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ABSTRACT

Introduction: The signing of a consent form is a process with legal and ethical implications. It is required that
informed written consent be obtained from a patient for an invasive procedure after proper explanation of the
risks, benefits and alternative procedures.

Objective: To determine knowledge, attitudes and practices related to informed consent among patients.

Materials and Methods: A cross sectional descriptive study was carried out over a period of one year in a
Tertiary care hospital in Sri Lanka. The participants were medical or surgical inward patients who were 18 years
or above, who had consented to invasive procedure or surgery. The quantitative data of 420 patients were
analyzed.

Results: Majority (96%) agreed that consent is important in medical practice. Many (61%) were of the view that
it helps to make an informed decision. Majority (92%) preferred a doctor, who can explain more in the consent
process than a nursing officer (11%). However, 61% were of the view that consent should be taken from the
patient and relatives both, even if the patient is competent of giving consent. Majority of the participants
(84%) wanted to discuss with family members before giving consent.

Conclusion: Majority of patients were aware of the concept of consent in medical practice and preferred the
doctor and family members to be involved in the decision-making process. This finding is important to adopt a
doctor-patient-family model in the consent taking process while respecting the patient’s wishes.
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model
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Informed consent had been a necessary requirement
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concepts such as ‘informed consent’ are not as
. 3
equally understood as in the West".

Consent is obtained by giving sufficient information
to a competent patient or to the next of kin or legal
This article is licensed under the terms of the Creative Commons guardian to make decisions on therapeutic process
Attribution-Non Commercial 4.0 International License. or participation in research after being educated of
the purpose, procedure, alternatives, risk, benefit
and outcome®”>.
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Even though multiple purposes of informed consent
such as legal, ethical and administrative compliance
overlaps with each others, most importantly it
protects the patient’s right for self-determination 8
and it will promote the patient’s ’autonomyg, which
is considered to be one of the four principles of
medical ethics. It is also thought to act as a
protection against coercion, deceit, abuse and
exploitationm. It strengthens the trust between the
physician and his patient11 and gives the patient a
sense of ‘ownership’ of his decision*?. The current
practice that the patient signing on the Bed Head
Ticket (BHT) giving consent for ‘any surgery’ does
not help the patient understand this processB’“. In
contrast, signing a formal consent form with
understanding allows the patient to be truly
informed, while respecting the patient’s autonomy
and giving protection to the doctor, reducing
malpractice claims™.

OBIJECTIVE

To determine the knowledge, attitudes and practices
of hospitalized patients on ‘informed consent’.

MATERIAL AND METHOD

A cross sectional descriptive study was carried out
over a period of one year in a Tertiary care hospital
in Sri Lanka. The participants were medical or
surgical inward patients. The admission registry in
the ward was perused on convenient days and every
other patient who was admitted to the ward who
was 18 years or above, who had consented to
invasive procedure or surgery were included in the
study. Their BHT was scrutinized to assist selection
based on inclusion and exclusion criteria. Patients
who were not competent enough to give informed
consent or seriously ill to provide information were
excluded from the study.

The sample size was calculated as 420, keeping a
margin of error of 5 % and a confidence interval (Cl)
of 95%.

Information was gathered using an interviewer
administered questionnaire with the consent from
the patient, by a trained pre-intern medical officer.
The questionnaire was constructed based on the
literature'®"” and consisted of the following sections;
(a) demographic details of the patient (b) knowledge
of the patient regarding the consent process (c)
attitudes to consent and (d) practices related to the
giving of consent. The types of consent which can be
given as a gesture or verbal or written was
introduced to the patient in the 3rd, 5th and 7th

questions in Table 1. Before administering it was
pilot tested on ten patients. The modified version
was assessed for face and content validity.

Attitudes of the patients were assessed on a 5-point
Likert scale. “Strongly agree” and “agree” were
summed up to “agree”, and “strongly disagree” and
“disagree” were summed up to “disagree” during
analysis. Descriptive statistics were applied to
analyze the study using SPSS version 19.

Ethical clearance for the study was obtained from
the Ethics Review Committee, Faculty of Medicine,
Ragama. Permission to conduct the study was
obtained from the hospital administration.

RESULTS
Characteristics of the participants

Majority of patients were female (55%). Forty one
percent were in the 18-40-year category while 38%
were between 41 to 59 and 21% over 60 years. The
mean age was 42 years. A significant majority (94%)
had been educated beyond the 5th grade with 13%
having received higher education. A majority were
Buddhist (62%).

Knowledge regarding consent was high among
participants. Majority of patients expressed that
verbal consent was adequate in vaginal or anal
examination (Table 1).

Majority of participants agreed that the consent
process helped to make a decision with
understanding. However most of them were of the
view that consent should be taken both from the
patient and relatives even if the patient was of
sound mind (Table 2).

A majority of patients (93%) preferred a doctor to
obtain consent than a nursing officer.

Perceptions regarding practices in the ward during
the process of obtaining consent

A majority agreed that they received adequate
information (77%), discussed with family members
(84%) and understood the procedure adequately
(74%) before giving consent. However, 47% said that
they gave consent because they trusted the doctors
(47%) while 21% said they gave consent without
properly reading or listening to the information
given.
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Table 1: Patients knowledge on consent in medical practice

No Notsure Mean
0,
Statement Yes (%) (%) (%) score
Do you know that ‘consent’ is important in medical practice? 95 4 1 1
Is consent needed for simple examination such as listening to the heartbeat? 25 75 - 2

If consent is needed what type of consent is sufficient for above mentioned procedure? * Cesile Vel i

76 23 1
Is consent needed for vaginal or anal examination? 82 17 1 1
What type of consent is sufficient for above mentioned procedure? * (ffsture g; il \1/\ér|tten
Is consent needed for invasive investigations such as coronary angiogram? 93 7 - 1

What type of consent is sufficient for above mentioned procedure? * Czsiime FE

5 12 83
Consent of next of kin can be taken if the patient is incapable of giving consent such as 94 5 1 1
unconscious.
Consent should be taken from the patient if patient is capable of giving consent. 92 7 1 1
It is not necessary to take consent from the patient if surgery is necessary for life saving. 77 23 - 1
Should risks/ complications be informed to the patient during consent taking? 95 3 1 1
12. Should desired benefits/ outcomes of the procedure be informed to the patient during 95 3 2 1
consent taking?
Can the patient refuse medical treatment including surgery even if the doctors feel that it is 68 24 18 1
for patient’s benefit?
Do you know consent can be revoked at any time? 54 26 20 2

*Type of consent which is necessary for the procedure is asked from the patient after introducing three types of consent.

Table 2: Patients attitudes to consent in medical practice

Statement Agree glleutr Disagree Mean
0, 0,
(%) (%) (%) score
Consent reduces patient anxiety about the procedure. 62 9 29 3
It improves the doctor patient relationship. 91 6 3 2
Consent process helps to take a decision with understanding. 61 9 30 2
Disclosing information about potentially harmful risks may be worrying and
g : 38 14 48 3
disadvantageous for the patient.
Consent from the patient is not important as doctors know what is best for the patient. 38 8 54 3
While getting consent all the relevant information should be given to the patient irrespective
? . : 62 11 27 2
of the educational level and social status of the patient.
While getting consent details should only be given if the patients asks for them. 34 5 61 3
Consent should be taken from both the relatives and patient even if the patient is capable of 61 39 ) 1

giving consent.

* Scores vary from 1 (strong agreement) to 5 (strong disagreement) in the visual analogue scale. A value of 3 represent uncertain or neutral view
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DISCUSSION

Colombo North Teaching Hospital is situated north
of the commercial capital of Sri Lanka and caters to a
large urban and semi-urban population. The study
population (n=420) consisted of a male to female
ratio of 9:11. Around 2/5th of the study population
represented the age group 18-40 years. More than
3/5th were Buddhist representing the trend in the
Western province of Sri Lanka. The majority of them
had secondary education.

1. Knowledge on ‘consent’

A significant majority accepted that ‘consent’ is an
important concept in medical practice. Qualitative
meta-aggregation done by Convie revealed that the
knowledge on consent helps to understand the
consent process'® which includes necessity of
consent, rights of the patients, medical condition of
the patient, available treatment options and
outcome of the chosen option. A systematic review
by Tam et al. for a 30-year duration has shown that
3/4th of participants understood the concept of
consent in clinical trials®.

Analysis of the patient’s knowledge on the necessity
of consent and relevant types of consent showed
that majority knew simple procedures such as
auscultation does not need consent and if consent is
needed, it can be given by a mere gesture. They
knew that per rectal and per vaginal examination
needs consent. Contrary to the belief that these
procedures need informed consent, majority of
patients stated that verbal consent is adequate. This
may be due to the fact that in surgical wards,
patients may have considered these procedures as
routine therapeutic examinations with minimal or no
complications and thus think that verbal consent
would suffice. However a significant proportion were
not aware that consent by gesture was inadequate
in such situations. Majority of patients knew that
consent is necessary and it should be written for
complex investigations  such as  coronary
angiography.

Most of the patients agreed that in a case of an
unconscious patient, consent can be obtained from
the next of kin and in an emergency the physician
can proceed without consent to save the life of the
patient. Almost all the patients agreed that
physicians need to educate them about risks and
complications, desired benefits and outcomes and
alternative forms of the treatment.

Although most of the participants stated that they
were aware of informed consent, only 2/3 of them

had the understanding that it is possible for a
patient to refuse treatment, even if the physicians
felt that it is for the patient’s benefit. Further
qualitative study is needed to assess whether they
believe refusing treatment is morally or legally
wrong.

Consent is a time-consuming dynamic process but it
always reduces the burden on the physician20 and
intensifies the patient’s satisfaction. In this study
only half of patients knew that their consent can be
withdrawn at any time before the procedure. Similar
results were shown in other studies done in
developing as well as developed countries®” %
indicating that a substantial number of patients did
not recognize ‘consent’ as a dynamic processzs. A
study by Oonagh described that lack of knowledge
on any aspect of the consent process is potentially a
disadvantage to the patientu. It hinders the
capability of the patient to obtain necessary
clarifications from the physician. It also hinders the
patient’s participation in the decision-making
process and makes them feel inferior, which
hampers the objectives of the consent process.

2. Benefits of consent to the patient

Ronald et al. observed that most of the participants
knew that consent is beneficial to them®. Our study
showed that patients recognized the benefits of
informed consent as 3/5th of them agreed that
consent reduces patient anxiety about the
procedure, while majority agreed that it improves
the doctor patient reIationshipzs. However, a
significant proportion of patients were of the view
that disclosing information about potentially harmful
risks may be worrying and disadvantageous for them
while others disagreed.

Expected outcomes of the consent process includes
comprehension of the presented facts by the patient
and involving them in the decision-making process.
Among the participants, only 62.4% agreed that
consent helps to take decisions with understanding.
Others who didn’t agree may have taken decisions
without having adequate understanding. A literature
review by Sherlock at el. concluded that the
comprehension level of patients during consent is
relatively low, especially among elderly patients27
Therefore, we need to establish a systematic
approach in the consent taking process to improve
the comprehension ability of the patient. Studies
highlight that simple measures such as asking a
patient to repeat what they have understood*®**
spending more time in the consent taking process,30
introducing learning aids and involvement of
support staff 27 will help in this regard. Brody at el.
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reported that a proper consent process will improve
the quality of healthcare for the patient, 31 which is
another advantage to the patient.

3. Physician knows the best

The concept of “physician knows best” s
interconnected with medical paternalism which
challenges the autonomy of the patient. However,
having a reliable physician who is accountable and
patient centred is worth it for patient management.
Studies have shown that trusting doctors will
improve the therapeutic outcomes of the patient32’
% In our study, a substantial number of patients had
given consent for the medical procedure because
they trusted the physician. Even 2/5th have
expressed that consent from the patient is not
important as the physician knows what is best for
the patient. Majority stated that consent should be
taken from the patient by the physician and not by
the nurses. This may indicate that a considerable
number of Sri Lankan patients believe in the notion
of ‘doctors know best’ and trust the physician’s
knowledge. A study involving seldom-heard groups
also were of the same view>*. A study carried out by
Masaki at el. on Japanese patients showed that a
majority has selected family participation in decision
making rather than individual decision making35. A
Qualitative study done in six countries (Bangladesh,
Sri Lanka, Nepal, Indonesia, Myanmar and India) by
the WHO, having similar cultural basis revealed that
patients consider physicians as duty bound
responsible professionals36. This tendency could
result in patients depending on their physicians and
other healthcare professionals to make decisions on
their behalf. Therefore, extreme care must be taken
by the physicians for the best interest of the patient
to prevent criticism and allegations of negligence
and accusations of being solely responsible for a
poor outcome.

4. Standard of disclosure

The amount of information needed to be disclosed
to a patient for the ‘consent’ to be ‘informed’ has
been and still is a contentious issue. There are three
different legal standards available for the physician,
namely ‘Professional standard’, which is the amount
of information given by the reasonably prudent
physician, ‘Objective Patient Based Standard’, which
is the amount of information a reasonable patient
would want and ‘Subjective Patient Based Standard’,
which is the level of information desired by the

individual patient37'38.

Most of the developed countries are guided by the
standard of disclosure based on court rulings39 .In

Sri Lanka, lack of court decisions and clear guidelines
from the regulatory body have given the physicians
freedom to decide on the ‘standard’ of disclosure.
Since our study does not involve the physicians,
analysis of data will not show us the standard the
physicians use in the hospital. However, it may be
possible for us to know what the patients think
about the amount of information given in order for
them to grant consent, by analysing their responses.
Through this, we may be able to infer whether the
physicians have fulfilled at least ‘reasonable
patient’s standard’. From the patients 3/4th stated
that they have received adequate information and
have understood sufficiently about the treatment
procedure to give consent. This indicates that the
physicians have attempted to maintain ‘patient
based standard’ with at least % of the cases. The rest
of the participants were not satisfied with the
amount of information received. However, it has to
be remembered that subjective satisfaction of
patients does not necessarily mean that consent
procedures are being properly followed in the
hospital or that the patient had made an informed
decision.

However, when they were asked whether ‘all the
relevant information should be given to the patient
irrespective of the educational level and social
status’ most of them agreed with the mean of 2.42.
When they were asked whether the ‘details should
only be given if the patient asks for them’ some
agreed while majority disagreed with the mean of
3.39. This may indicate that a majority of our
participants believe in the ‘reasonable patient’s
standard’” when it comes to the standard of
disclosure. A study done by Hammami et al. on
perception of information disclosure among patients
revealed that disclosure of desired information
related to the benefits and post-procedures were
more than the disclosure of the risks and available
alternatives to the patient‘w.

5. Responsibility of the patient and physician

In the consent process, it is important that the
patients have received all the information that they
wanted, comprehended the presented facts and felt
that they were not deceived or compelled. Majority
of our participants were satisfied that they had
received adequate information and that they had
understood adequately about the procedure.
However, a study conducted in Sweden by Lynoe at
el. had indicated that this perception is not always
correct™. Comprehension of the patient depends on
various factors such as age, education, intelligence,
cognitive functions and anxiety‘u. Therefore, during
the consent process, physicians should not
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overestimate the patient’s ability to comprehend.
Strategies such as re-evaluation of the consent
process is needed to improve a patient’s
comprehension, which will further minimize legal
allegations and strengthen the ethical values.

Around 1/5th of the patients in this study accepted
that they had given the consent without properly
listening or reading the consent form. They might
not have appropriately realized the importance of
consent in their medical management and their
responsibility as an equal partner in decision
making. This is a significant draw back in the consent
taking process.

6. Culture and patients’ behavior

Sri Lanka applies concepts of medical ethics,
including ‘informed consent’, which originated in the
West. In most Western societies, individualism is
preferred in decision making compared to some
parts of the world, where they preferred community
norms and family over individual rights“. Therefore,
in some of the aspects of informed consent, there
are differences between the theory and practice. We
may find it difficult to implement the same western
standards to a similar effect in our society. It is an
accepted practice in Sri Lanka to divulge information
of the old parents to their children without prior
permission. Some parents are unaware of their
disease and die without getting information of the
disease from the children or receiving minimum
information from the physician depending on the
relatives wishes. Specially, this situation prevails in
cancer patients. In Sri Lankan culture, patients are
still reluctant to confront doctors with questions
about a diagnosis or treatment regimes. This is a
cultural difference in perceived ‘autonomy’ and ‘self-
determination’ than in the West.

Unlike in the West, Sri Lankans still have the benefits
of extended family. In a case of disease, public
healthcare benefits alone are not adequate and
family support is indispensable, especially in long
term management. As a result, when a patient is
hospitalized and decisions are made, not only their
immediate family but also extended family are
concerned. During a crucial decision, it is more likely
to be a family centered decision rather than an
individual-centered decision. A similar situation is
seen in other Asian countries such as India7, Japan,
38 Taiwan and China™ * *. In such cultures, and
in Sri Lanka, doctor-patient- family model is more
appropriate while respecting the patient’s wishes
rather than patient centered consultation®” *.

This trend is amply demonstrated in this study as
3/5th of patients were in favour of obtaining consent
from themselves and their relatives, even if they
were fully capable of granting consent. Most of the
patients in our study stated that they had discussed
with their relatives before giving consent for the
medical procedure, even though it is not mandatory.
However, they were aware of their rights as
individuals, as almost all of them said that consent
should be taken from the patient and not from the
relatives if the patient has the capacity to give
consent. Even though patients are aware of their
rights, it appears that they are willing to share their
autonomy of decision making with close relatives. A
study by Al-Bahri at el. on the role of patients’
families in cancer treatment decision-making had
pointed out a similar situation even in Western
countries®.

CONCLUSION

Majority of patients were aware of the aspects of
medical consent. However, analysis of their
knowledge and attitudes indicated that they do not
understand ‘consent’ as a dynamic process. Patients’
attitudes towards consent is moving away from a
paternalistic perspective to a more patient centered
ideology. In the consent taking process, information
disclosure to the patient should be maintained at
“reasonable patient based standard” as indicated in
the study. This study suggests that in the practice of
obtaining consent, the physician needs to be
attentive to the aspect of comprehension, as a
considerable number of patients give consent
without comprehension.

This study indicates that the cultural dimensions of
the patient should be considered when obtaining
consent. Therefore, in Sri Lanka, the doctor-patient-
family model is more appropriate in the consent
taking process to ensure that the patients’ decision-
making process is meaningful, while maintaining
their self-respect.
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