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Abstract. This paper presents the main steps in issuing and improving the Romanian legislation related to nuclear 
field and particularly to radiation protection. The nuclear act was amended several times to reflect the 
developments at international level and the accession of Romania to the European Union. Secondary legislation 
was reviewed and new regulations and guides were issued to comply with IAEA Basic Safety Standards, IAEA 
Code of Conduct for the Safety and Security of Radioactive Sources and the relevant European Directives. A set 
of regulations for specific type of practices was developed as part of the radiation protection legal framework. 
Also, legal provisions were aimed to cover new aspects such us: the definition of terrorism acts for sizing the 
threat over nuclear installations and facilities in order to enhance their physical protection as well as the civil 
liability in case of a nuclear terrorist act, the transition to a market economy-including free movement of goods. 
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1. Introduction 
 
The Romanian legislative system in nuclear field is structured similar to legislative pyramid of the 
International Atomic Energy Agency. On the top there is the nuclear act and on the lower level there are 
the regulations or norms and then the guides. As a characteristic, Romania follows a more prescriptive 
legal approach in order to impose the legally binding character. The first nuclear act in Romania was 
issued in 1974 and regulated all the nuclear activities carried out in the country. It had provisions on 
promotion, operation as well as control in nuclear field. The Convention on Nuclear Safety was ratified 
in 1995 and the first legal steps towards an independent Regulatory Body were made. Thus, the 
regulatory functions were separated from promotion and operation. Since then, Romanian authorities 
have taken measures to keep the independence and increase the capabilities and efficiency of the 
Regulatory Body (CNCAN).  In this respect, the nuclear act has been amended several times in order to 
include the new requirements at international and European level. 
 
The regulatory Body of Romania is the National Commission for Nuclear Activities Control (CNCAN) 
which is empowered to ensure the regulation, authorization and control of nuclear activities developed 
for peaceful purposes. 
 
 
 
2. The Romanian Nuclear Act and the reason for its amendments 
 
The Law no. 111/1996 on the safe deployment of nuclear activities was published in the Official Law 
Bulletin no. 267/1996. It was the first act that separated the regulatory power from promotion and 
operation. At that time, the regulatory body was a distinct division within the Ministry of Waters, 
Forests and Environment Protection. The Law no. 16/1998, published in the Official Law Bulletin no. 
8/1998, brought some amendments in relation to the observance of principles stipulated in the 
Convention on nuclear safety, ratified in Romania by Law no. 43/1995 published in the Official Law 
Bulletin no. 104/1995.Thus, the National Commission for Nuclear Activities Control as competent 
authority in nuclear field was transferred from the subordination of the Ministry of Waters, Forests and 
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Environment Protection to the Government. A set of additional powers for CNCAN were stipulated by 
this law of 1998, based on the principles mentioned in the Convention on nuclear safety, as follows: to 
elaborate norms and regulations; to initiate legislative acts; to control the implementation of 
international agreements in force on safeguards, physical protection, nuclear safety; to perform 
activities of public information; to initiate, with the endorsement of the Ministry of Foreign Affairs, 
actions to promote the specific interests of Romania in the relations with the International Atomic 
Energy Agency, the Nuclear Energy Agency, and other international organizations specialized in 
regulation and control of nuclear activities; co-operation with similar organizations of other states, 
according to the law. 

The Law no. 384/2001 published in the Official Law Bulletin no 400/2000, amended once again the 
Law no 111/1996 due to the fact that at that time only legal persons could apply for an authorization. 
In the context of transition to a market economy it appeared the necessity to adapt the legal framework 
to that new reality. Small enterprises such as consulting rooms, set up according to the Urgency 
Ordinance no 124/1998, and private enterprises of services in support of medical treatment and 
diagnosis, set up according to the Urgency Ordinance no 83/2000, asked for licence with the aim to 
provide services in medical field by using ionising radiation for medical diagnosis and treatment.   

The nuclear act was amended  two years later by the Law no 193/2003 published in the 
Official Law Bulletin no 343/2003 that brought a set of supplementary provisions  with the 
aim to strengthen the capabilities and resources of the regulatory body. Thus, the entire 
financing of CNCAN activity is made from the tariffs received for the licensing and control of nuclear 
activities and from contributions of international organisations. The CNCAN personnel, which 
performs activities in radiological areas  are considered as exposed workers. CNCAN was 
allowed  to set-up its own technical support organization (TSO) in order to be able to perform 
independent safety and radiological assessments as basis for decision making process; in this 
respect, the Finish model with an integrated TSO was adopted by CNCAN. In order to 
observe   the provisions of the European Directive 92/3/Euratom, transposed in the national 
legislation by Order no.183/6.09.2003 of the CNCAN President for approving the Norms on 
international shipments of radioactive waste involving the Romanian territory, the transit of 
the radioactive waste on the Romanian territory was permitted while its import in Romania 
remained forbidden. The attributions of CNCAN inspectors were strengthen  in order to allow 
them to stop the development of activities involving radiological risks or of activities carried 
out without a licence, with regard to the possibility to close the nuclear installations not 
complying with the legal provisions. As result of the events occurred in USA on September 
11, it was introduced the definition of terrorism acts in nuclear field for sizing the threat over 
nuclear installations and facilities, in order to correlate with the Law no. 703/2001 on civil liability 
with the purpose to cover nuclear liability in case of nuclear terrorism acts.  It was provided a penal 
punishment in case of unauthorised decommissioning of nuclear installations and of radiation 
sources or in case of unauthorised ceasing of nuclear activities, due to their potential risk of 
radioactive contamination of workers, population and environment. 
In 2004, another amendment to the Law 111/1996 was brought in order for Romania to apply the 
European principle “Free movement of goods”. As results the so called “automatic import 
authorizations” were eliminated. Due to this principle, medical equipment using ionising radiation 
which is produced in a  European country does not need any import authorization from the regulatory 
body. However, its use shall be licensed by the regulatory body from the country of the user. This 
amendment was performed by Law no. 549/2004 published in the Official Law Bulletin no 1164/2004. 

The last modification of the nuclear act was performed by Law 63/2006  published in the Official Law 
Bulletin no. 301/2006. The title of the Law was changed also, it was called Law on the safe 
development, regulation, authorization and control of  nuclear activities in order to reflect better the 
mission of the Romanian regulatory body: to ensure the nuclear safety, the protection of 
occupationally exposed workers, of patients, environment, and. Some of the amendments brought by 
this law adopted in 2006 were required by the harmonization with the legislation and practice of the 
European Union. An additional article was introduced in order to regulate the import, export and 
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transit into and out of the European Union member states. A detailed specification of activities 
comprising mining and milling of uranium and thorium ores was introduced. An   additional provision  
stipulating that upon accession of Romania to the European Union the safeguards activity shall be 
developed according to the Euratom Treaty provisions was added.  This  last modification of nuclear 
act was also necessary in order to regulate some situations appeared as result of transition to the 
market economy such as  specific provision on ensuring the control of nuclear and radioactive material 
or nuclear fuel in case where an owning trader is bankrupt .  as regards radiation protection,  it was 
introduced a new provision stipulating that the authorization process will be developed on three levels, 
taking into account the radiological risk associated to an activity: licence, registration and notification. 
 
 
 

3. Secondary Legislation 

The issue of secondary legislation comprising regulations and guides for different areas mentioned in 
the nuclear act, such as radiation protection, nuclear safety, management of radioactive waste, mining 
and milling of uranium and thorium ores, safeguards, physical protection, is  one of the main 
responsibilities of CNCAN. Each regulation is issued by an order signed by the President of CNCAN 
which has the rank of a State Secretary and is published in the Official Law Bulletin. After its 
publication, the  regulation is mandatory. 

In the period 2000-2006 CNCAN was in a strong process  of reviewing the regulatory framework. 
This review took into account the European Directives, the IAEA Basic Safety Standards, IAEA 
Code of Conduct for the Safety and Security of Radioactive Sources. In the field of radiation 
protection, the following regulations which are related with the application of ionizing radiation are in 
force: 

3.1 Fundamental Norms on Radiological Safety, issued in 2000. They represent the transposition into 
the Romanian legislation of the European Directive 96/29 laying down basic safety standards for the 
protection of health of workers and the general public against the dangers arising from ionizing 
radiation. 

3.2 Norms on Radiological Safety – Licensing Procedures, issued in 2001. This regulation contains the 
requirements to be fulfilled by the licence applicants in order to obtain a licence taking into account 
the type of practice (siting, construction, use, decommissioning), the types of sources, the risk 
associated. 

3.3. Norms on radiological safety of outside workers, issued in 2001. They transpose the European 
Directive 90/681/Euratom on  the operational protection of outside workers exposed to the risk of 
ionizing radiation during their activities in controlled areas. The Norms provides requirements for 
ensure and optimize the operational radiation protection of the outside workers. 
 
3.4. Norms on the radiation protection of individuals in case of medical exposure, issued in 2002. 
These Norms transpose the European Directive 97/43/Euratom on the health protection of individuals 
against the dangers of ionizing radiation in relation to medical exposure 
 
3.5. Norms on licensing the activities involving radiation sources developed outside the precinct, 
issued in 2002. They contain the requirements for the licence applicants which intend to use radiation 
sources outside a precinct for different applications such as in oil industry, on building sites.  
 
3.6. Norms on individual dosimetry, issued in 2002. The establish requirement for individual 
dosimetry, individual dosimetry equipment, and for the designation of  approved  dosimetric services. 
 
3.7. Norms on issuing practice permits and on the designation of qualified experts (as defined by 
European Directive 96/29/Euratom “Persons having the knowledge and training needed to carry out 
physical, technical or radiochemical tests enabling doses to be assessed, and to give advice in order to 
ensure effective protection of individuals and the correct operation of protective equipment, whose 
capacity to act as a qualified expert is recognized by the competent authorities”) issued in 2002 



 

4 

 
3.8. Norms on radiological safety – Procedures to accept outside undertakings, issued in 2003. They 
contain the requirements to be fulfilled by the outside undertakings in order to obtain the acceptance 
certificate for carrying out activities in a controlled area. 
  
3.9. Norms of operational radioprotection for Non-Destructive-Testing, issued in 2003. The Norms 
apply to sealed radioactive sources, X-ray generators and electron accelerators. 
 
3.10. Norms on radiological safety for diagnostic radiology and interventional radiology, issued in 
2003. They refer to X-ray generators and cover all situations in medical exposure, occupational 
exposure, population exposure, including potential exposure. There requirements related to siting and 
operation of a X-ray equipment used for medical applications. 
 
3.11. Norms on the designation of notified bodies in nuclear field, issued in 2004. They apply to 
testing and certification laboratories in nuclear field. 
 
3.12. Norms on radiological safety in radiotherapy, issued in 2004. They cover all situations in 
medical exposure, occupational exposure, population exposure in case of using medical equipment in 
therapy such as: radiation sources, linear accelerators-LINACs, X-ray generators. 
 
3.13. Norms on radiological safety in nuclear medicine, issued in 2004. They regulate the use of 
unsealed radiation sources for terapy and diagnostic purposes, both in vitro and in vivo. 
 
3.14. Norms on radiological safety – measurement devices with radioactive sources, issued in 2004. 
The Norms establish radiological safety requirements for detection and measurement devices which 
use radioactive sources. 
 
3.15. Norms on the control of orphan sources and high activity sealed radioactive sources, issued in  
2005,  which transpose the European Directive 2003/122/Euratom. They contain specific requirents in 
order to prevent  the exposure of workers and population to ionising radiation arising from high 
activity sealed radioactive sources and orphan sources and to ensure that high activity sealed 
radioactive sources are kept under regulatory control. 
 
 
 
5. Conclusions 
 
The improvement of the Romanian legislative framework was a step by step process, which took into 
account the European requirements and practices  and the international developments as well as 
recommendations issued by  various experts missions carried out by European experts, in the 
framework of the pre-accession financial assistance instrument Phare program,  or by the International 
Atomic Energy Agency (IAEA). In this respect, it should be mentioned the following missions carried 
out by IAEA at the request of the Romanian Regulatory Body: the International Regulatory Review 
Team Mission (both full scope and follow up in carried out in 1998 and 2002 respectively), the 
Radiation Safety Infrastructure Appraisal Mission (which took place in 2004), the Integrated 
Regulatory Review Service Mission (organized in 2006). All these expert missions and review 
missions have represented useful tools in the assessment of CNCAN performances against 
international good practice and their recommendations and suggestions were taken into 
account in the process of improving the national infrastructure in radiation protection. 
 
As result, the Romanian Regulatory Body, the National Commission for Nuclear Activities 
Control, improved gradually its regulatory capability, became an independent body as 
stipulated in the Convention on Nuclear Safety, improved its resources, both financial and 
human, more power was given to CNCAN inspectors in order to better apply the legal 
provisions. 
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