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Frequently asked questions 

What is a medical exposure to ionising radiation? 

A medical exposure to ionising radiation is any procedure involving ionising radiation 

which a patient or asymptomatic* individual undergoes as part of their medical or 

dental diagnosis or treatment, with the aim of benefiting their health. Carers, 

comforters and volunteers in medical or biomedical research can also undergo 

medical exposures to ionising radiation. Medical exposure to ionising radiation can 

also occur in the context of screening whereby individuals who have risk factors for 

certain diseases (for example, due to their age) undergo tests to look for the disease 

before they develop symptoms.   

* Asymptomatic means that there are no symptoms. You are considered asymptomatic if 

you have recently recovered from an illness or condition and no longer have symptoms or if 

you have the illness or condition (such as, high blood pressure), but do not have symptoms 

of it. 

What is justification? 

Justification is a process of demonstrating that there is a sufficient net benefit 

associated with a radiation exposure. This takes into account the efficacy and 

potential benefits of the exposure, the possible risks associated with the exposure 

and any alternatives (for example, other imaging or treatment) which may be 

available. There are three levels of justification: 

 Level One: this considers the use of radiation in medicine in general. This is 

taken for granted for medical exposures since, in general, the net benefit 

outweighs the harms.  

 Level Two: this is undertaken at a population level and considers whether, on 

average, a practice can improve the diagnostic or therapeutic outcome for an 

exposed individual.  

 Level Three: this considers the diagnostic or therapeutic outcome at an 

individual patient level, taking into account the characteristics of the exposed 

individual.  

Justification of a radiation exposure can be done for an individual person (Level 

Three), based on, for example, their symptoms or risk factors, and taking into 

account the risks of the procedure and the possible benefits to that person. The 

relevant practitioner is responsible for justifying an individual radiation exposure. A 

radiation exposure can also be justified at a population level (Level Two) — this 

means that it has been demonstrated that a radiation exposure is justified for a 

group of individuals or a specific medical condition; for example, as part of a 
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treatment protocol. Justification at a population level is known as generic 

justification. HIQA is responsible for generic justification of medical exposures to 

ionising radiation.  

Why is justification needed?  

All medical exposures to ionising radiation carry some risk, although these risks are 

generally considered to be low. It is important that a careful assessment of the 

benefits and risks associated with a medical exposure to ionising radiation is carried 

out before the individual undergoes the exposure — that is, that the exposure is 

justified. 

What practices need to be justified by the Health Information and Quality 

Authority (HIQA)? 

All new practices which involve the medical exposure of individuals to ionising 

radiation need to be justified before the practices are generally adopted in Ireland 

(Level Two, also known as generic justification). New practices are those introduced 

after the implementation of the Statutory Instrument (SI) 256 of 2018, that is, after 

January 2019. 

What about existing practices? 

Practices involving the medical exposure to ionising radiation which were in place 

prior to the implementation of the SI 256 in January 2019 do not need to go through 

the process of generic justification by HIQA. However, according to the legislation 

(SI 256 of 2018), HIQA can review an existing type of practice if new and important 

information comes to light about the efficacy or potential consequences of that 

practice or of an alternative practice.  

What is the legal basis for the HIQA’s role in generic justification?  

SI 256 of 2018 designates HIQA as the competent authority for the generic 

justification of new practices involving medical exposures to ionising radiation. This 

SI implements the European Union Directive 2013/59/EURATOM, also known as the 

‘Basic Safety Standards for Protection Against Dangers Arising from Medical 

Exposure to Ionising Radiation’. 

Which team in HIQA is responsible for processing and evaluating 

applications for generic justification? 

The Evidence Review Team for Medical Exposures to Ionising Radiation, within 

HIQA’s Health Technology Assessment (HTA) Directorate, is responsible for 

processing and evaluating applications for generic justification. 
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How does HIQA carry out the process of generic justification? 

HIQA has adopted a pragmatic, robust and transparent approach to the process of 

generic justification. The process aims to facilitate the timely availability of new 

practices which will be beneficial to members of the public, but also prevent the 

implementation of new practices which may be detrimental. As part of the process of 

generic justification, one or more of kinds of review of the literature will be carried 

out: a rapid review, an evidence review and appraisal, or a full evidence review. The 

type of review required will depend, among other factors, on: 

 the evidence available to support the new practice 

 whether there are changes to the equivalent and or effective dose compared 

with existing practice(s) 

 the potential benefits associated with the new practice 

 the level of risk involved  

 how new the practice is: whether it is a novel practice or a new practice in 

Ireland, but carried out in another country 

 whether safety issues have been identified.  

An independent Medical Exposure to Ionising Radiation (MEIR) Expert Advisory 

Group will support the decision-making process and make a recommendation to 

HIQA. HIQA will then make a decision on whether the practice is generically 

justified. The Evidence Review Team in HIQA is currently finalising the methodology 

for carrying out generic justification, following engagement with key expert 

stakeholders.  

Can I prescribe a radiological procedure on an individual, case-by-case 

basis without generic justification from HIQA? 

Yes. A radiological procedure can be prescribed for an individual patient without 

generic justification from HIQA, provided that the procedure is in compliance with 

the other requirements set out in the SI 256 of 2018. 

What about a new practice that is part of an approved clinical trial? 

Practices involving medical exposures to ionising radiation that are part of a clinical 

trial or a clinical investigation are outside of HIQA’s remit, as such practices falls 

outside of generic justification. However, following the completion of a clinical trial or 

clinical investigation, a practice must go through the process of generic justification 

by HIQA before it is generally adopted.  
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What about a new practice for the purpose of screening? 

Generic justification will be required for any new screening programmes or changes 

to existing national screening programmes (for example, BreastCheck) that involve 

medical exposure to ionising radiation. SI 256 also sets out specific requirements in 

relation to screening of asymptomatic individuals outside national screening 

programmes. In consultation with key stakeholders, HIQA will develop guidelines for 

screening these individuals. 

Can I contact the Evidence Review Team in HIQA with queries? 

Yes. You can email radiationjustification@hiqa.ie or phone us on 01 828 6700. 
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