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Knowledge is the fundamental constituent of self-
determination and knowledge is power. Shifting the 
natural power balance in the healthcare context is 
essential if clinicians are to truly embrace the concept 
of patient autonomy and assist patients in making 
informed decisions about their own healthcare. 

This article attempts to demystify the concept of 
informed consent by examining three fundamental 
points: 

 Consent is a process and not a form. 

 The process of informed consent requires adequate 
allocation of time. 

 The process of informed consent requires 
comprehensive communication. 

IS THE CONSENT FORM THE HOLY GRAIL? 
In clinical negligence claims, where the patient is alleging a 
failure to obtain informed consent, clinical staff frequently will 
produce a signed consent form under the mistaken impression 
that it may be the Holy Grail, representing the entirety of 
consent and therefore an iron-clad defence to the claim. 

In the UK High Court decision of Re T, which concerned an ex-
Jehovah’s witness’ refusal of a lifesaving blood transfusion, Lord 
Donaldson MR was clear about how common law courts view 
consent forms: 

 

 

 

 
  



  

 

 
 It is clear that such forms are designed 

primarily to protect the hospital from legal 
action. They will be wholly ineffective for 
this purpose if the patient is incapable of 
understanding them, they are not explained 
to him and there is no good evidence (apart 
from the patient’s signature) that he had 
that understanding and fully appreciated 
the significance of signing it.  

Re T [1992] 

 
Consent forms, particularly in private hospitals, may 
be pages long, providing detailed information about 
every conceivable risk. Patients will commonly say 
that despite signing this lengthy document, none of 
it was explained to them. In contrast, clinical staff 
tend to assure their solicitor that they discussed this 
lengthy consent form with the patient, spending 
time explaining each risk. Consultation duration is 
now frequently recorded on the electronic record 
system and if this shows that the entire pre-
operative consultation was a matter of minutes, it 
may undermine any assertion that this lengthy 
consent form was explained to the patient in any 
detail. 

On the other hand, some consent forms are brief in 
the extreme and merely state that the ‘patient has 
been warned of the risks’. When litigation ensues, 
such consent forms may be a relatively meaningless 
record of a discussion that the patient may say did 
not take place.  

Some consent forms are completed by a rubber 
stamping exercise where the list of the risks are 
literally stamped on the consent form.  

Experience demonstrates that, unfortunately, 
consent forms which are very lengthy or ‘rubber 
stamping’ consent forms can act as a disincentive to 
clinical staff to record the consent discussion in the 
medical records as clinical staff may argue that the 
information is already recorded on the pro-forma 
consent form. In a litigation claim it will be far more 
credible that a detailed consent discussion actually 
took place if the consent discussion is documented 
separately in the medical records.  

Asking a patient to sign a consent form is not a 
wasted exercise but it is only evidence of ‘part’ of 
the consent process.  

To demonstrate that a consent discussion took place 
we recommend that that there is a contemporaneous 
note of the consent discussion in the medical records 
and/or a follow up letter to the patient/patient’s GP 
setting out what was discussed. Indeed, documenting 
the consent discussion in the medical records is 
recommended by the Royal College of Surgeons in 
Ireland (Paragraph 4.1 (13) Consent: Code of 
Practice for Surgeons [2018]). 

In particular, it is important to document that the 
following was discussed: 

 Risks and benefits of the procedure  

 Risks and benefits of alternative procedures 

 Risks and benefits of no treatment  

 The patient’s decision. 

For any choice to be truly informed, one must be 
aware of the option of being able to forego any 
treatment. Therefore, for consent to be informed, 
patients need to see the whole picture, including the 
history of the natural disease progression. This 
includes the interventional treatment options, but 
also the option of ‘no treatment’. For some patients, 
particularly cancer patients, ‘the cure’ may be far 
worse than the disease and therefore comprehensive 
information sharing, about all treatment options, is 
essential to respect patient autonomy.  

ADEQUATE TIME TO PROVIDE  
INFORMED CONSENT? 
The courts and professional guidance have 
emphasised that it is the responsibility of healthcare 
providers to ensure that adequate importance and 
time is allocated to the consent process. 

What constitutes adequate time for the consent 
process will vary depending on the complexity of the 
procedure and the ability of the patient to 
substantially understand the information provided 
and make an informed decision. Timing cannot be 
prescriptive and some decisions and/or some 
patients may require more than one consent 
consultation. 

In private practice this may mean seeing fewer 
patients and engaging in longer pre-operative 
consultations. In the public sector this is obviously a 
more complicated issue. For example, what is clear 
from Royal College of Surgeons guidance in the UK is 
that if clinicians consider that they do not have 
enough time to consent patients, it is the clinician’s 



  

responsibility to raise this with hospital management 
and try to engender change, a momentous 
responsibility and one that is not easily achieved 
(Paragraph 4.11 ‘Time pressures and consent 
discussions.’ Consent: Supported decision making – a 
good practice guide [2016]).  

Similarly, in Ireland, the Medical Council states that 
medical practitioners have a duty to advocate for 
patients in circumstances where practitioners 
consider that resources are inadequate and affect 
the best interests and safety of patients and this 
duty would certainly be relevant to the consent 
process (Paragraphs 4.5 and 24.1, Guide to 
Professional Conduct and Ethics for Registered 
Medical Practitioners, 8th Ed, 2016).  

The timing of the consent discussion is also of 
paramount importance. 

The Royal College of Surgeons in Ireland recommends 
that surgeons: 

 

 
 provide time for patients… to discuss 

the proposed procedure and provide an 
opportunity for the patient to make a fully 
informed and unhurried decision…  

Paragraph 4.1 (3) Consent: Code of Practice 
for Surgeons [2018] 

 
In the Irish Supreme Court case of Fitzpatrick v Eye 
& Ear Hospital [2008], Kearns J sounded a warning 
about ‘eleventh hour’ consent. The Supreme Court 
strongly indicated that, particularly in cases 
involving elective procedures, consenting patients 
shortly before a procedure is ‘undesirable,’ as “a 
patient may be stressed, medicated or in pain in the 
period and may be less likely for one or more 
reasons to make a calm and reasoned decision in 
such circumstances.” 

In other words, if a patient is consented at the 
eleventh hour, a court may be more sympathetic to 
any later allegation by the patient that they were 
not properly consented for the procedure. We 
recommend that, where possible, the consent 
discussion should take place well in advance of any 
elective procedure and patients should be given a 
‘cooling-off’ period to consider their treatment 
options.  

On the other hand, if there is a significant gap 
between the consent discussion and the procedure 
itself (say of six months or more), we strongly 

recommend ‘re-consenting’ the patient again before 
proceeding with any proposed treatment and, once 
again, carefully documenting the ‘re-consent’ 
process in the medical records. 

SUFFICIENT INFORMATION FOR  
INFORMED CONSENT? 
What constitutes sufficient information to qualify for 
valid informed consent will depend on a number of 
objective and subjective factors. 

The courts require that patients are warned of 
material risks. What In the Supreme Court case of 
Fitzpatrick v Eye & Ear Hospital [2008] the court 
neatly addressed the meaning of ‘material risk’: 

 

 
 …a risk may be seen as material if, in 

the circumstances of the particular case, a 
reasonable  person in the patient’s 
position, if warned of the risk, would be 
likely to attach significance to it.  

 

 
In the earlier Irish High Court decision of Geoghegan 
v Harris [2000], Kearns J emphasised that: 

 

 
 Materiality includes consideration of 

both (a) the severity of the consequences 
and (b) the statistical frequency of the risk.  

 

 
The UK courts embraced the concept of informed 
consent far later than the Irish courts. Until very 
recently in the UK the test for consent was ‘what 
would the reasonable doctor tell the patient’ when 
consenting them for a specific procedure.  

The seven person unanimous UK Supreme Court 
decision of Montgomery v Lanarkshire Health Board 
[2015] was heralded as the death knell of medical 
paternalism. In reality, it was more akin to the late 
obituary of medical paternalism and reflected the 
law finally catching up with very clear guidance from 
the General Medical Council on informed consent. 
One of the most celebrated passages in the 
Montgomery judgment states that:



  

 

 
 The test of materiality is whether, in 

the circumstances of the particular case, a 
reasonable  person in the patient’s position 
would be likely to attach significance to 
the risk, or the doctor is or should 
reasonably be aware that the particular 
patient would be likely to attach 
significance to it.  

 

 
The Irish and UK Supreme Courts apply a combined 
objective and subjective test when determining what 
constitutes a material risk; what would the 
reasonable patient want to know about the risks and 
what would this specific patient want to know about 
the risks. 

The UK Supreme Court emphasised that “the test of 
whether a risk is material cannot be reduced to 
percentages”. The Irish Supreme Court decision of 
Walsh v Family Planning Services Ltd had earlier 
ruled in 1992, when the court noted that “Remote 
percentages of risk lose their significance to those 
unfortunate enough to be 100% involved” (at p. 521, 
Walsh v Family Planning Services Ltd [1992]).  

This must surely be correct if clinicians are to 
genuinely embrace the concept of patient autonomy 
and informed consent. For instance, an exceedingly 
rare risk of vocal cord damage might be 
fundamentally more important to an opera singer 
than, for instance, a lawyer undergoing ENT surgery.  

We recommend not merely fixating on the 
percentage risks involved (while still warning of 
statistically more common risks – risks greater than 
1%) but also considering what risks would be 
important to a specific patient. 

Finding out what risks would be relevant to a specific 
patient involves careful dialogue and, in order to 
facilitate this dialogue, adequate time must be 
allocated to the consent process. 

COMMENT 
In summary, to truly embrace informed consent and 
respect patient autonomy: 

 Sufficient time should be allocated to the 
consent process and eleventh-hour consent 
should be avoided. 

 Consent should be viewed as an ongoing process 
and not just a signature on a form. 

 Clinicians should engage in clear and 
comprehensible dialogue with patients to 
provide informed consent. 

 The consent process should be fully documented 
in the medical records, including:  

 Risks and benefits of the procedure  

 Risks and benefits of alternative procedures 

 Risks and benefits of no treatment  

 The patient’s decision. 

 Consent should never be treated as a mere 
administrative formality. 

 

An earlier version of this article was first published 
in the Irish Hospital Consultants Association Journal. 
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