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Irelands Current Regulatory Framework 

 Radiological Protection Act, 1991

 Licensing system

 Appointment of inspectors

 Offences & enforcement powers

 Regulate all users of ionising radiation 

 To ensure safety of workers and members of the public

 Authorisation (Licensing), Inspection, Enforcement and Guidance

 Currently one size fits all model 

 All users of a radiation in Ireland require a Licence 



Who do we regulate?

1740 Licensees

Dentists 
(972)

Vets (302)

Medical 
(142)

Industrial 
(260)

Education (15) Dsitributors (49)
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How do the new Regulations 

differ?

Radiation safety 

requirements

Justification strengthened

Strengthened requirements on non-medical 

human imaging

Eye dose

Disposal of unsealed sources

Training requirements

Radon (Evolution rather than revolution)

System of Regulation 2 Regulators

Graded authorisation

Further consolidation of the risk based approach

Responsibilities of RPA, RPO, MPE, undertaking, 

etc.

(Relatively significant change)



Our changing regulatory context

• New regulatory will be take over responsibility patient protection 

regulation.

• Old licensing health care paradigm: undertaking owns & 

operates equipment, employs own staff and often employs its 

own RPA.  Now we are seeing greater range and complexity of 

delivery models.

• Accelerating rate of technological change and increasing 

complexity of applications across all sectors.

• Move to towards greater use of centres of excellence and 

increasing specialism. 

• Improving economy is resulting increased activity across all 

sectors.



Regulatory approach - Changes

graded authorization process
license conditions vs code of 

practice

clarity of roles (undertaking, 
RPA and RPO)

justification

focus on practices



What do we mean by a practice 

(examples):

• Dental radiography in a risk assessed clinic.

• Nuclear medicine giving rise to a medical 

exposure in a medical radiological installation.

• Use of sealed sources in industrial process 

control.

• Security screening of baggage, cargo or parcels 

using X-ray within shielded enclosure.



Developing Graded Authorisation – New Regulations



A more graded approach to regulation in place 

based on the risk associated with the use of 

ionising radiation; delivering a more efficient use 

of resources without compromising on safety.

Development of a Proposed 

Model for Graded Authorisation



Some fundamentals

 No compromise to safety or security

 Related to justified practices

 Stakeholder engagement and peer 

review

 Public value



Flow of Decision Criteria For Registration 

Candidates 

IAEA 
Categorisation 
of Sources

Based on Risk

Implement IAEA 
categorisation of 
sources 

IAEA
Regulatory 
Control 

Suggested Criteria 
for Registration  
(IAEA BSS)

Further 
Development

• Analyse Risk  
associated with 
the practice

• Apply 
Regulatory 
Experience

• Identification of 
the practices 
that are  suitable 
for registration 



Refer to IAEA

 Does the facility or equipment design ensure safety?

 Are operating procedures simple to follow?

 Are safety training requirements minimal?

 Is there a history of few problems with safety in 

operation?

 Is safety largely/significantly independent of human 

activity?

 What are the security considerations?

 What is the likelihood and possible consequences of, 

and the level of risk associated with, a loss of control.



Risk analysis for the practice

Could the application be addressed in generic risk assessment?

 Identify the risks associated with the practice – e.g security screening X-ray 

units 

Then ask the following:

 Who are the groups exposed to radiation?

 Magnitude and likelihood of exposures;

 Control measures in place to minimise risk (room design, training, PPE, 

etc)

 Possibility and probability of accidental exposures

 Availability of Standard Radiation Safety procedures/Regulatory 

Decisions/other guidance

 Historical data and personnel dosimetry if available

 Effectiveness of regulatory control (does more stringent regulatory control 

reduce exposures further or improve safety of installations).



Implementing Graded Authorisation – New Regulations



Authorisation

• The Regulations introduce two forms of authorisation:

 registration and licensing

• The Regulations list practices, which must be licensed (nuclear 

medicine, incorporation in consumer products, HASS, etc.) 

• For other practices the decision on registration or licensing rests 

with the regulatory authority (EPA) 

 can be changed relatively easily based on experience, 

advances in technology, etc.

• The EPA will publish on its website lists of justified practices which 

are subject to registration and licensing.



GAMIS

(Graded Authorisation Management 

Information System)

 LEMA - Licensing Enforcement Management Application 

System Developed within LEMA on EPA IT platform 

 EDEN – Environmental Data Exchange Network 

EPA Web Portal – interface with licensees, applicants   

for online interaction

Primary communication tool with licensees 

 CRM – Customer Relation Management

ORP Interface for processing licensing functions, 

managing inspections 



On-line services, two perspectives

EDEN  

Portal

LEMA /CRM

Platform

Licensees EPA Staff



Online application – Registration  

 Self declaration questions

 No inspector input/sign off 

 Assumption of compliance 

 Onus on applicant to comply 

 Compliance Assurance Methods 

 Sampling – QA of applications

 Questionnaires 

 Inspections where necessary 

Example of  Registered 

Practices:

• Dental Radiography 

• General Radiography 

• Bone Densitometry 



Self Declaration – Registration Only  



Online application – Licensing 

 IT system will direct applicant to licensing 

 Dependent on the practice

 Complete details and submit documentation

 Inspector Review and assessment

 Compliance Assurance Methods 

 Inspections

 Questionnaires 

 Sectoral Analysis 



Licence Application Process –

Information required

 Legal entity & address

 Contact person (CEO/GM)

 Source details and locations

 RPO and RPA details

 Licence fee

 Risk assessment

 Radiation safety procedures

 Shielding requirements

 Emergency plans

 Intervention plans

Safety Assessment (IAEA BSS)





What will a licence/ Registration look like

LXXXX-XX

Name of undertaking
Address 1
Address 2

Schedules

1. Licence conditions

2. Sources

3. RPA/ RPO

4. Sites

LXXXX-XX

Name of undertaking
Address 1
Address 2



Guidance/code of practice

• Move to simplify our current complex licence sets through 

the introduction of a code of practice.

• Aim to provide information necessary for compliance in 

the most simple/ efficient way possible.

• Code of practice sets out the regulator’s view as to what 

constitutes compliance with the regulations.  It is open to 

licensees to comply in some other way so long as they 

can demonstrate compliance. 

• Plan to have 3 codes covering: dental, veterinary and a 

generic code covering all other sectors



Planned structure of code of practice



What Graded Authorisation means for 

Ireland

 Existing regulatory model 1740 licensees 

 Move to approximately 400 licensees 

 Better deployment of resources 

 Regulatory Focus

 Rebalancing of effort 

 Focus on higher risk practices

 For registered practices 

 Reduced administrative burden 

 Streamlined processes 

 Reduced fees

 Strengthened regulatory framework 

 Improved Radiation Safety 


