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Service Type, complexity and type of radiological risk
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Complexity of the service

Radiotherapy
Nuclear medicine

Interventional radiology

Computed tomography

General X-ray é"

Dental

Typical radiation dose
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Comforters, Research Workers & The Public

(
\
)

Health Information & Environmental Protection

Quality Authority Agency

STATUTORY INSTRUMENTS.

S.I. No. 256 of 2018

EUROPEAN UNION (BASIC SAFETY STANDARDS FOR
PROTECTION AGAINST DANGERS ARISING FROM MEDICAL
EXPOSURE TO IONISING RADIATION) REGULATIONS 2018

European Union (Basic Safety Standards for Protection Against Dangers
Arising from Medical Exposure to lonising Radiation)

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 Minister.

S.l. No. 528 of 2022 ‘

An undertaking shall ensure that
clinical audits ey
are carried out in accordance with

STATUTORY INSTRUMENTS.

S1 No.5280f 2022

national procedures established by the Authority.
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Definition- EU Council Directive 2013/59/Euratom

"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.
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Recent Guidance
— Dentistry
— Radiology
— Nuclear Medicine
— Radiotherapy
— Nursing and Midwifery

Oral Health Services
lonising Radiation
Protection Policy Part Al

Oral Health Services

lonising Radiation

Protection Management and
Everyday Practice Guideline Part A2
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Comprehensive Clinical Audits
of Diagnostic Radiology
Practices: A Tool for Quality
Improvement

ity Assurance Audit for Diagnostic Radiology
Improvement and Learning (QUAADRIL)
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— Dentistry
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National Quality
Assurance Framework
for Radiation
Oncology in Ireland
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Recent Guidance
— Dentistry
— Radiology
— Nuclear Medicine
— Radiotherapy
— Nursing and Midwifery

PROFESSIONAL
STANDARDS

NURSING

Nurses Undertaking the
Practical Aspects of Dual
Energy X-Ray Absorptiometry
(DXA) Scanning for Adults
Standards and Requirements
for Education Programmes

cal Audit Guidance Toolkit
for
fe Referrers of Radiological Procedures

ursing and Midwifery Services Director
Health Service Executive

February 2022

A

Changing practice to support service delivery

ol Office of the
I— = (M Nursing & Midwifery
I Services Director



N\ Health

w Information
and Quality

Scoping and Literature Review { Authorty

agus Cdalliocht Slainte

National Centre
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MNational Quality and Patient
Safety Directorate
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HSE National Centre for Clinical Audit

Clinical Audit

A Practical Guide 2023

Best practice in clinical audit

Clinical Audit

A Manual for Lay Members
of the Clinical Audit Team

HSE National Centre for Clinical Audit




Stages of stakeholder engagement

\\\\‘ Health

\\\‘ Information
\" and Quality
‘; Authorlty

An tUdaras Um Fh
aqus CI chit Slai

1. Scoping consultation

m| |-

2. Focused consultation

3. Public consultation




N\ Health

‘\“\ Information
#\ and Quality

Scoping consultation f Authorty

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
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Principles for clinical audit
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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?

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



N\ Health
Information
% and Quality
i Authority

Public consultation

agus Cailiocht Slainte

\\,\\\‘\' Health Public consultation on
Wi Information

“‘!: and Qufality
i Authority

national procedures for clinical audit of
radiological procedures involving
medical exposure to ionising radiation

NN/

HIQA is responsible for regulating
medical exposure to ionising radiation in Ireland
in services including hospitals, medical imaging centres and dental practices.

Medical exposure to ionising radiation is when radiation is used...

@ 6 O ©

for assessment, in the diagnosis as a treatment for
such as at your process, such such as medical
dentist. as an X-ray. radiotherapy for research
cancer

HIQA's function has increased to
establish national procedures for
clinical audit of medical radiological

Clinical audit is a tool used
for quality improvement
and is an essential part of
procedures. \ making sure you receive

good care and service.
This means that undertakings
(providers of the services) must
ensure compliance with the
national procedures for clinical audit.

Clinical audit means that people can {3 Benefits of clinical audit include:
expect a service which has safe ¢.":}g\ « improved care and services,
==l
N

procedures and treatment and is [ 3 \ better use of resources
focused on improvement. \: i |I\": « promote learning.
g

HIQA wants to hear the views of the Irish public.

Please provide feedback by Monday, 31 July 2023 at www.higa.ie.

s 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?
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National procedures for clinical audit
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November 2023

In Ireland, HIQA is responsible for regulating medical
exposure to ionising radiation in services including
hospitals, medical imaging centres and dental practices.

The national procedures
provides:
1.essential criteria for audit
2.examples of audit topics for

HIQA's function has
increased to establish
national procedures for
clinical audit of medical

X N h setting
radiological procedures and <l
s 3.links to literature and
will monitor compliance
resources

LU LA B 4.templates and checklists.

Clinical audit is a tool used
for quality improvement
and is an essential part of
making sure you receive
good care and service.

This means that
undertakings
(providers of the
services) are
responsible for
ensuring
compliance with
the national
procedures for
clinical audit.

nt,
at your
dentist.
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National procedures for clinical audit
of radiological procedures involving
medical exposure to ionising radiation

November 2023

Safer Better Care

Health
Information
and Quality
Authority

An tUdaras Um Fhaisnéis

agus Cailiocht Slainte



Overview

National procedures for
clinical audit of
radiological procedures
Involving medical exposure
to ionising radiation
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Improve
care
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learning
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Principles of clinical audit
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Clinical audit — patients and people
using the service

\\\\\‘ Health

‘3\\:‘ Information
\" and Quality
‘; Authorlty

An tUdaras Um Fhai
q,CI ocht Slainte

Patients and people who use the service can expect a service that:
is focused on continually improving its safety and quality

ensures the most appropriate procedures and treatments involving
medical exposures are delivered safely to each person using the
service.
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Staff can expect that the service in which they work:
helps them to understand the role of local clinical audit

encourages them to actively participate in clinical audit and foster a
culture of regular quality assurance and continual improvement
encourages them to implement recommendations from clinical audit
findings to improve quality and safety in the services they provide.
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Undertakings:
should have a clinical audit strategy in place

can use clinical audit to improve the quality and safety of patient care
and services

can use the findings of clinical audit to provide assurances of the
quality and safety of patient care and services they provide

can make this document available to all staff involved in medical
radiological procedures so that they are aware of their role in relation

to clinical audit.
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Structure

Process

Outcome
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Clinical audit Strategy

____Pprinciples | What does this mean?
Who is responsible?

Assurance, Oversight, Resources

Communication, Teamwork Who does it?

What should be done?

When should it be done?

Focus, coverage

Tools, action How will it be done?



Clinical audit Strategy

Complexity of the service

Radiotherapy
Nuclear medicine

Interventional radiology

Computed tomography

General X-ray St

Dental

Typical radiation dose

" Health
" Information

and Quality
Authority

An tUdaras Um Fhaisnéis
agus Cailiocht Slainte



Overview of the clinical audit cycle
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Stage 5:
Sustaining
improvements

Stage 4.
Im Do I ng
practice

Stage 1:
Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 3:
Measuring
performance




Clinical audit checklist

Stage 1: Plan for audit

Complete?

Choose a topic

Involve interested parties and stakeholders

Audit template

Stage 2: Select standard and criteria

Complete?

Identify standard

Identify criteria

Set targets

Stage 3F: Measure perfornmance

Complete?

Collect data

Analyse data

Presant data

Stage 4: Make Improvements

Complete?

Agree actons

Agree responsibilities for action

Stage 5: Sustain Improvements

Complete?

Encourage learning

Monitor progress (of recommendations and actions)

Monitor improvement (for example, re-audit)
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Stage 1:
Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 5:
Sustaining
improvements

Stage 4: Stage 3:
Improving Measuring
practice performance



Documenting the clinical audit cycle —

audit report form
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Stage 5:
Sustaining
improvements

Stage 4:
Improving
practice

age 1:

Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 3:
Measuring
performance

Audit topic and title:

Department or speciality:

Date of report: Date topic was last audited
(if applicable):

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance
percentage to be achieved.

Methodology:

Data or information to be collected e.g. populaticn, sample size, time period, tool
used.

Results:

Measured data.

Findings and conclusion:
Was the target achieved?
Services may wish to risk rate findings to help prioritise actions.

Recommendation(s): Timing for re-

Actions to be taken if target not met audit:




Documenting
the clinical
audit cycle

Audit topic and title:

Department or speciality:

Date topic was last audited
(if applicable):

Date of report:

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance
percentage to be achieved.

Methodology:

Data or information to be collected e.g. population, sample size, time period, tool
used.

Results:

Measured data.

Findings and conclusion:
Was the target achieved?

Services may wish to risk rate findings to help prioritise actions.

Timing for re-
audit:

Recommendation(s):

Actions to be taken if target not met
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Stage 1:
Planning for

clinical audit

Stage 1:
Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 5:

Sustaining
improvements

Stage 4:
Improving
practice



Documenting

the clinical
audit cycle

Audit topic and title:

Department or speciality:

Date topic was last audited
(if applicable):

Date of report:

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance
percentage to be achieved.

Methodology:

Data or information to be collected e.g. population, sample size, time period, tool
used.

Results:

Measured data.

Findings and conclusion:

Was the target achieved?

Services may wish to risk rate findings to help prioritise actions.

Timing for re-
audit:

Recommendation(s):

Actions to be taken if target not met
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Stage 2:
Standard and

criteria
selection

Stage 5:
Sustaining
improvements

Standard and
criteria
selection

Measuring
performance




Documenting

the clinical
audit cycle

Audit topic and title:

Department or speciality:

Date topic was last audited
(if applicable):

Date of report:

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance
percentage to be achieved.

Methodology:

Data or information to be collected e.g. population, sample size, time period, tool
used.

Results:

Measured data.

Findings and conclusion:

Was the target achieved?

Services may wish to risk rate findings to help prioritise actions.

Timing for re-
audit:

Recommendation(s):

Actions to be taken if target not met
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Measuring
performance

Stage 5:
Sustaining
improvements

Standard and
criteria
selection

Stage 3:
Measuring
performance




Documenting
the clinical
audit cycle

Audit topic and title:

Department or speciality:

Date of report:

Date topic was last audited
(if applicable):

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance

percentage to be achieved.

Methodology:

Data or information to be collected e.g. population, sample size, time period, tool

used.

Results:

Measured data.

Findings and conclusion:

Was the target achieved?

Services may wish to risk rate findings to help prioritise actions.

Recommendation(s):

Actions to be taken if target not met

iming for re-
udit:
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Improving

practice

Stage 1:
Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 5:

Sustaining
improvements

Stage 4:
Improving
practice



Documenting

the clinical
audit cycle

Audit topic and title:

Department or speciality:

Date topic was last audited
(if applicable):

Date of report:

Audit lead (co-ordinator):

Key interested parties and stakeholders:

Aim and objectives:

Reason for the audit.

Standard and target:

Standard for comparison, include reference document, target or compliance
percentage to be achieved.

Methodology:

Data or information to be collected e.g. population, sample size, time period, tool
used.

Results:

Measured data.

Findings and conclusion:

Was the target achieved?

Services may wish to risk rate findings to help prioritise actions.

Timing for re-
audit:

Recommendation(s):

Actions to be taken if target not met
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Stage 5:

Sustaining
improvements

Stage 1:
Planning for
clinical audit

Stage 2:
Standard and
criteria
selection

Stage 5:

Sustaining
improvements
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National procedures for clinical audit
of radiological procedures involving
medical exposure to ionising radiation

November 2023

Safer Better Care

Appendix

Number
Appendix 6 Dental

Appendix 7 Radiology
(diagnostic and interventional)

Appendix 8 Nuclear Medicine
(diagnostic and therapy)

Appendix 9 Radiotherapy



Assessing Compliance
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Judgment descriptors
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= 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.
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Monitoring and Regulation
of Healthcare Services

Guidance on the assessment of
compliance in undertakings
providing medical exposure to
ionising radiation

Updated November 2023

Safer Better Care

Complexity of the service

Nuclear medicine

Interventional radiology

Computed tomography _
General X-ray

Dental

Typical radiation dose

Radiotherapy

Monitoring and Regulation
of Healthcare Services

3 Information
% and Quality
{ Authority
An tdards Um Fhaisnéis
aqus Catiocht Slainte

Assessment-judgment
framework for undertakings

providing medical exposure

to ionising radiation

Updated November 2023

Safer Better Care
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Regulation 13 (4)

An undertaking shall ensure that
clinical audits
are carried out in accordance with
national procedures established by the Authority.
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Assessment-judgment framework for undertakings providing medical exposure to ionising radiation ¥ Information
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Dimension: Safe delivery of medical exposures Morstoting =nd Reguiation

Regulation Procedures

13 Assessment-judgment
framework for undertakings
Line of 1. Has the undertaking established written protocols for every providing medical exposure
enquiry type of standard medical radiological procedure for each type of to ionising radiation
equipment for relevant categories of patients? Updated November 2023

2. Has the undertaking ensured that information relating to
patient exposure forms part of the report of the medical
radiological procedure?

3. Has the undertaking ensured that referral guidelines for medical
imaging, taking into account the radiation doses, are available
to referrers?

. Has the undertaking ensured that clinical audits are carried out

in line with national procedures established by HIQA?

Safer Better Care
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Assessing compliance
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Examples of information and evidence for Regulation 13 -
% Information
Through review of documents pre-inspection or during on-site inspection activity '\' ;’:;{,3;:;';‘\'
Inspectors may review: Monitoring and Regultion
» local policies, procedures and guidelines for carrying out clinical audits which are of Heskixcars Service
Guidance on the assessment of

in line with national procedures
compliance in undertakings

results and reports of clinical audits relevant to medical exposures. T :
providing medical exposure to
ionising radiation

Updated November 2023

Through communication

Inspectors may communicate with the undertaking and or staff in the facility:

» to establish the systems in place to complete clinical audits

» regarding the procedures used to carry out clinical audits.

Through observation

Inspectors will observe:
Safer Better Care

= if clinical audit results and learning are available to staff.
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Is there a Clinical Audit Strategy?

Complexity of the service

Radiotherapy
Nuclear medicine
Interventional radioclogy
Computed tomography

General X-ray ~&-
il

Dental - ss?\

Typical radiation dose

Coverage

Assurance
Oversight

. . Communication
Principles of

clinical audit

Resources

Teamwork
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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
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Monitoring and Regulation
of Healthcare Services

Guidance on the assessment of
compliance in undertakings
providing medical exposure to
ionising radiation

Updated November 2023

Monitoring and Regulation
of Healthcare Services
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Monitoring and Regulation
of Healthcare Services

A guide to the inspection of medical
services providing medical exposure
to ionising radiation

Updated September 2023

National procedures for clinical audit
of radiological procedures involving
medical exposure to ionising radiation

Safer Better Care
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Monitoring and Regulation
of Healthcare Services

Assessment-judgment
framework for undertakings
providing medical exposure
to ionising radiation

Updated November 2023

Safer Better Care

November 2023
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Monitoring and Regulation
of Healthcare Services

A guide to the inspection of dental
services providing medical exposure
to ionising radiation

Updated September 2023
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HIQA is an independent authority that exists to improve health
and social care services for the people of Ireland.

"N\ Health

Areas we work in Reports & Publications About Us Get in touch Guidance for Providers

Acute and Community Children's Services Disability Services Older People's Services lonising Radiation
Healthcare Services

News  [B InspectionReports ) FindaCentre @} Iish -] Loginto Provider Portal
W Information
\"“ and Quality

/ Au(horlty Areas we work in ~ Reports & Publications About Us Get in touch Guidance for Providers

onising Radiation

lonising Radiation X Reader View: Off

Acute and Community Healthcare

Services From 8 January 2019, the EU Council Directive 2013/59/Euratom, which sets basic safety standards
for protection arising from exposure to ionising radiation, has been transposed into Irish law. This

Children's Services legislation has designated HIQA as the independent competent authority for medical exposures.

Disability Services

Older People’s Services
Standards and Quality

Health Information

Health Technology Assessment

ing Radi

0.0 © 0

Health Information Health Technology COVID-19 Publications Standards and Quality
Assessment

Justification of practices Watch on (3 YouTube

Regulation of Medical Exposure

Database of Statutory
Notifications

National Care Experience
Programme

Find a Centre
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Thank

Dr. Agnella Craig,

Regional Manager,
Medical Exposures to lonising Radiation,

Healthcare Regulation Directorate
Health Information and Quality Authority

Healthcare Regulation

you!

Danielle Bracken,

Inspector of Healthcare Services,
Healthcare Regulation Directorate
Health Information and Quality Authority

radiationprotection@hiqga.ie
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