Standards in consent for cataract surgery
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Consent forms for cataract surgery performed at Burnley General Hospital (BGH) and Blackburn
Royal Infirmary (BRI) from October 4 to December 7, 2004, were prospectively reviewed to ensure
that the East Lancashire Hospital’s National Health Service (NHS) Trust Policy on consent to treat-
ment and Department of Health (DoH) guidelines were being followed when seeking consent for
cataract surgery. A set of 22 criteria derived as standards were formulated from the reference
guide published by the DoH and from the East Lancashire trust policy document for consent to
treatment. Each consent form was measured against these standards. Cases were randomly se-
lected between BRI and BGH prospectively. All consent forms completed by physicians involved in
formulating the standards were excluded. The review showed the NHS Trust Policy and DoH
guidelines were largely followed when seeking consent for cataract surgery. However, certain
areas were found to be deficient. If a health professional fails to obtain proper consent and the
patient suffers harm as a result of treatment, it may be a factor in a claim of negligence against
that health professional. Subsequent recommendations may include simple solutions that can

be implemented to improve clinical practice when obtaining informed consent.
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A study was done to ensure that the East Lancashire
Hospital’s National Health Service (NHS) Trust Policy
on consent to treatment and Department of Health
(DoH) guidelines were being followed when seeking
consent for cataract surgery.

MATERIALS AND METHODS

A prospective review of consent forms for cataract surgery
performed at Burnley General Hospital (BGH) and Black-
burn Royal Infirmary (BRI) from October 4 to December 7,
2004, was conducted. A set of 22 criteria derived as standards
were formulated from the reference guide published by the
DoH and from the East Lancashire Trust Policy document
for consent to treatment. Each consent form was measured
against these standards.

Cases were randomly selected between BRI and BGH pro-
spectively. Health care providers who obtained consent
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were operating surgeons (physicians) and cataract nurse
specialists. Consent was taken during (at the end of) preop-
erative assessment, a process that lasts approximately 35 to
40 minutes. All forms filled out by those involved in formu-
lating the standards in this study were excluded. The source
of standards were the East Lancashire Hospital's NHS Trust
Policy on consent to investigation or treatment’ and the DoH
reference guide to consent for examination or treatment.”

Standards

Data were collected from the case notes and consent
forms. The standards against which each form was audited
are shown in Figure 1.

RESULTS

Seventy-five consent forms were analyzed in the
study, and the corresponding patients were asked to
fill in a questionnaire for auditing the standards for
provision of information. Consent was taken during
the preoperative assessment and the questionnaires
filled out by patients on the day of surgery. Due to
the working patterns of anesthesiologists, nurse-led
nature of preoperative assessment, and cataract oper-
ation being performed as a day procedure, anesthesi-
ologists in the United Kingdom tend to meet patients
on the day of surgery; therefore, the risks of general an-
esthesia were communicated on the day of surgery.
Because of the anonymity assurance given to patients
to exclude response bias, no patient details were re-
corded. The sample, however, demographically
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Provision of Information 1

1. Patients should receive information on the following
before agreeing to a procedure:
a. Information about their condition.
b. Information about possible treatments.
c. Risks and benefits of different treatment options.
d. Risks/benefits of doing nothing.
2. Whether additional procedures may be necessary.
3. Patients should be provided with time to make a decision
about a procedure before admission for that procedure.

-
w

understands.

4. All patients who have an elective procedure should patient’s notes.

receive the ‘consent to treatment’ leaflet.
5. It should be indicated on the consent form that a‘con-

sent to treatment’ leaflet has been given to the patient.
6. It should be indicated on the consent form that a pro-
cedure-specific leaflet or tape has been provided to the
patient.
For written consent the health professional providing the
information must either

a. Be able to carry out the procedure or

b. Have received specialist training in advising patients

about the procedure.

Written consent using the Trust’s consent form should be
obtained for procedures involving significant risks, side
effects or complications.
Consent forms 1 - 4 should be used appropriately.
It should be documented on a consent form whether the
following has been explained:

a. The intended benefits of treatment

b. Any serious or frequently occurring risks

c. Any extra procedure which may become necessary

form 4 is used:

capacity

N

information about:

b. Where to go

o

ev

discuss anesthesia with the anesthetist before the

procedure. confirmation.

. Patients should sign and date the consent form under
the statement of patient.

. If a patient cannot sign the form but has indicated his
consent, a witness should sign the form.

14. If a patient has communication needs, an interpreter

should sign the consent form to indicate that all infor-

mation has been translated to the patient in a way he

15. Changes to a consent form, made after the form has
been signed by the patient, should be initialed and dated
by both patient and health professional.

Discussion and Agreement to Procedure 16. Completed consent forms should be kept with the

17. The following information should be documented when
a. Details of the assessment of the patient’s

b. Why the health professional believes the treatment
to be in the patient’s best interest
c. The involvement of people close to the patient
18. After consenting to a procedure patients should receive

a. What will happen in hospital

c. How long will they be in hospital
d. How they will feel afterwards
19. The patient should receive a copy of the consent form

Confirmation of Consent

20. Where consent has been given in advance of the
procedure the health professional should confirm that
the patient still wishes to go ahead when the patient is
admitted for the procedure.

during the procedure 21. Patients should be provided with opportunity to ask any
d. What type of anesthesia is involved further questions before confirming consent.
11. Patients should be provided with the opportunity to 22. The health professional confirming the consent should

sign and date the consent form under the statement of

Figure 1. Standards against which each
form was audited.

represented the population of patients attending East
Lancashire NHS Trust for cataract surgery. The ques-
tionnaire was directly related to the 22 criteria (stan-
dards) outlined above. Table 1 shows the percentage
of consent forms with provided information meeting
the corresponding standard.

Discussion

The working definition of consent is that of a compe-
tent individual who understands the treatment fully
and agrees to the procedure.”?

Valid Consent

For consent to be valid, it must be given voluntarily
by an appropriately informed person. For a person to
have capacity, he or she must be able to comprehend
and retain information material about the decision.’

Capacity

The patient is entitled to make a decision based on
his or her belief or value system, even if others perceive
it to be irrational. In practice, patients also need to be
able to communicate their decision. Clinicians should
be able to make an informed professional decision re-
garding the patient’s capacity and if necessary provide
any evidence that influenced the decision that they
believe is relevant. Care should be taken not to

underestimate the ability of a patient to communicate,
whatever his or her condition.?

Voluntary

To be valid, consent must be given voluntarily and
freely, without pressure or undue influence exerted
on the patient either to accept or refuse treatment.” Co-
ercion invalidates consent,” and care must be taken to
ensure that the patient makes a decision freely. Coer-
cion should be distinguished from providing the pa-
tient with appropriate reassurance concerning his or
her treatment or pointing out the potential benefits
of treatment for the patient’s health. It may be argued
that specialist training in advising patients “incentiv-
izes” health professionals. However, skills encompass-
ing communication, risk management, task
management, and bias analysis are vital in obtaining
consent and patient-centered training directs health
professionals in the patient’s favor.

To give valid consent, the patient needs to under-
stand in broad terms the nature and purpose of the
procedure. Any misrepresentation of these elements
will invalidate consent. Clear information is particu-
larly important when students or trainees perform
procedures to further their own education.*

Some patients may wish to know very little about
the treatment that is being proposed. If information
is offered and declined, it is good practice to record
this fact in the notes. However, the patient’s wishes
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Table 1. Percentage of consent forms with provided information meeting the corresponding standard.

Standard

Percentage Meeting Standard

1. Patients should receive information on the following before agreeing to the procedure:
la. Verbal and/or written information about their condition
1b. Information about treatment
1c. Risks of treatment
1c. Benefits of the treatment
1d. Risks/benefits of not having treatment
Whether additional procedures might be necessary
Patients should be provided with time to make a decision about a procedure before admission for that
procedure.
4. All patients who have an elective procedure should have received the consent to treatment (cataract
surgery) leaflet.
5. It should be documented on the consent form that consent to treatment (cataract surgery) leaflet has
been given to the patient. (Documented on 1 consent form. Not applicable in 2 cases [incapacity].)
It should be documented on the consent form that a procedure-specific leaflet or tape has been
provided to the patient. (Documented on 9 consent forms.)
7. For written consent the health professional providing the information must either
a. Be able to carry out the procedure or
b. Have received specialist training in advising patients about the procedure. (doctor, 22; specialist
nurse, 52; not legible, 1)
8. Written consent using the Trust’s consent form should be obtained for procedures involving significant
risks (side effects or complications).
9. Consent forms 1-4 should be used appropriately (pro forma).
10. It should be documented on a consent form whether the following has been explained:
a. Intended benefits of treatment

S

o

b. Risks of treatment
c. Extra procedure
d. Type of anesthesia
11. Patients should be provided with the opportunity to discuss anesthesia with the anesthetist before the
procedure. (Two patients had general anesthesia, and both stated they had opportunity to discuss this
with the anesthetist.)
12. Patients should sign and date the consent form under the statement of patient. (Seventy-four patients
signed and dated consent form in the right place; 1 signed under the statement of witness.)
13. If a patient cannot sign the form but has indicated his consent, a witness should sign the form.
14. If a patient has communication needs, an interpreter should sign the consent form to indicate that all
information has been translated to the patient in a way he understands.
15. Changes to a consent form, made after the form has been signed by the patient, should be initialed and
dated by both patient and health professional.
16. Completed consent form should be kept with the patient’s notes.
17. The following information should be documented when form 4 is used:
a. Details of the assessment of the patient’s capacity
b. Why the health professional believes the treatment to be in the patient’s best interest
c. The involvement of people close to the patient
18. After consenting to a procedure patients should receive information about
a. What will happen in hospital
b. Where to go
c. How long they will be in hospital
d. How they will feels afterwards
19. The patient should receive a copy of the consent form. (Fifty-seven patients received a copy of the
consent form. Both copies were filed in the in case notes in 18 cases.)
20. Where consent has been given in advance of the procedure the health professional should confirm that
the patient still wishes to go ahead when the patient is admitted for the procedure.
21. Patients should be provided with opportunity to ask any further questions before confirming consent.
22. The health professional confirming the consent should sign and date the consent form under the
statement of confirmation.
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*No changes were made to the consent forms.
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Table 2. Criteria that did not meet the 90% standard.

Standard Percentage Meeting Standard

1d Risks/benefits of not having treatment 68

2 Whether additional procedures might be necessary 63

4  All patients who have elective procedure should have received the consent to treatment (cataract 88
surgery) leaflet.

5 It should be documented on the consent form that consent to treatment (cataract surgery) leaflet has 1
been given to the patient.

6 It should be documented on the consent form that a procedure-specific leaflet or tape has been 12
provided to the patient.

10b It should be documented on a consent form whether the risks of the procedure have been explained. 78

10c It should be documented on the consent form whether any extra procedures have been explained. 1

13a If a patient cannot sign the form but has indicated his consent, a witness should sign the form. 50

17a Details of the assessment of the patient’s capacity 50

19 The patient should receive a copy of the consent form. 76

may change over time and it is important to provide
opportunities for him or her to express this.*

Who Should Seek Consent?

The clinician providing the treatment or investiga-
tion is responsible for ensuring that the patient has
given valid consent before treatment begins, although
the consultant responsible for the patient’s care will re-
main ultimately responsible for the quality of medical
care provided.

When Should Consent Be Sought?

Seeking and giving consent is usually a process
rather than a one-time event. For major interventions,
it is good practice, when possible, to seek the patient’s
consent to the proposed procedure well in advance,’
when there is time to respond to the patient’s ques-
tions and provide adequate information.®

Written consent merely serves as evidence of con-
sent. If the elements of the voluntary nature of the con-
sent, appropriate information, and capacity have not
been satisfied, a signature on a form will not make
the consent valid. Although completion of a consent
form is not a legal requirement in most cases (excep-
tions include certain requirements of the Mental
Health Act 1983 and of the Human Fertilisation and
Embryology Act 1990), the use of such forms is good
practice when an intervention such as surgery is to
be undertaken.

When a patient gives valid consent to an interven-
tion, the consent generally remains valid for an indefi-
nite duration unless the patient withdraws it. Similarly,
if the patient’s condition has changed significantly in
the intervening time, it may be necessary to seek con-
sent again on the basis that the likely benefits and/or
risks of the intervention may have also changed.

A patient with capacity is entitled to withdraw con-
sent at any time, including during the performance of
a procedure. When a patient does object during treat-
ment, it is good practice for the practitioner, if at all
possible, to stop the procedure, establish the patient’s
concerns, and explain the consequences of not com-
pleting the procedure.

In this study, the East Lancashire Hospitals NHS
Trust Policy on consent to treatment and the DoH
guidelines were largely being followed when seeking
consent for cataract surgery. However, certain areas
were found to be deficient. Criteria that failed to
meet the 90% standard are shown in Table 2.

Having identified such areas, recommendations can
be made to the Trust and its staff to improve consent in
line with U.K. health policy. First, by simply commu-
nicating these deficiencies to health professionals in-
volved in obtaining consent, it is possible to raise
awareness and initiate a change in practice in comple-
tion of the consent form (including provision of the pa-
tient copy) and the information given to the patient. It
is current practice in some U.K. centers for nurse prac-
titioners to obtain consent for cataract surgery at the
preoperative assessment. Hence, consent in this U.K.
study should apply to health professionals rather
than physicians. Second, the Trust must supply ade-
quate resources for the provision of patient leaflets”®
and opportunity for staff training, including yearly
reevaluation of practice. It is a general, legal, and eth-
ical principle that valid consent must be obtained be-
fore starting treatment for a patient. Although there
is no English statute setting out the general principles
of consent, case law (“common law”) has established
that touching a patient without valid consent may con-
stitute the civil or criminal offense of battery.

Ethical and medicolegal issues are therefore impor-
tant factors in the process of consent. Informed consent
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is used as a secondary cause in more than 90% of all
ophthalmology-related malpractice cases.”'® Knowl-
edge of ethical issues is reported to be important to
the work of both physicians and nurses; however,
many of these professionals are unaware of their im-
portance or unable to appropriately deal with these is-
sues."’ If health professionals fail to obtain proper
consent and the patient suffers harm as a result of
treatment, it may be a factor in a claim of negligence
against the health professional involved. Patients” re-
call of information at the time of consent has been
shown to be poor, even though the dedicated cataract
form and information leaflet were easy to under-
stand.'? Recent publications describe the likely expla-
nation of “cognitive dissonance” in patients who
could not recall crucial details of their preoperative
conversation as little as 1 day after surgery.'® This oc-
curs when paradoxical information, such as the posi-
tive associations of the benefits of surgery, becomes
connected with negative aspects of the consent mes-
sage (risks and complications), leading to a cognitive
stress situation (cognitive dissonance) and selective in-
consistency of information.

Health organizations must therefore evaluate their
policies on consent to comply with national guidelines.
Subsequent recommendations may include education
of health professionals and knowledge management
solutions that can be implemented to improve clinical
practice when obtaining informed consent.
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