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Abstract. Romania has established the first administrative structure for controlling the deployment of the 
nuclear activities in 1961 and the first Romanian nuclear law was published in 1974. In the present, it is in force 
the Law no. 111, published in 1996 and republished in 2003. Moreover, there are available facilities and services 
to the persons authorized to manage radioactive sources. The regulation for safety and security of radioactive 
sources was amended two times in oder to implement the international recommendations for setting up the 
national system for accounting and control of radiation sources and to coordinate the recovery activities. As part 
of national control programme, the national inventory of sources and devices is updated permanently, when 
issuing a new authorization, when modifying an existing one, or when renewing an authorization system and 
records in the database. 
The government responsibility for the orphan sources is stated in the law on radioactive waste management and 
decommissioning fund. There is a protocol between CNCAN, Ministry of Internal and Ministry of Health and 
Family regarding the co-operation in the case of finding orphan sources. 
When a radiation source is spent, it becomes radioactive waste that has to be disposed off properly. Depending 
on the case, the holder of a spent source has the possibility either to return the radioactive source to its 
manufacturer for regeneration or to transfer it to the Radioactive Waste Treatment Facility. 
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1. Introduction 

 
The first administrative structure for controlling the deployment of the nuclear activities was created in 
Romania in 1961 and the first Romanian nuclear law was published in 1974. In the present, the Law 
no. 111, published in 1996 and republished in 2003, is in force. 
The provisions of this law establish that the National Regulatory Authority for exercising the 
regulation, authorization and control power is the National Commission for the Control of Nuclear 
Activities (CNCAN). The Romanian Regulatory Authority fulfils its responsibility by carrying out the 
provisions of the law, the norms, the guides, the standards and the quality management manual. The 
effective independence of the Romanian Regulatory Authority from organizations and bodies involved 
in the promotion of nuclear technologies and from the users is established by law.  

 
2. Romanian regulatory programme 

 
Romanian regulatory programme has been built on three levels (law, fundamental regulation and 
specific regulations for practices) and specifies facilities, activities and materials that are included in 
the scope and what is excluded from the requirements. The object of the law is the safe deployment of 
nuclear activities for exclusively peaceful purposes, so that they should meet the nuclear safety 
conditions, which are established for the protection of the occupational exposure, of the public, of the 
environment, and of the property, with minimal risks provided by regulations and with observance of 
the obligations proceeding from the agreements and conventions to which Romania is party. The  
activities and facilities in which small amounts of radioactive material and/or materials with a low 
radioactivity level are used, so that the risks related to the activity are not higher than the accepted 
threshold shall be excepted partially or totally from the applications of the authorizing rules provided 
under the law.  
 
The provisions of the Law no. 111 [1]: 

- define the conditions which should be fulfilled by the applicants for obtaining an 
authorization;  
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- specify the process for removal of a facility or activity from regulatory control. Before the end 
of the activity, the holder of the authorization should transfer or dismantle the 
device/installation and dispose the radioactive source as waste; 

- establish a procedure for review of, and appeal against the regulatory decisions because any 
natural or legal person, having suffered a prejudice as a result of abuses made by the 
Commission or another body provided under the law, may lodge a complaint within thirty 
days with the tribunal of administrative disputed claims. This provision doesn’t have the 
potential to compromise the safety and the withdrawal by way of exception of the 
authorization shall entitle the authorization holder to compensation from the authority having 
ordered the withdrawal of the authorization. The compensation shall be determined by taking 
into account the public interest as well as that of the holder. The amount of the compensation 
shall be established by agreement of the parties or in case of disagreement by a court of 
justice.  

- provide for continuity of responsibility when activities are carried out by several successive 
operators and for the recording of the transfers of responsibility. Expiration of the 
authorization validity, its suspension or its withdrawal shall not exonerate the authorization 
holder or one who has taken over the property title on the nuclear materials, facilities or 
plants, which were stated in the authorization, from the obligations provided by law or those 
conditions provided in the authorization. For transfer is mandatory to obtain proper license; 

- define liabilities in respect of nuclear damage and sets out the arrangements for provision of 
financial security in respect of any liabilities; 

- set out the responsibilities and obligations in respect of financial provision for radioactive 
waste management and decommissioning. Authorizations shall be issued only if the applicant  
disposes of material and financial arrangements adequate and necessary for the collection, 
transport, treatment, conditioning and storage of radioactive waste generated from his own 
activity as well as for decommissioning of the nuclear plant, when it shall completely cease its 
authorized activity and has been paid his contribution for setting up the funds for the 
management of radioactive waste and decommissioning; 

- define, in appendix, how the other bodies are involved in the regulatory process; 
- establish a system of governmental emergency response and intervention capability to assure 

effective emergency preparedness; 
- assign the prime responsibility for safety to the operator and define the responsibilities of the 

authorization holder. 
 
The second level of the Romanian legislation is provided by “Fundamentals Norms on Radiological 
Safety” [2], which was issued according with the requirements of the Council Directive no. 96/29 
EURATOM [3] and of the “Basic Safety Standards no. 115”[4], issued by AIEA, and was published 
in 2000, in Official Gazette of Romania. These norms content the following issues: 

- Justification, optimization and dose limitation for practices; 
- Radiation protection for the public in normal circumstances; 
- Criteria for exclusions and exemptions; 
- Conditions for the management of the radioactive waste; 
- Radioprotection in intervention; 
- Criteria values and relationships to be considered for observing the dose limits what is 

excluded from the regulation requirements; definitions for weighting factors for radiation and 
tissue. 

 
The law provides that the activities and sources shall be applied for and respectively, issued 
simultaneously or successively separately for each kind of activity, or for each facility having its 
own functionality, from the applicant’s property, or for each distinct type of radioactive material, of 
ionizing radiation dosimetric apparatus, or of devices to measure the degree of the radioactive 
contamination, of material or device used for protection against ionizing radiation, of packaging or 
transport means and the legal instruments for the authorizations are provided by “Radiological 
Norms-Authorization Procedures” [5].  
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The legislation gives to the Romanian Regulatory Body the authority to develop safety principles 
and criteria. According to art. 5 (1) of the Law no. 111/1996, republished and amended, CNCAN is 
empowered to issue regulations to detail the general requirements for nuclear safety, for protection 
against ionizing radiation, for quality management systems, for controlling the non-proliferation of 
the nuclear weapons, for physical protection and emergency plans for intervention in case of nuclear 
accident, authorization and control procedures, as well as any other regulations needed for the 
authorization and control activity in the nuclear field.  

 
In this respect, CNCAN has developed a set of specific regulations which represents the third level 
of the regulatory legislation. The most important issue on the radioactive sources is the “Norm for 
the high activity radioactive sources control and orphan sources”, which was published in 2005 in 
Romanian Official Gazette no. 1109/08.12.2005 [6]. In this regulation have been transposed the 
requirements of the Council Directive no. 2003/122 [7]. 
 
The import/export control of the radioactive sources is managed in such a way to comply with the 
requirements of the “IAEA Guide for the Import/Export of Categories 1&2 Sources”[8] and with the 
“Council Regulation (EURATOM) no. 1493/93”[9] for the radioactive sources transferred within 
EU’s territory. 

 
3. Experience in establishing a national register of radioactive sources 

 
At the present, CNCAN uses a Microsoft Access database (entitled “EVNUC”) designed in 1999. 
This database is supported by systems from MS Windows 98 (MS Office 97). 

Nowadays, the database is in process of improving in order to comply with the international IAEA 
requirements and as well with the Council Directive no. 2003/122, using a new solution, which will 
be based on a client-server application. 

Since 1999 until now records on authorization holders, radioactive sources and equipments, 
inspection reports,  personnel involved in practices have been performed in this database, as well as 
doses received by occupational exposed workers starting with 2001.  

The database “EVNUC” contains 201 tables each of them having a lot of records. For instance: 

- the “APPLICATIONS” table has around 81180 records (with 24 fields for general 
information, such as: the number and the date of application,  the name of applicant, the type 
of application, the CNCAN’s personnel designated to evaluate the application, the CNCAN’s 
response to the applicant, the date and the type of the answer, etc.) and every day this number 
increases with around 80 records; 

- the “AUTHORIZATION” table has around 13200 records (containing information about the 
authorization number, the issuing/expiring date, the type of practice/activity authorized, the 
authorization’s conditions, the personnel with responsibilities, the features for the authorized 
installations/ radioactive sources: serial number, date of manufacture, name of manufacturer, 
activity, etc.); 

- the “APPLICANTS” table has around 4283 records (with 22 fields for name, address, type of 
activity,  organizational entities, work places of the applicants), and every day this number 
increases; 

- the “INSPECTION” table has around 10520 records, and every day this number increases 
with the records of the performed inspection (inspected company/hospital, date of the control, 
CNCAN team of inspectors, dispositions and deadlines, type of control, follow-up regulatory 
activities, other information); 

- the “AUTHORIZED PERSONNEL” table has around 10590 records; 
- the “RADIOLOGICAL INSTALLATIONS”/“RADIOACTIVE SOURCES” table containing 

information as: the name and the model of the radioactive source/the radiological installation, 
manufacturer, parameters and characteristics of the installation, components of the 
radiological installation (around 5873 records): the name and the model, the parameters and 
the characteristics. 
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 At present, the updating and the access of this database can be performed only from CNCAN 
 headquarters. The national sources inventory is available, but this one has to be expanded to 
 include the category 2 radioactive sources. 

The national inventory of sources and devices is updated, permanently, when issuing a new 
authorization, or when modifying an existing one, or when renewing an authorization. A source or 
device cannot be transferred or obtained without modification of the authorization (this does not 
apply for radioactive sources with less than one year half life that can be replaced without 
modification of authorization, as their serial number is not mentioned in the authorization). 

   The number of radioactive sources recorded in the database is presented in the Table1: 
 
   Table 1: National inventory of radioactive sources, categories: 1, 2 and 3, according to the     
“Categorization of Radioactive Sources” from the “Safety Guide nr. RS-G-1.9., issued by I.A.E.A 

 
Source Category  

Practice/Application 
Total number 

Cat 1+2+3 
Sources 1 2 3 

    Medical 35    
• Teletherapy  20   
• Fixed multi-beam (gamma 

knife)sources 
 1   

• High/medium dose rate 
brachyterapy 

  11  

• Blood irradiators  3   
• Other (please specify)  0 0 0 
Non-medical 533    
• Irradiators  3   
• Industrial radiography   234  
• Well logging    54 
• Gauges (high activity)    242 
• Radiothermal generators 0 0 0 0 
• Others 0 0 0 0 

 
 
4. Authorization process and inspection system 

 
Each authorization (license/certificate of the registration) is issued for one specific purpose and site.  
In the authorization form are specified the following: 

- The practice deployed  in  the  facility; 
- The devices and/or radioactive sources involved; 
- Personnel responsible for radiation protection (the nomination of RPO = radiation 

  protection officer); 
- Specific conditions under which the practice could be deployed (e.g. annually  

  technical verification of the device/installation); 
- The validity of the authorization; 
- Annual report regarding the deployed practice, submitted to CNCAN. 

 
   In the conditions of the authorization are specified: 

- The facilities, the activities or the inventories of sources, covered by the authorization; 
- The requirements for notifying the regulatory body of any modifications to safety 

  related aspects to the obligations of the operator in respect of its facility, equipment, 
  radiation sources and personnel or any limits on operation and use; 

- The requirements for incident reporting; 
- The reports that the operator is required to make to the Regulatory Body; 



5 

- The records that the operator is required to retain and for how long; 
- The emergency preparedness arrangements. 

 
The types of inspection that CNCAN is legally empowered to conduct: 

- with a view to the issuing of the requested authorization; 
- in the validity period of the authorization, periodically (as planned) or unannounced; 
- based on notification from the authorization’s holder, when information exists, on 

  activities that might be deployed improperly with radiation sources (including reactive 
  inspections in response to events, incidents or accidents).  

 
The inspection findings are fed back into the regulatory process via formally documented information 
transmission (written reports), following procedural instructions and forms. The inspection reports 
shall include written statements of findings, precise requirements to take corrective actions and the 
time period for resolution, and a directive, addressed to the inspected utility representative, to timely 
send to CNCAN headquarters a written report about the terms of requirements’ resolution.  

 
5. National strategies for gaining or regaining control over orphan sources 

 
The new amendment of the Law no. 111/1996 (art. 35) establishes that CNCAN shall apply 
international requirements for orphan sources. The government responsibility for the orphan sources 
should be stated in the future law on radioactive waste management and decommissioning fund.  
There is a protocol between CNCAN, Ministry of Internal and Ministry of Health and Family 
regarding the co-operation in the case of finding orphan sources. 
  
6. Approaches to managing sources at the end their life cycle 

 
When a radiation source is spent, it becomes radioactive waste that has to be disposed off properly. 
Depending on the case, the holder of a spent source has the possibility either to return the radioactive 
source to its manufacturer for regeneration or to transfer it to the Radioactive Waste Treatment 
Facility. There are available in Romania two temporary repositories facilities and one for a long time 
storage for radioactive waste.  

 
7. Conclusion 
 
The legal infrastructure for ensuring the safe deployment of nuclear activities is established in 
Romania. The need for improving of effectiveness and efficiency is recognized. Moreover, the need 
for review of regulations is provided in art. 5 (1) of the law [1]. 
The suggestions and recommendations of the international review teams performed at the request of 
the Romanian authorities are subject of a great concern for establishing an appropriate mechanism and 
periodicity for updating the regulations. 
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