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1. Objective 

This document is intended to summarise 
the key legal and regulatory issues that 
arise in Consent and Capacity issues 
within the workplace. The intention is 
to prompt and support AIHO member 
organisations into considering these issues, 
by highlighting the central principles and to 
help to signpost some common strengths 
and weaknesses of local policy. AIHO 
members are encouraged to develop local, 
organisation specific policies to address the 
principles in this document.

2. Context

Consent is a fundamental principle. It 
represents an individual’s right to autonomy 
about what is or isn’t done to them where 
they have the capacity to give it.

The legal system takes a dim view of 
treatment provided in the absence of 
consent where this should have been 
obtained, and has not been. In the worst-
case scenario providing treatment without 
consent when this should have been 
sought can amount to a criminal charge of 
assault for the clinician.

Even when a clinician acts in good 
faith, but does not provide sufficient 
disclosure or information about the risks 
or consequences of a procedure such that 
a patient cannot be deemed to have given 
informed consent, whilst the clinician does 
not commit an assault, they can be exposed 
to a claim in negligence.

Effective communication is essential to the 
consent process, both in terms of providing 
patients with sufficient information to 
ensure that consent is valid, and making 
sure that patients are not coerced into 
consenting to treatment.

Capacity means the ability to use and 
understand information to make a decision, 
and communicate any decision made. 
A person lacks capacity if their mind is 
impaired or disturbed in some way, and 
this means that person is unable to make a 
decision at that time.

3. What is the legal position?

The Supreme Court case of 
Montgomery v Lanarkshire Health 
Board in 2015 was a landmark decision 
for the doctor-patient relationship and the 
process of informed consent.

The Montgomery case closed the gap 
between regulatory guidance and case law 
by shifting the focus of consent towards 
the specific needs of the patient. Doctors 
must take reasonable steps to ensure that 
patients are aware of any risks that are 
material to them (i.e. the patient rather 
than the doctor), and they should inform 
their patients of alternative treatments.

Gaining the patient’s consent and 
documenting this is an issue that often 
presents difficulties and the recent changes 
in caselaw have highlighted even more the 
need to tailor information to the patient’s 
individual needs. 
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Key principles:

   The aim of the discussion about 
consent is to give the patient the 
information they need to make a 
decision about what treatment or 
procedure (if any) they want

   The discussion has to be tailored to 
the individual patient. This requires 
time to get to know the patient well 
enough to understand their views 
and values

   All reasonable treatment options, 
along with their implications, should 
be explained to the patient

   Material risks for each patient should 
be discussed with the patient. The 
test of materiality is twofold: (1) in 
the circumstances of the particular 
case, would a reasonable person 
in the patient’s position be likely 
to attach significance to the risk, 
and (2) is the doctor, or should the 
doctor reasonably be, aware that the 
particular patient would likely attach 
significance to the risk in question 

   Consent should be written and 
recorded. If the patient has made 
a decision, the consent form 
should be signed at the end of the 
discussion. The signed form is part 
of the evidence that the discussion 
has taken place, but provides no 
meaningful information about the 
quality of the discussion

   In addition to the consent form, a 
record of the discussion (including 
contemporaneous documentation of 
the key points of the discussion, hard 
copies or web links of any further 
information provided to the patient, 
and the patients decision) should be 
included in the patient’s case notes. 
This is important even if the patient 
chooses not to undergo treatment.

A person lacks capacity if:

   They have an impairment or 
disturbance (for example a disability, 
condition or trauma or the effect of 
alcohol or drugs) that affects the way 
their mind or brain works, and 

   That impairment or disturbance 
means that they are unable to make a 
specific decision at the time it needs 
to be made.

Capacity 

The Mental Capacity Act 2005 provides 
the legal framework for acting and making 
decisions on behalf of individuals who lack 
the mental capacity to make decisions for 
themselves. It is important that everyone 
who works or cares for an adult who may 
lack capacity understands and complies 
with the requirements that are set out in 
the legislation.
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Under the Mental Capacity Act, a person 
must be assumed to have capacity unless 
it is established that they lack capacity. If 
there is any doubt you should assess the 
capacity of the patient to take the decision 
in question and clearly document in the 
patient’s notes. 

Healthcare Providers must also consider 
The Human Tissue Act 2004. That Act 
requires that consent is obtained before a 
person’s organ and/or tissue can be stored 
or used for purposes such as research and, 
in the case of a deceased person, a post-
mortem examination or transplantation of a 
deceased person’s organs and tissues. The 
Act specifies whose consent is needed and 
under what circumstances. 

4. What does this mean for 
the independent sector?

The solely proforma approach to patient 
consent must be abandoned. Merely 
presenting for signature or reading 
out pre-drafted or standard wording 
will in most cases not suffice, though 
for commonplace, minor and routine 
procedures it may be reasonable.

Montgomery is now the definitive 
authority on how clinicians obtain valid 
and informed consent from a patient to  
a procedure or treatment.

The test is now patient centred and 
revolves around the concept of materiality 
of risk.

5. What should AIHO 
Members do to comply?

To ensure compliance with the new 
Montgomery test for consent, a doctor 
will need to engage in dialogue with the 
patient about:

a) The nature of the risks

b)  The effect which the occurrence of the 
risk will have on the particular patient

c)  The importance to the patient of the 
benefits of the proposed treatment

d)  Any alternatives or variants available 
and the risks versus benefits involved in 
those alternatives.

There must be genuine dialogue between 
doctor and patient, provided:

(a)  That the patient is conscious and 
capable of understanding; and 
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An assessment of a person’s capacity 
must be based on their ability to make a 
specific decision at the time it needs to 
be made, and not their ability to make 
decisions in general. A person is unable 
to decide if they cannot do one or more 
of the following things:

   Understand the information given to 
them that is relevant to the decision

   Retain that information long enough 
to be able to make the decision

   Use or weigh up the information as 
part of the decision-making process

   Communicate their decision – this 
could be by talking or using sign 
language and includes simple muscle 
movements such as blinking an eye 
or squeezing a hand.



(b)  That the patient is not so endangered 
by his /her condition that urgent need 
for immediate treatment allows no 
safe opportunity for discussion (“the 
emergency proviso”).

The concept of “therapeutic exception” 
will in rare cases allow a doctor to 
avoid disclosure if he/she decides on 
reasonable and reasoned grounds that 
the patient is so psychologically fragile 
or otherwise vulnerable that disclosure 
would present a real threat to the patient’s 
mental health or stability.

The doctor’s duty of disclosure can be 
summarised as follows:

(a)  First, decide the risks of the proposed 
treatment about which a reasonable 
patient in this patient’s position would 
need and want to know (the objective 
test), and disclose them accordingly, 
explaining the balance of those risks 
with the expected benefits of what is 
proposed and the likely prospects if 
untreated

(b)  Next consider the particular patient’s 
individual characteristics and situation 
in like, e.g. age, intellectual ability, 
nature and demands of employment, 
family and other responsibilities, social 
and other problems, etc. and having 
done that:

(c)  Personalise the issues so as to identify 
what this particular patient with his/
her personal characteristics, in his/her 
specific situation, would reasonably 
need and want to know (the subjective 
test), and add to or modify the 
disclosure accordingly. Patients are not 
“standard issue”

(d)  Next if in the doctor’s considered 
opinion there are any realistic, 
reasonable and potentially effective 
alternative treatments/procedures 
describe them and their risks and 
benefits relative to the doctor’s 
proposed course (with an explanation if 
wished of why they are not the doctor’s 
first choice)

(e)  Explain the patient’s perfect right 
to refuse all and any treatment 
of procedures proposed, with an 
explanation of the risks of that choice.

If a doctor is expressly told by a patient of 
adult years and sound mind that he/she 
is adamantly unwilling to be told about or 
to confront benefits, risk, prospects and 
uncertainties of outcome, the doctor:

(a)  Should first decide whether there 
is nevertheless a compelling need 
to disclose a risk (e.g. a known 
complication which would result in very 
serious harm), the withholding of which 
could vitiate consent

(b)  May, absent such a compelling need, 
accept the patient’s wish not to be told, 
and limit disclosure accordingly, but

(c)  Should in either case make a careful 
note of the matter.

Statistics/percentages relating to risks 
are a relevant - but not of themselves 
decisive - measure of whether they 
require to be disclosed. A small risk of 
serious harm, if well-recognised, may be 
expected to be of significance to most 
patients, and particularly significant to a 
patient undergoing minor, and/or non-
urgent, strictly unnecessary or purely 
cosmetic treatment. 
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A specific risk (however small) may be 
of significance to a patient whose life or 
livelihood would be especially adversely 
affected if the risk materialised, e.g. threat 
to fertility for a childless woman, damage to 
the voice for a singer, or to the finger of a 
concert pianist.

A doctor, who is not good at 
communicating with patients, whether 
because inexpert or unwilling, must 
recognise the fact and take steps to acquire 
the necessary skills.

Lack of time for adequate dialogue with 
the patient may seem an ever present 
and even insuperable problem. It must be 
overcome; because what is at issue is the 
patient’s most basic and fundamental right 
to decide for themselves, on adequate 
information, whether to submit or not 
to proposed treatment, or which of 
alternatives to choose.

The person who will carry out the 
procedure, or is advising/prescribing the 
therapy, should whenever practicable give 
the necessary information and obtain the 
consent. It will often not be reasonable 
to delegate this to junior doctors or to 
nurses, though this may be acceptable if 
the individual is sufficiently informed and 
adequately trained for the task.

The standard requirement in respect 
of disclosure is a reasonable one (not 
exhaustive). This means that in all ordinary 
circumstances a huge catalogue of every 
extremely remote risk, of the kind found 
in information sheets supplied with drugs, 
can and almost always should be avoided. 
The test of reasonableness will recognise 
good sense in this regard.

If (as is not uncommon) the doctor is asked 
directly by the patient what choice they 

would make for themselves or e.g. for their 
child if in the patient’s position, the doctor 
may choose to answer truthfully, but with 
words carefully chosen to avoid exerting or 
even appearing to exert undue pressure, 
such as “It is entirely a matter for you, and 
you and I are quite different people, but I 
would choose, and I would want my loved 
ones to choose, the course I am proposing”.

Sensitive and frank disclosure in 
advance of risk and benefits, including 
acknowledgement of any real uncertainty 
of a successful outcome, may be expected 
to engender less anger, bewilderment and 
recrimination in the patient if things do not 
turn out well.

Information which displaces ignorance 
will (as the GMC have asserted and the 
Supreme Court agree) make it less likely 
that the patient will have recourse to 
lawyers in the belief that a bad outcome 
must be the result of bad performance,  
and this should ultimately reduce litigation.

6. Children – Capacity  
and Consent 

The legal position concerning children and 
consent to treatment is different from the 
position of adults. Adults are presumed 
to have the mental capacity to make a 
treatment choice.

16 or 17-year-old children (a person is 
no longer a child when they turn 18) 
are similarly presumed to have capacity 
(Family Law Reform Act 1969) and are able 
to give consent to treatment. The child 
must also make the decision voluntarily 
and after being furnished with the 
appropriate information.
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However, a 16 or 17-year-old child cannot 
give an absolute and binding refusal like an 
adult can.

A Gillick competent child (one below the 
age of 16 who has sufficient maturity and 
understanding and intelligence to enable 
them to understand fully what is involved) 
can give consent to treatment but they 
cannot give an absolute and binding refusal.

Someone with parental responsibility can 
give consent to treatment for a child (if they 
have parental responsibility and have the 
mental capacity to do so) but they cannot 
give an absolute and binding refusal.

This is because any decision relating to a 
child must be in the child’s best interests 
(Children Act 1989). Sometimes those 
close to a child may not be the best people 
to decide what is medically best for the 
child, for example because of certain 
religious beliefs etc.

Regard must be had to compliance under 
the Human Rights Act if treatment is forced 
onto a child. One must make sure that the 
treatment and its effects are proportionate 
to the aim.

Finally, it is important to have in mind 
that consent is a process which must be 
precisely documented. AIHO members 
must ask themselves: “would this record 
help me remember what happened, what 
was said and most importantly the thinking 
behind my decision if I am not here to 
continue the patients care, if there is an 
audit or if the matter comes to court in 
years to come?”

7. Care Quality Commission 

Reference must be made to Health and 
Social Care Act 2008, Regulation 11: Need 
for Consent. The intention of this regulation 
is to make sure that all people using the 
service, and those lawfully acting on their 
behalf, have given consent before any care 
or treatment is provided. 

Providers must make sure that they obtain 
the consent lawfully and that the person 
who obtains the consent has the necessary 
knowledge and understanding of the care 
and/or treatment that they are asking consent 
for. CQC can prosecute for a breach of this 
regulation or a breach of part of the regulation 
and can move directly to prosecution without 
first serving a Warning Notice. Additionally, 
CQC may also take other regulatory action. 

8. Document Review Date 

July 2018 or reactive in the event of  
regulatory change. 
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Representation
Influence
Impact

AIHO is the trade association for independent healthcare 
hospitals across the UK. It provides a voice for the sector  
to stakeholders, media and government.

AIHO represents over 250 hospitals that provide services to 
insured, self-pay and NHS funded patients. AIHO members  
are a wide range of private and charitable providers. Members 
vary from large hospital groups to smaller, specialist providers 
of specific surgeries and treatments.

For more information about the report, please contact AIHO at: 
T: 020 3713 1740  
E: info@aiho.org.uk




