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Abstract. The report explains the basis for an effective regulatory control and in particular refers to the system
established in Cuba for such purposes. Reference is made to the new Decree-Law No. 207 "On the Use of Nuclear
Energy" and the main topics it covers and to the "Rules for Authorization of Practices Involving the use of
Radiation Sources" which have been in force since 1998. Following it, the report illustrates the existing Cuban
system of notification, registration and licensing, and of inspection and enforcement, including information of the
established classification of radiation practices in the country.

BASIS FOR EFFECTIVE REGULATORY CONTROL

The core of the regulatory system designed for an effective control of radiation sources and
radioactive materials are provisions which 1) establish the need for authorization to engage in a
practice involving radioactive sources, 2) enforce the legal person responsible to address the
competent authority before beginning the practice, 3) define prerequisites with regard to
radiation protection and safety which shall be met by that person and 4) enable the authority to
prescribe specific measures for radiation protection and safety and verify if they are
accomplished in an unrestricted manner.

The regulatory infrastructure, as the underlying structure of the systems and organizations
involved, requires clear lines of authority and responsibilities, and adequate resources to operate
at all levels.

REGULATORY CONTROL OF RADIATION SOURCES AND RADIOACTIVE
MATEIALS IN CUBA

Legislation
Recently, as a consequence of the accumulated national experience over the past 10 years and as
a result of the growing need to update and enhance the legal bases for the utilization of nuclear
techniques in several socioeconomic fields, the new Decree-Law No. 207 "On the Use of
Nuclear Energy" was approved and entered into force as the top-level document of Cuba's
restructured legal framework for radiation protection and safety. It was elaborated according to
the latest approaches in this field. This legislation revoked the former basic Decrees and
Decree-Laws, which had been in force since 1979.

The Decree Law 207 is applicable to occupational, public and medical exposure. The main
topics it covers are:

• Objectives and scope
• Principles governing the use of nuclear energy
• Regulatory authorities involved: Ministry for Science, Technology and Environment

through the National Center for Nuclear Safety for regulation and control of all
practices except X-ray medical diagnostic devices, which are controlled and regulated
by the Ministry of Public Health.
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• Obligation of applying for authorization for use of radiation sources
• Licensees's responsibilities
• Personnel authorization
• Inspections
• Radioactive waste and spent fuel management.

Regulations
As a necessary complement, regulations containing specific protection and safety requirements
were also updated. The Basic Safety Standards for Radiation Protection has recently entered
into force. They are based on The International Basic Safety Standards for Protection against
Ionizing Radiation and for the Safety of Radiation Sources (Safety Series No 115) [1] and the
Rules for the Safe Transport of Radioactive Materials, based on Safety Series ST-1.

According to the "Rules for authorization of practices involving the use of radiation sources", in
force since 1998, the regulatory elements of notification, registration and licensing were
established.

Notification
It is the requirement to submit a document to the Regulatory Authority to notify the intention to
carry out a practice. Basically, it is a mechanism that provides information about a planned or
intended action. A typical example is the low activity sources for teaching purposes.

Registration
This is a form to authorize practices, which involves a safety assessment that has to be submitted
to the authority for evaluation of the fulfilment of the established prerequisites. If necessary,
conditions or limitations can be prescribed. Basic criteria considered to grant this type of
authorization are 1) the radiation safety as an inherent component of the design of equipment, 2)
simplicity of operations which demand minimal training requirements and 3) standardization of
operations and small operation problems.

Typical practices subject to registration are the use of medium activity sources in industrial gauges
and radioimmunoassays.

Licensing
This is a process of granting authorization for practices involving higher risks or more complex
operations. Detailed descriptions are required of the involved operations and related exposures and
comprehensive safety and risk assessments for submission to the authority. The license issued
frequently contains specific conditions or limitations for operations. Typical cases of practices
requiring licensing are 1) industrial radiography, 2) industrial irradiators, 3) radiotherapy and 4)
use of non-sealed sources in nuclear medicine, industry and research.

Classification of practices
For these administrative requirements, practices are divided into four categories according to
the risk and complexity of the practice. Consequently, three types of authorizations are granted:
licenses (Categories I and II) and registrations (Category HI) for entities and permits for specific
operations.

Fourth category practices should be formally notified to the regulatory authority. The
notification shall include characteristics, technical data and location of the sources. They do not
receive any authorization.
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To date about 200 entities, which use around 8000 radiation sources and ionizing radiation
emitting devices, are controlled. Many of them execute several practices, mainly in research.
The distribution by the three first categories is as follows:

Number of entities

3
95
125
223

%

1.34
42.60
56.05
100

Category

1
2
3

Total

The geographic distribution for these categories is:

Region Cat. 1 Cat. 2 Cat. 3

Western
Central
Central eastern
Eastern

51
13
7

24

49
16
16
44

The distribution of practices by field of application is as follows:

17%

47%

27%
medicine
industry

• agriculture
II research
II teaching
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Inspection and enforcement
It is a shared experience that a notification and authorization system must be supported by a
system of periodic inspections needed to verify the compliance with the requisites prescribed in
regulations and with the conditions and limitations laid down in the authorization process. On-
site verification is an essential part of regulatory control; however, the request for information
or data (e.g. calibration certificates, leakage test results and dosimetric reports) has proved to be
useful in some situations.

The frequency and level of on-site inspection are established taking into account risk and
complexity of operations and the history of previous non-compliance or unusual events. The
frequency for the above-mentioned categories is as follows:

Category I (License) twice a year
Category II (License) every year
Category DI (Registration) once every two years
Category IV (Notification) if necessary
The new Decree-Law No. 207 gives inspectors authority to:

• enforce instructions to correct adverse safety conditions or regulatory infractions;
• suspend or restrict operations;
• assure, retain or confiscate unsafe radiation-emitting devices;
• temporarily or partially close rooms or installations where safety is threatened.

During the licensing process, it can be verified "in situ" whether the safety conditions and
regulatory requirements are met.

In 1999, 155 inspections were performed. Main irregularities detected during inspections have
been classified in 15 different fields:

a) Update license
b) Update radioactive material inventory
c) Radiation protection measurement devices (calibration, verification, adequacy)
d) Radiation workers (training, medical examinations, occupational exposures records)
e) Records (workplace monitoring, maintenance)
f) Radiation emitting device (labelling, accessories)
g) Installation (safety systems, shield)
h) Emergency preparedness
i) Radiation protection officer designation
j) Waste management (segregation, collection, labelling, storage conditions)
k) Update dosimetric reports
1) Update legal person designation
m) Radiation protection procedures (correctness, adequacy)
n) License conditions
o) Protection devices
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The results for each practice are shown in the following figures:
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Radiation Safety Infrastructure
The availability of appropriate and effective technical services to both the users of radiation
sources and the regulatory authority has played a key role in the regulatory programme for
radiation safety in our country. It has allowed the Regulatory authority to conduct sound
evaluations and verification of compliance of radiation protection requirements, particularly in
such areas as suitability, adequacy and operational performance of radiation protection
equipment, occupational exposure records, safe management and storage of radioactive waste,
radiation protection training and leakage tests for sealed sources.

CONCLUSIONS

During the past 10 years, the radiation safety regulatory infrastructure in Cuba has been subject
to a continuous process of strengthening and updating of its main components (legislation,
regulation, staffing and training), as result of a Government decision to support the safe use of
nuclear techniques in different fields of our socioeconomic development, and has made the
necessary co-ordination and co-operation more effective between the regulatory authority and
other governmental organizations [2]. International co-operation has greatly contributed to the
development of the professional skills of our staff, who are strongly committed and exhibit
great stability and an average experience of more than 10 years.

The accumulated experience of our system of regulatory control (notification, authorization,
inspection and enforcement) has enabled us to contribute with our expertise to strengthen the
regulatory programme in other countries of our region which are in early stages of
implementation.
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