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Background: Surgical informed consent (SIC) is an established ethical and legal require-
ment for surgical treatment. Patient understanding of the process is essential for efficient
surgical care. This study aimed to assess the knowledge and perception of operated patients
towards surgical informed consent.

Methods: An institution-based cross-sectional study of all adult surgical patients who
signed informed consent and underwent surgery at St. Paul’s Hospital Millennium Medical
College (SPHHMC) from February 1st to March 30th, 2018, was performed. Data were
collected postoperatively before discharge using a pretested structured questionnaire.
Results: Of 420 patients identified, 385 (91.7%, M:F=2:1) agreed and interviewed. The
mean age was 40.3 years (SD=+ 15.1), and many of the respondents (285, 74.0%) had some
level of formal education. Even if most (336, 87.3%) knew the reason why they had surgery,
less knowledge and awareness was reported regarding the options of alternative treatments
(153, 39.7%), identifying the operating surgeon (129, 33.5%), the type of surgery (160,
41.6%), anesthesia-related risks (96, 24.9%), complications of surgery (69, 17.9%) and
postoperative care (4, 1.0%). The legal requirement of surgical informed consent was
reported by 267 (69.4%) subjects; however, more than half had no information on the
right to change their mind after signed surgical informed consent (223, 57.9%) and whom
it protects (224, 58.2%). Only 40 (10.5%) respondents had a good level of knowledge, and it
was significant in those with some level of formal education (OR=4.8; 95% CI 1.45-16.01;
P=0.010) and in patients who live in an urban area (OR=4.7; 95% CI 1.81-12.35; p=0.002)
than their respective groups.

Conclusion: Our patients had limited knowledge and perception regarding surgical
informed consent. Hence, the current consent process seems inadequate and needs a revisit.
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Introduction

Surgical informed consent (SIC) is not an event or a signature on a piece of paper
but an ongoing process of communication that begins when initial contact is made
with the patient and continues through surgery and postoperative care.' It is an
established ethical and legal requirement for surgical treatment that serves to
protect both the patient and the surgeon from unwanted procedures and accusations,
respectively.">* Informed consent is aimed to shift the care from physician-
centered to patient-centered care by promoting shared decision-making. SIC
acknowledges patients’ autonomy and basic human rights of self-determination. '
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According to the updated World Medical Association
Declaration of Lisbon, the patient has the right to adequate
and clear information regarding the purpose and result of
any form of treatment/test. Information should be given in
a way that the patient can understand taking into consid-
eration the patient’s culture to make an informed and self-
determined decision. Besides, the physician should also
inform the patient about the consequences and implica-
tions of withholding consent. The declaration also stated
that the consent process should respect the patient’s right
to agree or refuse any diagnostic procedure or therapy
provided that the patient is adult, mentally fit and
competent.5

Patient awareness of legal and ethical issues related to
the consent process is often limited which may lead to
a feeling of powerlessness, vulnerability, and
hopelessness. The information delivered is the major
determinant of decision-making in the consent process. It
should include at least the reason for surgery, the proposed
surgery, the risks and benefits of the proposed surgery,
alternative treatments, and their risks and benefits of
declining treatment.>*

Studies reported, only a little information is recalled by
the patients during the informed consent process and their
level of understanding is commonly overestimated.
Several factors like patients’ age, educational level, intel-
ligence, etc., are related to patient comprehension. The
information given during the consent process assumed to
help the patient to decide in autonomous and rational
ways. However, some patients decide based on their
instinct or something else like the hospital’s reputation,
surgeon’s commitment, etc.”

Patients may change their minds and decline surgi-
cal care at any time in the process of treatment.
Without a right to refuse, informed consent violates
the principle of autonomy and self-determination.
Prosecution is unlikely to be successful as far as the
surgeon maintains good communication, mutual under-
standing and trust.'

Even if literature reported minimal attention and
several misconceptions among surgical patients toward
SIC, it is not well known and studied in most develop-
ing countries including Ethiopia.>’ Conducting this
cohort to assess the knowledge and perception of oper-
ated patients toward the SIC process provides data to
improve the practice of patient-centered surgical care

and decision-making.

Patients and Materials

Institution-based  cross-sectional study design
employed from February lst to March 30th, 2018, to
assess knowledge, attitude and perception of adult surgical

was

patients who signed and underwent a surgical procedure at
SPHMMC. SPHMMC is a tertiary referral teaching hospi-
tal in Addis Ababa, Ethiopia serving a catchment area of
more than 6 million people. The department of surgery is
staffed with more than thirty surgeons from different spe-
cialties. On average 200 to 250 adult patients are operated
every month.

As the p-value was not known, a value of 0.5 was used
to calculate sample size which made it 384 patients. Of
420 surgeries done in the two months, 385 (91.7%)
patients fulfilled the inclusion criteria (age 18 or above,
conscious, mentally healthy and clinically stable) and were
interviewed face to face after each patient gave written
informed consent to participate in the study.

A pretested structured questionnaire which comprised
sociodemographic profile and question on knowledge, atti-
tude and perceptions towards surgical informed consent
and their legal issues employed. Because the questionnaire
was prepared in the English version it was translated to the
local language which is Amharic and back to English to
maintain its consistency. Data were collected prospectively
after surgery but before discharge by trained Interns work-
ing in the department.

To evaluate the level of knowledge five questions were
selected, which are the major components of SIC, and
points allocated to their answers; 1 if they answered
“Yes” and 0 if they answer “No”. The points were added
and scored out of five. If a patient scored O to 1, he/she
was said to have poor knowledge, 2 unsatisfactory, 3
satisfactory and 4 to 5 judged as good knowledge.

Data were checked for completeness, accuracy, consis-
tency then coded and entered into SPSS version 20 for
analysis. Results were shown using tables and central ten-
dency statistics. Comparison of categorical variables was
done using the Chi-Square test while P values of 0.05 or
less was considered significant. A written ethical clearance
letter was obtained from SPHMMC Institutional Review
Board and confidentiality was kept throughout the study.

Results

Sociodemographic Characteristics
Of the 420 patients, 385 (91.7%) agreed to participate.
Patients’ age ranged from 18 to 80 years with a mean of
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40.3 years (SD £ 15.2). Males comprised two-third of the
participants (256,66.5%) making male to female ratio 2:1.
Three-fourth of the respondents were married (295,76.6%)
and had some level of formal education (285,74.0%). Urban
residents (241, 62.6%) and emergency surgeries (246, 63.9%)
each made nearly two-thirds of the respondents (Table 1).

Knowledge

Of the responders, 199 (51.7%) signed Informed consent
previously at least once. Even if most (336, 87.3%) knew
the reason why they had surgery, less knowledge and
awareness was reported regarding the type of surgery

Table | Sociodemographic Characteristics of Respondents,
St. Paul's Hospital Millennium Medical College, Addis Ababa,
Ethiopia, 2018

Table 2 Respondents Knowledge and Understanding Towards
Surgical Informed Consent, St. Paul’s Hospital Millennium Medical
College, Addis Ababa, Ethiopia,2018

Variables Response, n (%)
Yes No
Signed surgical informed consent previously | 199(51.7) | 186(48.3)
Read the surgical informed consent form 78(20.3) 307(79.7)
Know the operating Surgeon 129(33.5) | 256(66.5)
Know the reason for surgery 336(87.3) | 49(12.7)
Know the type/nature of surgery done 160(41.6) | 225(58.4)
Know the options of alternative treatment | 153(39.7) | 232(60.3)
Know the anesthesia risks 96(24.9) 289(75.1)
Know the risks and complications of 69(17.6) 316(82.1)
surgery
Know the expected time the surgery took | 909(23.4) | 295(76.6)
Know the postoperative care 4(1.0) 381(99.0)
Know what to eat post-surgery 55(14.3) 330(85.7)
Know when to resume working 12(3.1) 373(96.9)
Know the cost of treatment 62(l6.1) 323(83.9)

Variables Total n (%)
Age

18-30 101(26.2)

3140 116(30.2)

41-50 69(17.9)

51-60 58(15.1)

>60 41(10.6)
Sex

Male 256(66.5)

Female 129(33.5)
Marital status

Married 295(76.6)

Single 70(18.2)

Widowed 13(3.4)

Divorced 7(1.8)
Residence

Urban 241(62.6)

Rural 144(37.4)
Educational status

Primary education 108(28.1)

Secondary education 104(27.0)

College and above 73(19.0)

No formal education 100(26.0)
Occupation

Unemployed 127(33.0)

Employed 164(42.6)

Farmer 94(24.4)
Type of surgery

Emergency 246(63.9)

Elective 139(36.1)

(160, 41.6%), its complications (69, 17.9%) and options
of alternative treatment (153,39.7%) (Table 2).

Overall, the level of knowledge towards SIC was good
only in 40 (10.5%), satisfactory in 94 (24.4%). One-third,
133 (34.5%), of the patients’ knowledge regarding SIC
was poor. Of the patients with a poor level of knowledge,
52 (40%) signed SIC and undergone surgery in the past.

Perception

The majority (316, 82.1%) of the patients think that SIC
was necessary and it was their obligation to sign (340,
88.3%), otherwise they will not be operated. The legal
requirement of SIC was understood by 267 (69.4%) sub-
jects. However, one-third (120, 31.2%) of patients per-
ceived that the informed consent would remove their
compensation and the hospital/operating surgeon would
not be asked and sued if the wrong procedure were done
and costs the life of a patient (126, 32.7%). More than half
(223, 57.9%) of the respondents had no information
regarding the right to change their mind once they signed
the SIC. The right to sign on their behalf was given to
relatives in a condition that the patients could not do by
themselves (349, 90.6%) Table 3.

Factors Associated with the Level of Knowledge

A good level of knowledge towards SIC was significantly
higher in patients with formal education (OR=4.8; 95% CI
1.45-16.01; P=0.010) and in those who live in an urban area
(OR=4.7; 95% CI 1.81-12.35; p=0.002). Otherwise, sex,
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Table 3 Respondents Perception Towards Surgical Informed Consent, St. Paul’s Hospital Millennium Medical College, Addis Ababa,

Ethiopia 2018

Variables Response, n (%)
Yes No Do not Know

Consent forms are necessary 316(82.1%) 64(16.6) 5(1.3)
Signing surgical informed consent is a legal requirement 267(69.4) 110(28.6) 8(2.1)
Signing surgical informed consent is my obligation 340(88.3) 42(10.9) 3(0.8)
Signing surgical informed consent remove compensation 120(31.2) 60(15.6) 205(53.2)
Surgical informed consent is a protection for the hospital and the surgeon 126(32.7) 359.1) 224(58.2)
You have the right to change your mind after 125(32.5) 37(9.6) 223(57.9)
signing the consent form
If you cannot sign the consent form, can your relative sign on your behalf 349(90.6) 12(3.1) 24(6.2)

age and nature/mode of surgery had no statistically signifi-
cant association with the level of knowledge (Table 4).

Discussion

SIC is meant to adequately inform the patient about the
procedure to be carried out, benefits, alternatives and pos-
sible complications to enable appropriate decisions and to
recognize the patient’s autonomy and dignity.*> It is also

an opportunity for the surgeon to establish a relationship of

Table 4 Factors Associated with Level of Knowledge Towards
Surgical Informed Consent, St. Paul’s Hospital Millennium Medical
College, Addis Ababa, Ethiopia 2018

Variables Level of Odds P value
Knowledge
Good | Poor
Sex
Male 31 225 1.84(0.85-3.98) 0.124
Female 9 120 |
Age
<50 33 253 1.71(0.73-4.01) 0.214
>50 7 92 |
Residence
Urban 35 206 4.72(1.81-12.35) | 0.002*
Rural 5 139 |
Education
Formal 37 248 4.82(1.45-16.01) | 0.010%**
No formal 3 97 |
Mode of surgery
Emergency 26 220 0.95(0.48-1.88) 0.878
Elective 14 125 |

Notes: *Significantly associated at p-value <0.005, **Significantly associated at
p-value <0.05. The bold values indicate statistically significance.

openness and trust with the patient, and to promote mutual
understanding to decrease unnecessary litigations if the
UK
Montgomery judgement (2015) was a landmark event in

unexpected  occurs.”'®  The supreme  court
reinforcing patient-centered care and shared-decision mak-
ing (SDM) as the major part of valid consent. It also
shifted from the thinking that considered SDM in consent
as guidance to legal requirement.'" Literature reported that
written information, with good patient education during
the consent process, leads to better understanding and
postoperative recall ®!%-!?

Our study and others, demonstrated majority of the
subjects knew that SIC was necessary and it was an
obligation to undergo surgery.*'*'* However, more than
two-thirds of our respondents did not read the SIC before
signing it; similar to findings of Leclercq et al.® This is
mainly related to the surgical care culture in the develop-
ing nations where the patient thinks the doctors decide
what to do.” Inadequate time allocation (though patients
did not report it) for the consent process especially in
emergency surgeries might have also contributed.

In line with our findings, Adisa et al and Nnabugwu
et al reported that many of their patients (93.7% and
78.3%) knew the reason for surgery, and less knowledge
was noted regarding options of alternative treatment, risks
of the planned surgery and anesthesia.”'> In contrast,
a study from the UK revealed high knowledge concerning
the risks of surgery.'® This discrepancy may reflect the
difference in the level of literacy among the study subjects
and consent process which gave more emphasis for the
diagnosis.” As compared with other studies our patients
recall less information about the type and nature of the
operation.”'>!7'® Another Ethiopian study also showed
most of the patients were not informed about alternative
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treatment and complications of the procedure.'® Similar
with our analysis, a study from Uganda reported less than
a quarter (22.4%) of their patients knew the surgeon who
conducted the procedure.'® Such lower values are mainly
related to not only the patient’s knowledge on SIC but also
the poor practice of the surgeons and residents in charge.
This in turn might reflect the lack of formal teaching of
bioethics and communication skills in the surgical resi-
dency program of our country. According to Jarayedi
Z and Asghari F, the surgical residents in Iran acquire
such skills from their professors and senior residents rather
than formal courses.”” A study from Nigeria and Uganda
suggested incorporating biomedical ethics in medical edu-
cation improves consent practice.'®?!

The legal requirement of SIC was reported by more
than two-thirds (69.4%) of our patients. Comparable
observations were also made by studies from Egypt
69.18%, Kuwait 69.9%, India 75% and the United
Kingdom 88%.%%!6? However, 16% of clients of the
UK study believed that it will remove their right to com-
pensations. The figure is much lower than ours’ and other
studies from Africa and Asia.®'3:'%?? Educational status
may contribute to this difference as educated patients tend
to be conscious regarding their right and are more likely to
understand information on the consent.”?

Authors showed that more than half of clients/patients
perceived that SIC aims, mainly, to protect the hospital
and the surgeon from litigation.®'**? A study from the UK
demonstrated 46% of their patients reported that the main
goal of SIC is to protect the hospital.'® In contrast with
this, our analysis reported a lower number of clients had
this impression. This is a paradoxical reflection because
more than half (58.2%) of our patients signed the consent
without knowing whom it protects.

Literature reported that 8.7% to 20% of patients did not
know whether they could change their minds after they
had signed SIC.®®'*'®22 This is much lower than our
finding which could be due to inadequate consent process
and the urgency of surgery as most of our patients under-
went emergency procedures. Many of our and other parti-
cipants thought that their relative could sign on their
behalf if they cannot sign the consent.®'*!°

Factors associated with the level of knowledge and
understanding:

Patient knowledge and understanding of the SIC pro-
cess can be influenced by factors; patient’s age, educa-
tional level, intelligence, cognitive function and anxiety.
It is also associated with the health profession age, years

of experience and duration of training.' The current study
identified that level of knowledge and understanding was
higher in patients with some level of formal education
(OR=4.8; 95% CI 1.45-16.01; P=0.010) than patients
with no formal education. A similar finding was also
demonstrated in studies from Nigeria and India.%”'>*
Moreover, patients’” who reside in an urban area
(OR=4.7; 95% CI 1.81-12.35; p=0.002) had a better
level of Knowledge. This may be due to more access to
different sources of information in urban settings than
rural. Avoiding technical words, using patient’s language,
allocating sufficient time and addressing patients’ concerns
during the consent process plays a vital role in under-

information for 717,19

standing the decision-making.
Furthermore, different authors advocate the use of audio-
visual information and leaflets improves patient under-
standing and recall.>**'°

The main limitations in this study include recall bias,
since the questions were entirely dependent on patients
recalling capacity, and failure to include some important
data concerning the consent process such as the health-
care provider who obtained the informed consent, the time
spent and timing of counseling. Despite these limitations,
the study assessed our patient’s knowledge and perception
towards SIC and provided data to evaluate our practice.

In conclusion, our patients had limited knowledge and
perception regarding SIC. Hence, the existing consent
process and form deserve re-evaluation to serve its pur-
pose. In addition, the hospital needs to design awareness

creation measures towards SIC.
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The authors report no conflicts of interest in this work.
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