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Learning objectives
The principal objective of the study is to propose solutions to the problems particular to
Radiological practice, identified in the policy document, The Irish National Consent Policy
(NCP).

This could then be utilised, for the generation of a comprehensive and cohesive consent
policy. A single, standardised consent protocol would ensure a harmonised approach
to the consent process for Radiology Departments. The outcomes of this study has
significance for Radiology Departments internationally who currently have little guidance
particular to the consent for procedures which expose individuals to ionizing radiation.
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Background
"Every human being of adult years and sound mind has a right to determine what
shall be done with his own body"- Benjamin Cardozo, former Assossociate justice
of the United States Supreme Court.
"Over himself, over his own body and mind, the individual is sovereign" - Mill, On
Liberty, 1859
The requirement for consent in the medical context has been recognised worldwide
through several international guidelines and normative instruments, it is consistent with
fundamental ethical principles, good practice and is recognised in Irish and International
law [1]. However, particular to radiology, there are many practical, ethical, and medicolegal challenges to the implementation of such a process.
The potential risks from ionising radiation are recognised globally, however, the principle
of consent particular to ionising radiation is debated and ill defined [2,3]. Informed consent
for radiation and its possible associated risks has not been examined in great detail in
medical literature [4].
The IAEA [5] recommend that relevant information concerning radiological risks should be
developed and provided to patients in order to facilitate obtaining their informed consent
before the use of any particular procedure involving radiation exposure.
There is clearly a lack of clarity surrounding the issue of consent particular to risks
associated with ionising radiation. Therefore a structured analysis of these problems with
a view to providing solutions is a topic worth exploring.
The Irish Health Service Executive (HSE) acknowledges that the issue of consent to
examination and treatment in health and social care is "highly complex" [6]. The National
Consent Advisory Group (NCAG) was established to review existing policies, guidelines,
national and international evidence of best practice, pertaining to the issues of consent
with a view to proposing a National Consent Policy [7]. From this, the National Consent
Policy [8] was produced in 2013.
The policy highlights that consent is a fundamental ethical principle to respect the service
users right to self-determination. For consent to be deemed valid, the patient must have
received sufficient information, not be acting under duress, and have the capacity to make
the particular decision. In essence the NCP applies the legal and constitutional principles
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relating to consent and highlights that it is unlawful to treat a person without their consent
in circumstances where consent could and should have been obtained.
In relation to radiological practice, the principles of the NCP are easily adapted and
provide valuable guidance such as age of consent and procedures pertaining to
emergency life threatening situations. However, the NCP raises a number of difficulties
that make adherence to the policy difficult in a Radiology context. These issues are
outlined below.
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Fig. 2: National Consent Policy
© NCP (2013) National Consent Policy. National Consent Policy. Quality and Patient
Safety Directorate, Dublin
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Findings and procedure details
The principles of the NCP are easily adapted and provide definite guidance for some
areas of radiological practice such as age of consent and procedures pertaining to
emergency life threatening situations. However, there are a number of areas where
guidance is lacking and this is a common theme from literature reviews.
A comprehensive review of the literature and research relevant to this study was
performed and the author noted several key issues which were frequently identified as
issues of concern, namely:
1.
2.
3.
4.
5.
6.
7.

The lack of professional guidance to consent for Radiology procedures.
Difficulties communicating radiation "risk" to patients.
The timing for provision of risk "information" to patients.
The mechanism for provision of risk "information" to patients.
The type of consent to be sought to ensure its validity.
Appropriate documentation of consent.
Responsibility for the consent process.

The flow/organizational chart in (Fig.3) summarises the barriers to implementing valid
consent for medical imaging. It also highlights the author's proposals to meet each of
these individual challenges.
A standardised radiology consent policy, based on findings from International and
European best practice, professional guidelines and peer-reviewed literature, was
proposed by the author and recommendations included:
• The proposal to initiate a forum (similar to "Image Wisely" in the USA) for Radiology
professionals, referring prescribers and patients, to promote information dissemination,
informed consent and safer radiological practice would be a useful endeavour.
• Communication tools like the "Look-Up-Tables" and "Risk Matrices" (Figs 4, 5 &
6) suggested, would provide verbal and visual assistance for communicating and
understanding ionising radiation risk.
• Information concerning radiation risk, benefit and alternatives, could be disemminated at
initial referral stage using the standardised "look-up-table" and 'risk-matrix" communicatin
tools.
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• Consent could be sought in a two-stage process, the first stage, at referral when the
patient receives information and the second stage prior to the procedure, to confirm
consent.
• Standardised "checkbox" systems (fig.7) and specific consent forms for listed "higher
risk" procedures (fig.8), would both remind the healthcare provider of their duty to seek
consent and fulfill the requirements of the NCP.
• Robust local delegation of responsibilities for Prescribers, Practitioners and
Radiographers , in the short term, until legal/legislative clarity is achieved.
The proposed policy is not intended as a definitive fix, but as a pragmatic workable
solution to the difficulties identified. It fulfills requirements set out by the NCP, thereby
ensuring the validity of the consent process and meeting ethical and legal requirements
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Fig. 3: Outline of proposed consent policy
© - Limerick/IE
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Fig. 4: Look-up table for standard Radiological procedures
© - Limerick/IE
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Fig. 5: "Risk-Matrix"
© - Limerick/IE
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Fig. 6: Look-up Table for "High-Dose" procedures
© - Limerick/IE
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Fig. 7: Stage 1 Documentation (for Prescriber) Stage 2 Documentation (for Radiology
Professional)
© - Limerick/IE
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Fig. 8: Consent form for "Higher dose/Special Cases"
© - Limerick/IE
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Conclusion
As De Paor [9] highlights, the NCP goes a long way to ensuring Irish Radiology
Departments formalise the process of consent, but the policy provides huge challenges
to the radiology community, as it does not provide templates for the documentation or
implementation of the process.
The right to information, the notion of autonomy, and respect for such autonomy
underpins the concept of consent. The ethical rationale behind informed consent and the
need to respect a patients' fundamental right to self#determination is a common thread
running though the literature.
A criticism of the body of works reviewed is the lack of practical guidance available
on informed consent for radiological procedures in Ireland. Whilst the topic has been
broached by Institutions like the MERU, IIRRT, Irish Medical Council and the Faculty of
Radiology, guidelines particular to risks from ionising radiation are sparse.
The study proposes sample guidelines for ensuring valid consent. A guideline however,
is not a rigid constraint on clinical practice but a concept of good practice against which
the need of the individual patient can be considered, [10]. This study does not propose
a panacea, practice and law surrounding informed consent in radiology will remain
problematic. However, the proposed consent protocol has evidence based backing and
its philosophy of quality improvement aims to reduce uncertainty, by closing the gaps
between ideal theory and existing everyday practice.
Active and accurate communication by professionals and patient education in radiology
are important topics that are receiving increasing attention. A Radiographer who
understands why this communication is important, why it is challenging, and is familiar
with the current initiatives is better positioned to serve their patients.
Educating the general public, patients, referring health professionals, radiology
practitioners and fellow Radiographers about the risks and benefits of medical radiation
is an important professional responsibility. The aim of the author has been to design a
consent protocol that can meet these criteria and facilitate adherence to the principles
of the NCP.
Commitment to informed consent is an essential feature of professionalism as it maintains
respect for the self-determination of the patient which is an important point to remember
as Gunderman & Kakarala [11] illustrate:
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"If we treat informed consent as a mere formality, we evince a fundamental lack of respect
for patients as persons. On the other hand, if we not only get a signature on a form
but also have a real conversation with patient that equips them to make well-informed
choices, then we affirm our respect for each patient's freedom and dignity"
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