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  Definition of Clinical Audit  

•A “clinical audit”  is a general concept that can be 
applied to any medical practice.

•“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"
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             European Atomic Energy Community 
    (EURATOM)

Referred to Article 31 of the Treaty,  the EC gave out  Directive 97/43/EURATOM  in June 
1997 to establish uniform standarts to protect  the health of individuals  against dangers of  
ionizing radiation  
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The most Recent Standarts  for Radiation 
   Protection

• For the workers and the members of public:

– Council Directive 96/29/EURATOM  (13 May 1996)

• For patients and other individuals submitted to 
medical exposure:

– Council Directive 97/43/EURATOM  (30 June 1997)
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       Directive 97/43/Euratom 

requirements for clinical audit of medical radiological 
procedures 

(diagnostic radiology, nuclear medicine and radiotherapy)

 
which shall be carried out in accordance with national procedures. 

     Clinical audit in MED Directive, Article 6.4
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 Where to find 97/43/Euratom?

• Title:

« Council Directive on health protection against the dangers of ionizing 
radiation in relation to medical exposure »

• http://ec.europa.eu/energy/nuclear/radioprotection/doc/legislation/9743_en.pdf
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Council Directive 97/43 EURATOM
 Art. 1-16

• Purpose and Scope
• Definitions
• Justification
• Optimization
• Responsibilities
• Procedures
• Training
• Equipment
• Special Practices
• Special Protection during 

pregnancy and breastfeeding
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•Potential Exposure

• Estimates of population doses

• Inspection

• Transposition into  member 
state low

• Repeal

• This directive is adressed to the 
            member  states.
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The basis of Clinical Audit:
Council Directive 97/43 EURATOM 

« Council Directive on health protection against the dangers of ionizing 
radiation in relation to medical exposure »
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The first comprehensive review of 
the implementation of clinical audit 

(http://www.clinicalaudit.net/img/Proceedings2003.pdf). 

Supported by the European Commission

From 24 to 27 May 2003
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     EC Guidelines

• To provide guidance on clinical audit in order to improve implementation 
of Article 6.4 of Council Directive 97/43/ EURATOM. 

• http://ec.europa.eu/energy/nuclear/radiation_protection/doc/publication/
159.pdf
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  Aim of Clinical Audit 

To improve
Quality of care

Outcome of patient

How?
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through structured review 

examined against

RADIOLOGICAL 
practices, procedures, 

and results 

agreed standards for 
good medical 

RADIOLOGICAL 
procedures
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Clinical 
audit 

should
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shouldBe a multi-
disciplinary, multi-

professional 
activity.
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Clinical 
audit 

should 
NOT be

Quality 
system 
audit

Research

Accredi-
tation 

activity

Regula-
tory 

activity
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In defining the aims and objectives 

Clinical audits should 
supplement 

rather than duplicate 
other activities of quality assessment 

(e.g. accreditations (ISO 9001) or regulatory 
inspections).
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The Objectives of Clinical Audit

• Improve the quality of patient care
• Promote the effective usage of resources
• Improve the organization of the  clinical  services
• Further professional education and training in 

healthcare team
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Internal or External Clinical audit ?

Clinical audit should combine 
both internal and external assessments 
in order to achieve optimal outcomes. 
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The detailed objectives of clinical audit 
should be defined related to the 
standards of good practices:

The objectives should be based on:
• any legal requirements on the audit programs, 
• on any recommendations on priority areas (by national coordinating 

organization or health professional and/or scientific societies when 
available).

Internal audit

External audit

The management of the 
Department set the objectives

The Auditing Organization and 
the Department set the objectives 

in agreement
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Clinical audit aims at continuous 
improvement of the medical practices

Clinical audits should be carried out regularly and it should be ensured that the 
audit cycle is completed by closing the loop and the proposed changes effected. 
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About re-audits...
• Clinical audits should be carried out regularly and it 

should be ensured that the audit cycle is completed 
by closing the loop and the proposed changes 
effected

• Further audit assesses whether the improvements 
introduced have had the desired effect. 

• The need for a re-audit can be dictated by how well 
the observed practice complies with the criteria of 
good practice. 
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Benefits to the health care system:

 
• improvement of the  quality of practice ,

             communication within the institution,
         local standards and adherence to national standards,

• recognition for   quality and awareness of good practices,
                               of outdated practice,

• motivation of staff to increase quality,
• prevention against litigation,
• revealing weak points,
• promoting development of quality systems.
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   Result

• the main beneficiary of enhanced clinical audit should eventually be the patient.
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• By comparing the practice of the service against the standards of 
good practice, clinical audits can inform
–  the staff of the health care service 
– all other stakeholders 

 about the essential elements of quality and the weak points of the 
overall clinical service. 

• The audits:
– indicate the areas for improvement and 
– provide reassurance on 

• safety  
• efficacy
to create an environment of continuous development.

Take home messages:
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