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Legislative basis

EU Directive
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Regulatory function
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Service Type, complexity and type of radiological risk



Competent authority functions

 Dose constraints for carers and comforters

 Criteria for acceptability of equipment

 Establishment and review of national DRLs

 Population dose estimation from medical exposures

 Receipt and risk rating of all accidental or unintended 

exposures 

 Report on lessons learned from significant accidental or 

unintended exposures



Legislative basis

An undertaking shall ensure that 

clinical audits 

are carried out in accordance with 

national procedures established by the Minister.

European Union (Basic Safety Standards for Protection Against Dangers 

Arising from Medical Exposure to Ionising Radiation)

An undertaking shall ensure that 

clinical audits 

are carried out in accordance with 

national procedures established by the Authority.

S.I. No. 528 of 2022 

Regulation 13(4) of the principal regulations

An undertaking shall ensure that 

clinical audits 

are carried out in accordance with 

national procedures established by the Authority.



Clinical Audit
Developing national procedures



Clinical Audit

"clinical audit" means 

a systematic examination or review of medical radiological procedures 

which seeks to improve the quality and outcome of patient care 

through structured review, whereby 

medical radiological practices, procedures and results 

are examined against agreed standards for good medical radiological 

procedures, 

with modification of practices, where appropriate, 

and the application of new standards if necessary. 

Definition- EU Council Directive 2013/59/Euratom



Project overview

Scoping and 
literature 
review

Develop the 
national 
procedures

Publish the 
procedures

Update the 
regulatory 
guidance

Assess 
compliance



Scoping and Literature Review 

EU commission 

guidance No. 159
Guideline on Clinical Audit 

for Medical Radiological Practices 

Diagnostic radiology, 

Nuclear medicine and 

Radiotherapy

2009

EU commission 

guidance No. 198
Current Status and 

Recommendations for Improving 

Uptake and Implementation of 

Clinical Audit of Medical 

Radiological Procedures 

2023



Recent Guidance

– Dentistry

– Radiology

– Nuclear Medicine

– Radiotherapy

– Nursing and Midwifery

Scoping and Literature Review 
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Scoping and Literature Review 



Stages of stakeholder engagement



Regulatory bodies and professional bodies 

• Interpretation of Clinical audit relating to medical 
radiological procedures

• Types of clinical audit activity currently in place

• How clinical audit affects the professions/members

Scoping consultation





Principles for clinical audit



• Are the principles and essential criteria for clinical audit clear?

• Are the sample templates useful?

• Are appendices clear?

• Are there additional resources that would be useful to add?

• Is it clear what undertakings need to have in place to be in 
compliance?

Focused consultation



Public consultation

Is it clear in this document what 
undertakings (providers) need to have in 
place to be compliant with the requirements 
for clinical audit in the regulations?

Is the framework (principles and essential 
criteria) understandable and clear?



Publication



Overview
National procedures for 

clinical audit of 

radiological procedures

involving medical exposure 

to ionising radiation



Benefits of clinical audit



Principles of clinical audit



Clinical audit – patients and people 

using the service



Clinical audit - staff



Clinical audit - undertakings



Relationship between the

clinical audit strategy, the schedule and the topics

Structure

Process

Outcome



Clinical audit Strategy 

Principles What does this mean?
Assurance, Oversight, Resources Who is responsible?

Communication, Teamwork Who does it?

Focus, coverage What should be done?

When should it be done?

Tools, action How will it be done?



Clinical audit Strategy 



Overview of the clinical audit cycle



Clinical audit checklist



Documenting the clinical audit cycle –

audit report form



Documenting 

the clinical 

audit cycle



Documenting 

the clinical 

audit cycle



Documenting 

the clinical 

audit cycle



Documenting 

the clinical 

audit cycle



Documenting 

the clinical 

audit cycle



Appendix
Number

Setting

Appendix 6 Dental

Appendix 7 Radiology 
(diagnostic and interventional)

Appendix 8 Nuclear Medicine 
(diagnostic and therapy)

Appendix 9 Radiotherapy

Resources - appendices



Assessing Compliance



How do inspectors assess compliance?

Read Hear

Observe

Evidence

Judgment
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Judgment descriptors

Judgment

Compliant: a judgment of compliant 

means their is full compliance with 

the relevant regulation. 

Substantially compliant: a judgment 

of substantially compliant means the 

requirements of the regulation have 

generally been met but some action is 

required to become fully compliant. 

Not compliant: a judgment of not 

compliant means the undertaking 

or relevant person has not 

complied with a regulation and 

that considerable action is 

required to come into compliance. 



Judgments



Regulation 13 (4)

Assessing compliance

An undertaking shall ensure that 

clinical audits 

are carried out in accordance with 

national procedures established by the Authority.



Assessing compliance



Assessing compliance



Assessing compliance

Is there a Clinical Audit Strategy?



In summary

 European Union (Basic safety standards for protection against dangers arising from medical 

exposure to ionising radiation) Regulations 2018 and associated ammendments

 HIQA’s remit across a range of regulatory and competent authority functions

 Remit expanded in October 2022

 Responsibility for establishing national procedures in clinical audit 

 Developed national procedures in consultation with key stakeholders 

 Supporting guidance documentation

 Assess undertakings level of compliance







Thank you! 

Dr. Agnella Craig, 

Regional Manager, 

Medical Exposures to Ionising Radiation,

Healthcare Regulation Directorate

Health Information and Quality Authority

Danielle Bracken, 

Inspector of Healthcare Services,

Healthcare Regulation Directorate

Health Information and Quality Authority

Healthcare Regulation                         radiationprotection@hiqa.ie
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