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HERCA is a voluntary association

32 countries (EU MS + IS, NO, CH, RS) 
56 organisations (RPA + TSO),  
310 nominations 
Observers 
EC, IAEA, OECD/NEA, WHO, US FDA

!HERCA, the Heads of European Radiological protection Competent Authorities, was founded in 2007  

! It is a voluntary association in which the heads of the Radiation Protection Authorities work together in 

order to identify and discuss common interests in significant regulatory issues.
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Introduction

! In 1997, the UK’s National Institute for Health and Clinical Excellence (NICE) published the paper 

“Principles for best practice in clinical audit” and defined clinical audit as: 

! “a quality improvement process that seeks to improve patient care and outcomes through systematic review of 

care against explicit criteria and the implementation of change. Aspects of the structure, process and 

outcomes of care are selected and systematically evaluated  against explicit criteria. Where indicated, 

changes are implemented at an individual, team, or service level and further monitoring is used to confirm 

improvement in healthcare delivery”
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Medical Exposure Directive in 97/43/Euratom:

The Medical Exposure Directive of 1997 introduced clinical audit for the first time, including it within the 

article relating to procedures. 

“The Directive defined clinical audit as 

“a systematic examination or review of medical radiological procedures which seeks to improve the quality and 

the outcome of patient care through structured review whereby radiological practices, procedures and results 

are examined against agreed standards for good medical radiological procedures, with modification of practices 

where indicated and the application of new standards if necessary”
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The definition is consistent in its approach with other definitions of clinical audit, but recognises the 

context of the Directive and is therefore specific to medical radiological procedures 

The Directive included requirements for clinical audit under Article 6, relating to Procedures, and stated 

“clinical audits shall be carried out in accordance with national procedures”
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Medical Exposure Directive in 97/43/Euratom:



The requirement is not prescriptive in itself, but its inclusion in the 

Directive, which had to be be transposed through a legal framework, 

implied that Member States should include some requirement for clinical 

audit in their legislation and regulations relating to radiation protection.
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Introduction of requirements for clinical audit in 97/43/Euratom:



European guidelines on clinical audit for medical radiological practice (RP No.159)
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Lack of understanding within the radiological community on how 

regulatory requirements for clinical audit should be met lead the 

European Commission’s Working party of Medical Exposure under 

the Article 31 Group of Experts to advise that European guidance 

should be developed on implementation of clinical audit of medical 

radiological procedures 

The guidance was published in 2009 
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The report describes: 

• The basic principles and prerequisites of clinical audit 

• The interrelation of clinical audit with other audit systems 

• The Interrelation with regulatory control 

• The practical implementation of clinical audit 

• Generic criteria of good practice 

• Specific audit criteria

European guidelines on clinical audit for medical radiological practice (RP No.159)
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The general objectives of clinical audit should be to: 

1. Improve the quality of patient care 

2. Promote the effective use of resources 

3. Enhance the provision and organisation of clinical services 

4. Further education and training

European guidelines on clinical audit for medical radiological practice (RP No.159)
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Requirements for clinical audit in the EC Basic Safety Standards  
Directive(BSSD) 2013/59/Euratom

• Article 58(e), relating to Procedures, of the BSSD repeats previous requirements 

for clinical audit, making clear that Member States shall ensure the requirements 

are met  

• The definition of clinical audit is largely unchanged from 1997, with only “where 

appropriate” replacing “where indicated” in relation to the modification of practices
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Action week 

European action on the 
inspection of justification in 

radiology

Nov  2016

Main weaknesses identified concerning clinical audit were:  

1 The concept of clinical audit is not fully understood 

2 Lack of national or local procedures for performing clinical audits  

3 Clinical audits are rarely performed in medical imaging  

4 Review of national regulatory frameworks indicated that clinical audits were not fully implemented at a national level

• 17 European countries participated  

• 148 inspections were carried out 

• All inspections were performed according to a 

common inspection template. 

HERCA WGMA initiatives regarding clinical audits



Meetings with ESR, EANM and ESTRO 
  

Discussions on their activities regarding clinical 

audit and their understanding of the differences 

between audit and inspection
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HERCA WGMA initiatives regarding clinical audits

2017 - 2018

HERCA became aware of some lack of understanding within the radiological community on how regulatory 

requirements for clinical audit should be met and what the differences are between clinical audit and inspection.



HERCA WGMA initiatives regarding clinical audits

Oct 2019

HERCA position paper 

« Clinical audit in medical radiological practices » 

Diagnostic radiology, image-guided interventional 
procedures, nuclear medicine and radiotherapy

https://www.herca.org/highlight_item.asp?itemID=16
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HERCA position paper on clinical audit 

• Executive Summary 

• Key messages 

• Introduction and background 

• Definitions of clinical audit and the clinical audit cycle 

• Clinical audit relating to Euratom 

• Clinical audits, other audits and inspections of radiological practices
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• Expectations of radiation protection competent authorities regarding clinical audit 

• Challenges for implementing clinical audit 

• Conclusions 

• References 

• Appendix : National and International initiatives relating to Clinical audit

HERCA position paper on clinical audit 
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Clinical audit

• The intention of Clinical Audit is to improve the outcome of patient care 

• Clinical audit should be systematic and on going 

• There is a role for both internal and external clinical audit 

• Clinical audits should be carried out by individuals with a comprehensive understanding of audit 

technique
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Internal Clinical audit

• Internal clinical audit is to be carried out by the establishment itself at a local level (individual, 

departmental, hospital) on its own initiative and consistent with national requirements 

• The objectives of internal clinical audits should be set by the management of the department, 

hospital
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• Internal clinical audit can also take place with external direction – a system whereby guidance or 

direction is provided from an external body, e.g. national professional society  

• Internal clinical audits can be implemented by nominating auditors from another department of 

the establishment 

• Should this not be possible, the internal audit can be carried out by auditors from the audited 

department in the form of a self-assessment

Internal Clinical audit
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External Clinical audit

• External clinical audit is carried out by auditors who are external to the establishment to be 

audited. These can be carried out by international, national or regional audit organisations  

• For external audits, the objectives should be agreed between the auditing organisation and 

establishment to be audited 

• Auditors performing external clinical audits should be independent to the audited establishment 

in order to evaluate the practice of their peers without any bias
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Other types of audits

• Dose audits, of staff and patient doses are conducted regularly in most departments 

• Healthcare audits are important in improving aspects of clinical services 

• Regulatory audit verifies compliance with regulations and standards 

• Regulatory audit is helpful to the employer but does not replace the need for inspection
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Inspection

• Defined as “an investigation by or on behalf of any competent authority to verify compliance 
with national legal requirements” 

• Significant differences between clinical audit and inspections 

• Both are required  

• An inspection will result in a pass/failed, mesures need to be taken, outcome 

• Clinical audit will result in recommendations and suggestions for improvement
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Differences between inspection and clinical audit

Inspection Audit

Basis legislation	and	regulation standards		
and		
good	practice

Outcome requirements	and	enforcement recommendations	and	suggestions

Organisation	 Competent	Authority Undertaking/	peer	review	systems

Teams inspectors	and	advisors professionals

Scope constrained comprehensive
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Expectations of competent authorities regarding clinical audit

• Inspection must address whether clinical audit is being carried out or not 

• Clinical audit provides an on-going assessment of clinical practice in a way inspection cannot 

• Clinical audit is a continuous process and can demonstrate whether quality and safety are 

embedded within a service 

• Inspection takes place periodically, has a short duration and only focuses on legal compliance 
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• For example, an inspection of justification would  include discussions concerning the process 

itself and responsibilities, while an audit relating to justification might focus on the impact of a 

procedure on patients’ healthcare management and outcome 

• Similarly, inspection of optimisation might include verification that QA programmes, protocols 

and diagnostic reference levels are in place, while an audit might address the impact of reducing 

exposure factors on resulting diagnostic accuracy and subsequent patient management 
   

Expectations of competent authorities regarding clinical audit
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• Clinical audits are not meant to replace inspections as a means of demonstrating regulatory 

compliance.  

• HERCA is of the opinion that the two processes, clinical audit and inspection, are complementary 

and that whatever form of clinical audit is in place, its primary role is to ensure improvements in the 

quality and outcome of patient care

Expectations of competent authorities regarding clinical audit
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• When conducted on a national scale clinical audit may provide a mechanism for transfer of 

best practice between institutions, as well as the setting of higher and more appropriate 

standards 

• Clinical audit can demonstrate cooperation between professional groups which is a key 

element of optimisation and therefore of interest to the regulator

Expectations of competent authorities regarding clinical audit
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• HERCA is of the opinion that it is the responsibility of those who carry out clinical audit to bring 

non-compliance with radiation protection principles and specific regulatory requirements to the 

attention of the audited organisation/undertaking.  

• It is the undertaking’s responsibility to carry out corrective measures. 

Expectations of competent authorities regarding clinical audit
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Challenges for implementing clinical audit

• HERCA  is of the opinion that for clinical audit to be implemented financial and human resources 

need to be made available and particularly education and training of auditors needs to be put in 

place. 

• The establishment of a national auditing organisation that will coordinate and develop clinical audit 

could be a good solution for clinical audit implementation
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Conclusion

Clinical audit is a requirement of the BSSD 2013/59/Euratom and has to be transposed into national 

legislation and implemented in the European Union. It is an excellent tool for improving the quality of 

healthcare and has to be undertaken by the undertaking or a peer review system
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Thank you for your attention 

For further information see 
www.herca.org  

http://www.herca.org/

