data on any plan for the
disposal of radioactive waste as will make it possible to evaluate its possible impact on another
Member State. The Commission shall give its opinion on the plan within six months.

II. RADIATION PROTECTION POLICY SITUATION

A. Regulatory Achievements

1) A Council directive laying down the basic safety standards for the health protection of the general
public and workers against the dangers of ionizing radiation exists since 1959 and it has been revised
several times, the last time in 1984. It applies to "any activity which involves a hazard arising from
ionizing radiation".
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It applies at present to approximately one million workers throughout the European Union and to the
whole population.

In 1984 the Basic Safety Standards Directive, which today still remains the major Community
instrument in the field of protection against ionizing radiation, was complemented by another directive
laying down basic measures for the radiation protection of persons undergoing medical examination
or treatment.

2) Following the Chernobyl accident in 1986, additional legislation covering specific aspects was
produced:

A series of regulations on the conditions governing the import of agricultural products originating in
third countries following the Chernobyl accident. These regulations are specific to cope with the
consequences of the Chernobyl accident and have limited duration.

A series of regulations laying down maximum permitted levels of radioactive contamination of
foodstuff following a possible future nuclear accident.

A 1987 Council decision on Community arrangements for the early exchange of information in the
event of a nuclear accident or radiological emergency.

A 1989 Council directive on informing the public about health protection measures to be applied and
steps to be taken in the event of a radiological emergency.

The Commission was charged by Council conclusions of 1989 to regularly convene representatives of
the national competent authorities responsible for requesting and granting assistance in the event of a
nuclear accident.

3) Following the TransNuklear affair on movements of radioactive waste, which in 1988 caused the
establishment of a Committee of Enquiry by the European Parliament, the following directives were
produced, also based on Article 31 of the Euratom Treaty:

- 1990 Council Directive on the operational protection of outside workers exposed to ionizing
radiation;

- Council Directive 92/3/EURATOM of 3 February 1992 on the supervision and control of shipments
of radioactive waste

This directive establishes a system of strict control and prior authorization for shipments of radioactive
waste.

This Directive requires that, in case of shipments from the Union territory to the CEEC, the latter
countries have at their disposal the technical, legislative and administrative resources needed for the
safe management of radioactive waste (see Article 11 of the Directive)

Where waste is to enter the European Union from a third country and the country of destination is a
Member State of the Union, the consignee shall submit an application for authorization to the
competent authorities of that Member State.

For the purpose of the shipments a standard document has to be used..

4) For the single market of the European Union two actions in the field of radiation protection were
necessary, one adopting a regulation covering the movement of radioactive materials in the new
situation of no frontier controls and customs procedures, and the other proposing to reduce the
flexibility left to Member States within the reporting and authorization regulatory framework for the
production and marketing or radioactive sources.

In relation to the removal of intra-Community border controls Council Regulation (Euratom) 1493/93
of 8 June 1993 on shipments of radioactive substances between Member States was adopted to allow
the authorities in the Member States to be informed about radioactive substances entering their
territory. A System of prior declaration and information has been established.

A distinction is made between sealed sources and other relevant sources. In the case of sealed sources
the holder who intends to carry out a shipment shall obtain a prior written declaration by the consignee
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to the effect that he has complied, in the Member State of destination with all applicable national
provision implementing the Basic Safety Standard Directives. This declaration is sent by the consignee
to the competent authority of destination.

5) Taking into account that natural radiation sources are the largest contributors to the exposure to
ionizing radiation of the Community's citizens, the Commission published, in 1990, a recommendation
on the protection of the public against indoor exposure to radon.

B. Current Regulatory Activities

1) Revision of the 1980 Basic Safety Standards Directive

A proposal for a revision of the Basic Safety Standards Directive, aims at strengthening radiation
protection in accordance with progress made in scientific knowledge (ICRP Recommendations in
Publication 60). The proposal was approved by the Commission in 1992; a final proposal which takes
into account the opinion of the European Parliament was submitted to the Council in July 1994. It is
expected that the Council may adopt the directive in 1996.

The proposal is consistent with the International Basic Safety Standards for Protection against Ionizing
Radiation sponsored by FAO/IAEA/ILO/NEA-OECD/WHO.

This revision of the Basic Safety Standards presently still under discussion will include a number of
major modifications:

- for members of the public the dose limit will be reduced from 5 to lmSv per year; this limit may be
exceeded provided the average dose over five years doe s not exceed lmSv annually,

- provisions for protection of workers against exposure from naturally occurring radionuclides are
introduced for the first time

- occupational dose to workers will be reduced to 20mSv annually; The limit shall be 100 mSv in a
consecutive five year period, with a maximum single annual exposure of 50 mSv.

2) Revision of the 1984 "Patient" Directive (Radiation Protection of Persons undergoing Medical
Examination and Treatment)

The requirements of the 1984 "Patient" Directive need to be reformulated taking into account the
scientific and technical progress.lt is envisaged to enlarge the scope of the Directive to include
volunteers in research and individuals helping in the support and comfort of patients. The proposal will
set out specific requirements for a better application of the justification and optimisation principles.
Quality assurance programmes and processes for audit will be required.

3) Verification of Member State monitoring of environmental radioactivity under Article 35 of the
Euratom Treaty

The Commission decided in December 1989 to resume the verifications to the facilities in Member
States under the terms of Article 35 of the Euratom Treaty.

On average some 3-4 visits are made annually.

4) Opinions on radioactive effluents having an impact on the territory of other Member states

Activities related to the application of Article 37 are well established. Their importance was
recognised by the Court of Justice in 1987 which stated that the Commission's opinion must be brought
to the notice of the Member State submitting the general data on plans for the disposal of radioactive
waste before the issue of any authorization to carry out such plans.

A 1990 Commission Recommendation which takes into account this judgement gives guidance on the
application of Article 37.

Since 1987 the opinions of the Commission are published in the Official Journal of the EC

Two opinions under Article 37 were given in 1991, five in 1992, three in 1994.
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5) Radioactive waste management

The Council has adopted in December 1994 a resolution which supports elements of a strategy in the
field of radioactive waste management. In particular, the resolution takes the view that each Member
State is responsible for the proper management of radioactive waste produced on its territory while
leaving open the possibility of cooperation between Member States.

6) Support Activities

A number of support activities aim at following the practical situation in the Member States and at
easing the uniform application of the Community provisions. These support activities include notably:

- Training courses for operators
- Scientific seminars
- Exchange of information with representatives of the competent national authorities
- Information seminars, specific interested groups, including trade unions
- Permanent actions on technical subjects such as job related doses and dosimetry.

7) International Cooperation

a) Cooperation with IAEA AND OECD/NEA

International action is developed with a view to maintaining and furthering the unity of doctrine and
practical approach. This implies cooperation with international organisations such as the IAEA and
the OECD/NEA. The proposal for a Council decision approving the conclusion by the Commission
of the 1994 Nuclear Safety Convention will be discussed at Council level.

b) Cooperation with CEECs : The White Paper on the Preparation of the Associated Countries of
Central and Eastern Europe for Integration into the Internal Market of the European Union

The purpose of the White Paper, approved by the European Commission on 3 May 1995, is to prepare
the CEECs for integration into the Internal Market. The White Paper contains recommendations about
which measures should be tackled first and describe the administrative and organisational structures
which should be put into place to make the legal framework work properly.

Product related provisions of EU radiation protection legislation are included in these key measures:
In this field mention has been made to EU legislation on radioactive contamination of foodstuffs in
case of accident, on shipment of radioactive waste and to the 1980 Basic Safety Standards Directive.

According to this Directive economic activities which involve the use of products that emit ionizing
radiation are subject to a reporting or authorization requirement.

The White Paper is intended to guide the CEECs in the complexities of EC internal market legislation
and its functioning and to help them to align with the Member States of the Union.

It is addressed to six countries of Central and Eastern Europe which already have association
agreements with the European Union (Poland, Hungary, the Czech Republic, Slovakia, Bulgaria and
Romania) and to those with whom agreements will also be concluded soon (Estonia, Latvia, Lithuania
and Slovenia).

The White Paper emphasizes in particular the importance of the radiation protection infrastructures
(presence of the necessary enforcing authorities with administrative powers of authorization,
surveillance and inspection).

A new technical assistance information exchange office will be set up financially supported by a multi
country PHARE programme.

The European Council gave it support to the White Paper at the Cannes Summit on 26 and 27 June
1995. The European Commission will help the CEECs to establish or modify their national
programmes for approximation in the light of the White Paper, to conduct their work and reinforce their
structures.
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The acceptance of the "acquis communautaire" as a whole is the precondition for accession but will
not automatically open the EU door to the CEECs. The Commission will nevertheless take into account
the progress made by the CEECs in the light of the White Paper when examining a request for the
opening of accession negotiations.

III. PROSPECTS

The following priority regulatory actions are envisaged in the future:

the preparation of a Communication setting out the rationale of the provisions of the modified Basic
Safety Standards Directive;

the establishment of a coherent European Union regulatory framework taking into account the revision
of the Basic Safety Standards Directive.
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