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HIQA’s legislative basis

EU Directive

National Legislation

Main Scope

Competent Authority

2013/59/EURATOM

SI 256 of 2018 
+ amendments

Patients, Carers, 
Comforters, Research 

Volunteers

Health Information & 
Quality Authority

Health Technology 
Assessment

Healthcare Regulation

SI 30 of 2019 (EPA)

HIQA Directorates



Healthcare Regulation Directorate 

- Inspection

 HIQA’s role as regulator of medical exposure to ionising radiation is to assess 

compliance with European Union (Basic safety standards for protection against 

dangers arising from medical exposure to ionising radiation) Regulations 2018, as 

amended.

 Role in regulating public and private facilities which provide medical exposures to 

ionising radiation

 HIQA take a risk-based and graded approach to regulation across a range of medical 

radiological services.



Healthcare Regulation Directorate 

- Competent Authority Functions

 Regulation 11: Establishment and review of national 

DRLs 

 Regulation 12: Dose constraints for carers and 

comforters 

 Regulation 14: Criteria for acceptability of equipment 

 Regulation 17: Annual report on lessons learned from 

significant accidental or unintended exposure events 

 Regulation 13: Establishing national procedures for 

clinical audit for medical exposures - on-going work

Public consultation for the National procedures for 

clinical audit of medical exposures will commence in the 

coming weeks 
Update: Public consultation commenced 

19 June 2023 and closes 31 July 2023 



HTA Directorate

Level 1: General 
justification of the use of 

ionising radiation in 
medicine 

Level 2: 
Justification for 

a generic 
clinical 

condition 

Level 3: 
Justification of a 

radiological 
procedure for an 
individual patient 

HTA medical exposure to ionising radiation team began 

carrying out generic justification of new practices in 

2023 – outcomes published on website

Regulation 7 Justification of practices

 requires that new types of practices involving medical 

exposure are justified by HIQA in advance of them being 

generally adopted.

Regulation 8(6)

 Publishing guidance on the specific justification of medical 

radiological procedure on an asymptomatic individual, 

performed for the early detection of disease that is not part 

of a health screening programme – on-going work



HIQA website (www.hiqa.ie)



HIQA website



What to expect during 

an inspection



The inspection announcement 

 Inspections can be announced, short-notice 

announced or unannounced

 If announced or short-notice announced, documentation 

will be requested in advance of the on-site inspection

 Inspections are specific to an individual facility and 

undertaking

 Duration on-site will be dependent on the size and scale 

of the activities conducted and findings throughout the 

inspection

 Guidance on what to expect and the inspection process 

has been published and is available at www.hiqa.ie

http://www.hiqa.ie/


During the inspection, inspectors will gather information 

relating to: 

 the systems and processes in place for: 

 the safe delivery of ionising radiation 

 risk management and incident reporting

 communicating with clinical staff about radiation 

protection arrangements 

 access to and use of policies, procedures and guidelines to 

support the safe use of medical exposure to ionising 

radiation 

 monitoring arrangements in place for ionising radiation 

 staff training and sharing of learning relevant to ionising 

radiation delivery. 

Inspectors gather this evidence by talking with staff, visiting 

the clinical areas and reviewing documentation. They may 

also talk with service users.

The inspection day 



Assessment of compliance

Evidence

Observe

HearRead

Compliant: a 

judgment of compliant 

means the 

undertaking or other 

person is in full 

compliance with the 

relevant regulation. 

Substantially compliant: a judgment of 

substantially compliant means that the 

undertaking or other person has generally 

met the requirements of the regulation 

but some action is required to be fully 

compliant. This finding will have a risk 

rating of yellow, which is low risk. 

Not compliant: a judgment of 

not compliant means the 

undertaking or other person has 

not complied with a 

regulation and that 

considerable action is required 

to come into compliance. 

Judgment



Assessment of compliance



Referrers: 

Regulatory 

requirements and 

assessment of 

compliance with the 

regulations 



Assessment of compliance -

Overview

Referrers are mentioned in the following regulations:

 Regulation 4: Referrers

 Regulation 8: Justification of medical exposures

 Regulation 10: Responsibilities 

 Regulation 13: Procedures

 Regulation 16: Special protection during pregnancy and 

breastfeeding

 Regulation 17: Accidental and unintended exposures and 

significant events 



Regulation 4: Referrers
Regulation 4: Referrers

 Sets out what professions can refer a patient to a 

practitioner for a medical radiological procedure

 14(1)(a)…a registered nurse or registered midwife within 

the meaning of the Nurses and Midwives Act 2011 (No. 41 

of 2011) who meets the standards and requirements set 

down from time to time by the nursing and midwifery 

Board of Ireland in relation to the prescribing of medical 

ionising  radiation by nurses or midwives…



Regulation 8 and 10: Justification

Regulation 8: Justification of medical exposures and Regulation 10: 

Responsibilities 

Regulation 8(1): Justification – sufficient net benefit…and…taking into account the 

efficacy, benefits and risks of available alternative techniques having the same objective 

but involving no or less exposure to ionising radiation.

 Regulation 10(3): Justification process of individual medical exposures involves the 

referrer and a practitioner

 Regulation 8(10): Referrals must be in writing, state the reason for requesting 

the particular procedure and accompanied by sufficient medical data to enable 

the practitioner to carry out a justification assessment 

 Regulation 8(12): The referrer and the practitioner should obtain previous 

diagnostic information or medical records relevant to the planned exposure and 

consider there data to avoid unnecessary exposure

 Regulation 8(13): Referrer or the practitioner shall ensure that the patient* is 

provided with adequate information relating to the benefits and risks associated 

with the radiation dose from the medical exposure

Level 3: 
Justification of a 

radiological 
procedure for an 
individual patient 

Level 2: 
Justification for 

a generic 
clinical 

condition 

Level 1: General 
justification of 

the use of 
ionising radiation 

in medicine 



Regulation 17: Accidental and unintended exposures and significant 

events

Ability to identify, record, analyse and minimise the occurrence of an 

accidental and unintended exposure to ionising radiation

 Notification to HIQA within the specified timelines once specific 

thresholds are met – currently 17 categories of significant events

 Arrangements in place to identify incidents involving or potentially 

involving accidental or unintended exposure to ionising radiation 

including, record-keeping and analysis of incidents involving or 

potentially involving accidental or unintended exposure to ionising 

radiation 

 Undertakings shall have arrangements in place to inform the referrer 

… about clinically significant unintended or accidental exposures and 

the results of the analysis

Regulation 17 



Overview of findings 

2022



Ionising radiation regulation 2022

2022 inspection activity

 63 inspections in total 

 24 inspections of dental practices

 Mixture of follow up on self-assessment 

questionnaire findings and routine 

monitoring

 39 were a mixture of public and private 

hospitals (including acute and community), 

private imaging centres and standalone DXA 

units

85%

10%
5%

Levels of compliance with regulations assessed in non-dental 
facilities 2022

Compliant Substantially Compliant Not Compliant



Summary
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Questions?

For ionising radiation regulation queries: 

radiationprotection@hiqa.ie
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