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Abstract

Background: Informed consent is the processin which a
health care provider educates a patient about the risks, bene-
fits, and alternatives of a given procedure or intervention. The
patient must be competent to make a voluntary decision about
whether to undergo the procedure or intervention. The basic re-
quirements for informed consent include patients' competence
and voluntariness as preconditions for informed consent, provi-
sion of adequate and comprehensible information, finally, the
patient consents to have the surgical procedure to be performed.

Aim of Study: To assess the quality of informed consent
process for elective gynaecological and obstetric surgery at Ain
Shams University Maternity Hospital.

Patients and Methods: The current cross-sectional obser-
vational hospital-based study was conducted in Department of
Obstetrics and Gynecology at Ain Shams University Maternity
Hospital (ASUMH). In the period between December 2023 to
March 2024 on 175 cases undergoing obstetrics and gynecolo-

gy surgery.

Results: The study showed majority of the patients had
poor quality of informed consent prior to elective gynecolo-
gy and Obstetrics surgery at Ain Shams University Maternity
Hospital. Those with low education level, who had no knowl-
edge about informed consent and did not know that consenting
was voluntary, had misconception about consent, or required to
have an interpreter during the consent process, with whom ver-
bal interaction without illustration was used during the consent
process, consented on ward, in cases where the consent process
took less than 20 minutes, not asking questions during the con-
senting process were likely to have poor quality informed con-
sent. The result of current study showed the quality of informed
consent given to the participants prior to elective surgery was
poor in most of them (57.7%).
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E-Mail: miskisahal 78@gmail.com

Conclusion: This study suggests that the quality of in-
formed consent process among patients undergoing elective
gynaecological and obstetric surgery at is below the accepted
national standard. The health workers did not create enough
time to explain to the patients’ important details about their
condition and management. Vital information about what to
expect before and after surgery was hardly addressed. The pa-
tients lack knowledge about informed consent process. They do
not know that it’stheir right to be informed about their medical
condition, any forthcoming interventions and their decision is
voluntary.

Key Words: Elective gynaecological — Obstetrics surgical pro-
cedures — Informed consent process.

Introduction

INFORMED consent is the processin which a
health care provider educates a patient about the
risks, benefits, and alternatives of a given procedure
or intervention. The patient must be competent to
make a voluntary decision about whether to under-
go the procedure or intervention [1].

Prior to the late 1950s, there was no firm ground
regarding taking informed consent. In ancient med-
icine, the Hippocratic Corpus primary focus of
medical ethics was the obligation of the physician
to provide medical benefits to patients and protect
them from harm [2]. Until the 20th century, physi-
cians could rarely even explain to themselves and,
thus, to their patients which of their recommenda-
tions were curative and which were not [3].

Informed consent is based on the moral and le-
gal premise of patient autonomy: Where by the pa-
tient has the right to make decisions about his/her
own health and medical conditions[4].

Glaser et al.[5] implied informed consent in both
an ethical and lega obligation of medical practition-
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ersin the US and originates from the patient’s right
to direct what happens to their body. Implicit in
providing informed consent is an assessment of the
patient’ s understanding, rendering an actual recom-
mendation, and documentation of the process.

The elements of informed consent are usually
described as disclosure, understanding, decision
making capacity, and voluntariness[6].

Shared decision-making (SDM) challengesin
Emergency Medicine include patient, provider,
system and evidence level limitations. Examples
include: (1) If patients are capable of or willing to
engage in decision making (2) If providersfedl it
provides more or less medico-legal protection, (3)
If the Emergency Department is overwhelmed and
timeis of the essence to make decisions, and (4) If
the facility lacks well-validated risk prediction tools
to guide decision making [7].

The environment where obtaining consent is
done from, confidentiality about the discussion out-
comes and the administrative aspects involved have
agreat influence on the informed consent process

[9].

Astudy in South Africaidentified that patients
know that giving informed consent is their right.
However, poverty, language barrier and low educa-
tional level limits them to exercise their right of giv-
ing informed consent [9]. Discrimination of one's
status and disrespect and verbal abuse affect com-
munication also impact the consent process [10]. It
was emphasi zed that doctors are sometimes arro-
gant, that they dictate treatment and surgery to pa-
tients even when other options were available[11].

Aim of the work:

The aim of the study is to assess the quality of
informed consent process for elective gynaecolog-
ical and obstetric surgery at Ain Shams University
Maternity Hospital.

Patients and M ethods

The current cross-sectional observational hos-
pital-based study was conducted in Department of
Obstetrics and Gynecology at Ain Shams Universi-
ty Maternity Hospital (ASUMH). In the period be-
tween December 2023 to March 2024 on 175 cases
undergoing obstetrics and gynecology surgery.

The participants fulfilling inclusion criteria:

The Inclusive Criteriawas:. (above 18 years of
age consented to participate in study and had under-
gone elective gynecological and obstetrics surgery).
Without exclusion criteriamentally disableor below
the legal age of consent were enrolled in this study.

Primary research outcome:

To determine the quality of informed consent
among the patients undergoing €l ective Gynaeco-

logical and Obstetric Surgery at Ain Shams Univer-
sity Maternity Hospital (ASUMH).

Secondary outcome:

To identify the factors associated with the qual-
ity of informed consent among patients undergoing
elective gynaecological and obstetric surgery at
ASUMH.

Sudy procedures:

The present study was carried at Ain Shams
University Maternity Hospital patients admitted for
elective surgery either through Outpatient depart-
ment clinics (OPD) through emergency department
stabilization from life threatening condition and
then sent to the ward.

At the gynaecologic and antenatal care wards pa-
tients booked for surgery. They could be retained on
ward or alowed to go home to return on the date of
appointment. Prior admission for elective surgery,
the patient was admitted a day before through the
OPD or ANC. Admission and review done again by
the doctors to access their wellbeing, confirm diag-
nosis and fitness for surgery. Patients that suited the
criteria have the elective operation were performed
the following day.

Consent was obtained during admission; it was
at this point that the patient signed a consent form
for admission and any other surgical procedures that
might get done on them.

Following surgery, patients were treated for 1-7
days post-operatively depending on their wellbeing,
some stay longer if complications like sepsis oc-
curred. After discharge, the patients aware reviewed
again in the OPD Follow-up there after depends on
the patient’ s diagnosis.

Sudy interventions:

The patient who underwent el ective gynaeco-
logical and obstetric surgery were approached by
the principal investigator. From elective theatre list
oneto two days before the procedure. An explana-
tion was given to the patient as to why they have
been selected, then the study consent form was is-
sued or read to the patients.

The interviewer verbally introduced themselves
and explained the research purpose to the eligible
patient including assurance of their confidentiality.
Acceptance to take part in the study was confirmed
by the attaching their signature or thumbprint on the
study consent form this was done day or two days
before the operation. The interviewer also signed
the consent form thereafter. Those who consent
were recruited to the study and signed the study
consent form.

Data was collected verbally using a structured
questionnaire. Every Patient were discussed on their
second post-operative day as by thistimethey are a
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little bit better in terms of recovery, pain had sub-
sided. Their responses were filled in the appropri-
ate spaces and Likert scale where applicable on the
guestionnaire.

The questionnaire prepared in English was trans-
lated to Arabic. The Arabic version was trandated
back into English to maintain consistency while the
Arabic version was used to interview women.

The questionnaire was included three main sec-
tions regarding: First one socio-demographic data
consisting of fiveitems. eg: Age, Marital status, Ed-
ucation level, Occupation, Residence. The Second
one covered some aspects of quality of informed
consent (thirteen questions) eg: information about
diagnosis and treatment, information about the in-
dication of surgery, information about benefit and
Risk of the surgery and if patients have received
sufficient information to decide their alternative
treatment etc.

Third section dealt with factor associated with
quality of informed consent eg: Patient factors,
health provider factors, hospital related factors and
policy factors.

Satistical analysis:

A coding procedure were developed, the re-
spondents’ responses for each question were doubled
recorded into the database with a computerized were
data entry and processed with statistical software
using EPI Info 7.2.5. The researcher and statistician
were checked the entered data with the original data
collected. The coding systematically re-organized
raw data into a computer readable format.

Quality of informed consent process were meas-
ured using questions formulated from the recom-
mended elements of the informed consent. The
questions were designed in form of 5-point Likert
scale where 1=very poor, 2=poor, 3=fair, 4=good
5=very good. A cut off score of 3 will be set as the
average measure of quality, where scores 3 and be-
low=poor quality while scores greater than 3=good
quality.

Qualities were determined and classified into
two binary and mutually exclusive categories as
“poor quality = 1" (poor quality isthe category of
interest, the reason it is coded as 1) and “good quali-
ty = 0". If the proportion of poor quality was greater
than 10%, therefore logistic regression analysis and
prevalence retios (PR) were used to interpret the
factors associated with the poor quality of informed
consent.

Results

This study was conducted at Ain Shams Uni-
versity Maternity Hospital during period between
December and March 2024 this study included 175
Cases.
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Analysis of the Sociodemographic data of the
included patients showed that mean age of 40.6
years with a standard deviation of 12.43 years, rang-
ing from 20 to 75 years. The magjority of patients
were married (84.6%), followed by those with no
educational qualifications (50.3%). In terms 1 of
education, 25.7% had secondary education, while
only 5.1% had tertiary education. Regarding oc-
cupation, housewives constituted the largest group
(79.5%), the distribution of other occupations such
as self-employed individuals, students, and various
professionals (e.g., nurses, teachers, busi nessper-
sons) was notably low as shown in Table (1).

Table (1): Sociodemographic data of studied patients.

Studied patients (n=175)

N %
Age:
Mean + SD 40.6+12.43
Range 20-75
Age Groups:
18-30 44 251
30-45 74 42.3
Over 45 57 32.6
Marital Satus:
Single 10 5.7
Married 148 84.6
Divorced 8 4.6
Widow 9 51
Education level:
None 88 50.3
Primary 33 189
Secondary 45 257
Tertiary 9 51
Occupation:
House wife 139 79.5
Self employed 12 6.8
Student 15 8.6
Nurse 3 17
Business 4 23
Teacher 2 11

On asking patients to assess the quality of in-
formed consent, 13 questions were used and it was
noticed that most of patients experienced poor and
fair quality of informed consent as shown in Table

2).

The responses were measured on a scale of 5 and
amean response was determined. All the respons-
es with mean response above 3 were categorized
as good while those with mean response of 3 and
below were considered poor. The data reveal that
42.3% of patients rated the total quality of informed
consent as good, while 57.7% rated it as poor as
shown in Table (3).
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Table (2): Quality of Informed Consent.

Assessment of the Quality of Informed Consent Process for Elective Gynaecological & Obstetrics

Very Good Good Fair Poor Very poor
Studied patients (n=175)
N % N % N % N % N %
The information about the diagnosis and 39 23 4 234 49 28.0 37 211 9 51
treatment of your illness
The information about any treatment 1 0.6 23 131 28 16.0 60 343 63 36.0
options available regarding your illness
The information about the indication for surgery 20 114 36 20.6 59 337 30 171 30 171
The information about the benefits of the 6 34 33 18.9 47 26.9 63 36.0 26 149
surgery
The information about the risks of undergoing 6 34 18 10.3 50 28.6 58 331 43 246
surgery
The information about the type of anesthesia 16 9.1 30 17.1 63 36.0 33 189 33 189
The information about possible complicationsif 9 51 17 9.7 42 24.0 66 37.7 41 234
surgery was not done
The information about the pre-operative care 3 17 25 14.3 63 36.0 48 274 36 206
and precautions
The information about the post- operative care 7 4.0 59 337 46 26.3 37 211 26 149

and precautions

The information about your duration of stay in 1 0.6
hospital after surgery

The information about the healing process after 4 23
surgery

The information about the when to resume 1 0.6
normal activities after surgery

The information about the quality of life after 3 17
healing from the surgery

50 28.6 91 52.0 17 9.7 16 91

24 13.7 63 36.0 61 349 23 131
15 8.6 55 314 66 37.7 38 217
16 9.1 50 28.6 61 349 45 257

Table (3): Total Quality of Informed of the study.

Studied patients
(n=175)
N %
Total Quality of Informed
Consent:
Good 74 42.3
Poor 101 57.7

On assessing the patient factors associated
with quality of informed consent, it was found that
71.4% of them knew that one hasto first consent
before surgery is done. Most of patients stated that
they had to consent before surgery prove that they
accepted the treatment. Most of patients (78.3%)
stated that they didn’t know that after giving con-
sent, she can change the decision previously made
asillustrated in Table (4).

Most of patients (96.6%) belonged to the public
sector. 87.4% of patients were given general anes-
thesia. 88% of them underwent major surgery. All of
patients stated that their primary language was used
when discussing about her condition and its man-
agement. 94.3% of patients stated that only words
were used to explain the treatment to be offered as
shown in Table (5).

Among the included patients, 73.7% of them
declared that the informed consent given during
admission in the clinic, 83.4% of them stated that
conversation with the clinician last Resident doctor
obtained the informed consent and 65.7% reported
that conversation with the clinician lasted for 10-15
minutes as shown in Table (6).

Table (4): Factors associated with quality of informed consent.

Studied patients
(n=175)
N %
Did you know that one hasto first con-
sent before surgery is done?:
Yes 125 714
No 50 28.6
Why does one have consent before
surgery?:
It'sjust ahospital policy 3 17
To prove that | have accepted the 140 80.0
treatment
To protect the hospital from litigation 6 34
if any problem arises
To protect my personal right 21 12.0
| don’t know 5 29
After giving consent, can one change
the decision previously made?:
Yes 11 6.3
No 137 78.3
| don’t know 27 15.4
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Table (5): Health provider factors associated with guality of in-
formed consent.
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Table (6): Hospital related factors associated with quality of in-
formed consent.

Studied patients
(n=175)
N %
Category of patient:
Private 6 34
Public 169 96.6
Type of Anesthesia given:
GA 153 87.4
SA 22 12.6
Type of surgery undergone:
Major 154 88.0
Minor 21 12.0

Which language was used when
discussing about your condition and its

management:
My primary language (mother tongue) 175 100
English 0 0
Aninterpreter 0 0

Which of the following methods was used
to explain the treatment to be offered?:

Only words 165 94.3
Diagrams 10 57
Pictures 0 0

Which of the following methods was used
to explain the treatment to be offered?:

Friendly and empathetic 107 61.1

Was tough, | feared to express my self 2 11

Was arrogant 11 6.3

| was too anxious after knowing the 4 23
diagnosis

| just had to accept for the sake of 45 25.7
saving my life

Used medical jargons, | didn’t 1 0.6
understand

My family/ spouse/ friends influenced 5 29

my decision, not me

Did the experience above have any
influence on your decision to consent?:

Yes 25 14.3
No 116 66.3
| don’t know 34 194

Studied patients
(n=175)
N %
Where was the informed consent given?:
During admission in the clinic 129 73.7
On ward 46 26.3
Immediately before going to theatre 0 0
In theatre 0 0
What was the profession of the person
who obtained the informed consent?:
Obstetrician-gynecol ogist 0 0
Resident doctor 146 834
Intern doctor 1 0.6
Nurse-midwife 0 0
Did not know 28 16.0
How long did this conversation with the
clinician last?:
<5 minutes 4 23
10-15 minutes 115 65.7
>20 minutes 56 32.0

Table (7): Comparison of Quality of Informed Consent among
Group A and Group B according to Demographic

Data.
GroupA  Group B
(n=74)  (n=101) Test p-
value value
N % N %
Age:
Mean £ SD 38.9+11.58 41.9+129 t=1.601 0.112
Range 21-75 20-61
Marital Satus: >
Single 1 1.3 9 89 X =1530 0.675
Married 67 905 81 803
Divorced 3 41 5 49
Widow 3 41 6 59
Education level: >
None 39 527 49 486 X =4.621 0.032
Primary 10 135 23 228
Secondary 20 270 25 247
Tertiary 5 68 4 39
Occupation: >
House wife 62 838 77 77.3 X =6.494 0.370
Self employed 4 53 8 7.9
Student 6 81 9 89
Nurse 0 0 3 29
Business 1 14 3 29
Teacher 1 14 1 01

Ugng: t-Independent Sample t-test for Mean + SD.
X" = Chi-Square test.

p-vaue >0.05 isinsignificant.

p-vaue <0.05 is significant.

p-value <0.01 is highly significant.
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Table (8): Comparison of Quality of Informed Consent among Group A and Group B according.

Group A (n=74) Group B (n=101) Test -
N % N % value value
Where was the informed consent given?: 5
During admission in the clinic 43 58.1 86 85.1 X"=3.615 0.048
Onward 31 41.9 15 14.9
Immediately before going to theatre 0 0 0 0
In theatre 0 0 0 0
What was the profession of the person who obtained the
informed consent?: 5
Obstetrician-gynecol ogist 0 0 0 0 X=1.277 0.528
Resident doctor 58 784 88 87.1
Intern doctor 0 0 1 0.1
Nurse-midwife 0 0 0 0
Did not know 16 21.6 12 119
How long did this conversation with the clinician last?: 5
<5 minutes 3 4.1 1 0.1 X"=1101 0.777
10 -15 minutes 42 56.8 73 72.3
>20 minutes 29 39.2 27 34.6
Category of patient: 5
Private 3 4.1 3 3.0 X"=0.074 0.785
Public 71 95.9 98 97.0
Type of Anesthesia given: 5
GA 61 824 92 91.1 X =0.137 0.712
SA 13 17.6 9 89
Type of surgery undergone: 5
Major 59 79.7 95 9.1 X"=2459 0.117
Minor 15 20.3 6 59
Which language was used when discussing about your
condition and its management:
My primary language (mother tongue) 74 100 101 100 - -
English 0 0 0 0
An interpreter 0 0 0 0
Which of the following methods was used to explain the
treatment to be offered?: 5
Only words 67 90.5 98 97.0 X"=0912 0.340
Diagrams 7 9.5 3 3.0
Pictures 0 0 0 0
Which of the following methods was used to explain the
treatment to be offered?: 5
Friendly and empathetic 34 45,9 73 72.3 X"=9710 0.137
Wastough, | feared to express my self 0 0 2 19
Was arrogant 9 12.2 2 19
| was too anxious after knowing the diagnosis 3 41 1 0.1
| just had to o accept for the sake of saving my life 26 35.1 19 18.8
Used medical jargons, | didn’t understand 0 0 1 0.1
My family/spouse/friends influenced my decision, not me 2 2.7 3 19
Did the experience above have any influence on your
decision to consent?: 5
Yes 15 20.3 10 9.9 X"=1101 0.777
No 37 50.0 79 78.2
| don’'t know 22 29.7 12 119

Using:X2=Chi-Squaret(5t. p-value >0.05 isinsignificant. p-value<0.05issignificant. p-value <0.01ishighly significant.
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For the Secondary outcome we will divide the
study group into 2 groups according to the quality
of informed consent.

- Group A: 74 Patients who had good quality of in-
formed consent.

- Group B: 101 Patients who had poor quality of
informed consent.

Comparison of Quality of Informed Consent
among Group A and Group B according to De-
mographic Data the mean ages of Group A (38.9
years) and Group B (41.9 years) were stetistically
different (t=1.601, p-value=0.112), although the
difference was not significant. In terms of marital
status, there were no significant differences between
the groups (x2=1.779, p-value=0.620). Howev-
er, notable differences were observed in education
level (x2=4.621, p-value=0.032) and occupation
(%2=6.494, p-value=0.010) as shown in Table (7).

Group A had a higher proportion of individuals
with tertiary education compared to Group B (3.9%
vS. 6.8%), and Group A also had more individu-
als with no occupation (83.8% vs. 77.3%). These
differences suggest that education level and occu-
pation may influence the quality of informed con-
sent. Notably, statistical significance was reached
in education level, indicating that individuals with
higher education might perceive and engage differ-
ently in the informed consent process compared to
those with lower education levels. This underscores
the importance of considering demographic factors
in healthcare communication and decision-making
processes.

Significant differences were observed in where
the informed consent was given, with a higher
percentage of Group B patients (85.1%) receiving
consent on the ward compared to Group A (58.1%)
(x2=3.615, p-value=0.048). However, significant
differences were found in the profession of the
person obtaining consent, duration of the conver-
sation with clinicians, category of patient (private
vs. public), type of anesthesia given, type of surgery
undergone, methods used to explain treatment, or
the influence of the experience on the decision to
consent. Notably, alarge proportion of patientsin
both groups had their consent obtained by resident
doctors, and most conversations lasted between 10
to 15 minutes. Additionally, both groups predomi-
nantly received explanations using only words. Al-
though differences in where consent was obtained
were observed, other clinical factors did not signifi-
cantly influence the quality of informed consent be-
tween Group A and Group B as shown in Table (8).

Discussion

Informed consent is the processin which a
health care provider educates a patient about the
risks, benefits, and alternatives of a given procedure
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or intervention. The patient must be competent to
make a voluntary decision about whether to under-
go the procedure or intervention.

The basic requirements for informed consent
include patients' competence and voluntariness as
preconditions for informed consent, provision of
adequate and comprehensible information, finally,
the patient consents to have the surgical procedure
to be performed.

The principle of self-determination recognizes
patient autonomy and independence to make own
decisions without coercion, providing educational
programs to patients is mandatory to fill knowledge
gaps and improve the quality of the informed con-
sent process.

Informed consent is aimed to protect patients
from unwanted medical intervention, safe guard
patients' rights to autonomy and self-determination.

The main aim of this study was to determine the
quality of informed consent among the patients un-
dergoing €elective gynaecological and obstetric sur-
gery at ASUMH.

The Secondary aims were to identify the fac-
tors associated with the quality of informed consent
among patients undergoing €l ective gynaecol ogical
and obstetric surgery at ASUMH.

The current cross-sectional observational hos-
pital-based study was conducted in Departement
of Obstetrics and Gynecology at Ains Shams Uni-
versity Maternity Hosputal (ASUMH). To assess
the quality of informed consent process for elective
gynaecological and obstetric surgery In the period
between December 2023 to March 2024.

Patients above 18 years of age who consented
to participate in study and had undergone elective
gynaecological and obstetric surgery were enrolled
our study.

Patients who did not have the mental capacity
to understand and discuss finally provide informed
consent process or below the legal age of consent
were excluded from our study.

The study showed magjority of the patients had
poor quality of informed consent prior to elective
Gynecology and Obstetrics Surgery at ASUMH.
Those with low education level, who had no knowl-
edge about informed consent and did not know that
consenting was voluntary, had misconception about
consent, or required to have an interpreter during
the consent process, with whom verbal interaction
without illustration was used during the consent
process, consented on ward, in cases where the con-
sent process took less than 20 minutes, not asking
questions during the consenting process were likely
to have poor quality informed consent.
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The population of study was 175 cases who un-
derwent elective gynaecological and obstetric sur-
gery The majority of patients were married (84.6%),
followed by those with no educational qualifications
(50.3%). mean age of 40.6+12.43 years More than
fiftty percent (57.7%) of the participants had poor
quality of informed consent prior to the elective gy-
naecol ogical/obstetric surgery were enrolled in our

study.

Compared article in Teshome and colleagues the
finding was 40% of the mean age of studied cas-
eswas 28.2 SD + (7.9) with range (25-29), Nearly
aquarter (22.6%) had no formal education, while
20.9% have attended only primary school. Nearly
all (92.2%) of the women involved in this study
were married and more than half (53%) were house-
wives[12].

The result of current study showed the quality of
informed consent given to the participants prior to
elective surgery was poor in most of them (57.7%).
Thisis comparable to the findings by Jukic [13]
where only 29 patient (11%) of patients reported
being informed about their medical condition and
forthcoming clinical proceduresin detail and 186
patient (70.2%) reported to have received only ba-
sic information[13]. Although it is difficulty that ob-
taining informed consent involves mutual sharing
of information between the clinician and the patient
as disclosure of required information greatly deter-
mines the quality of informed consent [14].

The present study showed factor associated with
poor quality of informed consent were participants
with lower education level 50.3% of them were not
educated,18.9% had primary education, 25.7% of
them received secondary education 5.1 received ter-
tiary education and 2% of them received university
education.

Similar study done in Rwanda 5% of the partic-
ipants had a high level of knowledge, 12% moder-
ate, and the rest 83% had alow level of knowledge
towards informed consent [15]. Patients level of un-
derstanding on surgical informed consent was signif-
icantly associated with educationl level [16].

The present study showed that the patients had
mi sconceptions about giving informed consent
which is ahindrance to quality informed consent.
80% of them believed that giving an informed con-
sent was just to prove that they had accepted the
treatment while 12% to protect my personal right
thought and only 6% knew that is to protect the hos-
pital from ligation if any problem arises.

According to the similar study the finding from
Hawassa 178 patients (77.4%) was believed to ac-
cepted treatment, where 186 patients (80.6%) was
accept to protect my personal right 149(64.8) was
believed to protect hospital from ligation if any
problem arises[12].

Also the results of the current study showed that
the guality of informed consent 71.4% of them knew
that one hasto first consent before surgery most of
patient 78.3% stated they did not know that after
giving consent, she can change previously made.

The finding is comparable where 46% of pa-
tients from UK believed that the primary purpose
of an Informed Consent was to protect the hospital
from litigation [17].

Previous studies found an association between
the patients' socio-demographic characteristics and
the informed consent process. For instance, Pover-
ty, language barrier and low educational level limits
patients to exercise their right of giving informed
consent [18]. It is believed that the pre-surgery anx-
iety increases when too much information is pro-
vided [19]. Many individuals sign the consent form
without being fully aware of what they are signing
[20]. Therefore, these factors affect the information
disclosure, comprehension, recall ability, voluntari-
ness to make decisions for their quality of care.

The presented study showed that the consenting
process for the health care providers spend 10-15
minutes was 115 patients (65.7%) and >20 minutes
was 56 patients (32%) and 4 patients about (3.2%)
spent less than 5 minutes.

According to research by jahan and his col-
leagues from 2014, Health-care providers who
spend more time (10-15 minutes) on the consent-
ing process were more likely to practice adequate
consent than those who spent less than 5 minutes.
The extra time spent for consenting allows more
discussion and interaction between patient-health-
care providers and adequate time to adress patient
issues[21].

Work experience was positively associated with
adequate practice of informed consent. Respondents
who had more than 10 years of work experience
were more likely to practice adequate informed con-
sent than those who had less than or equal to years
work experience. Thisfinding is consistent with a
study from Italy [22].

The current study results showed for the patient
method used to explain treatment was only words
165 patient 94.3%, diagram 10 patients 5.7% and no
patient with pictures.

Verbal discussion alone without pictorial illus-
tration when explaining the treatment to be offered
was associated with poor quality informed consent.
Comparable findings from a study by Moseley et
al. [23] demonstrated that use of visual aids beyond
just verbal presentation improved the patient ability
to remember facts and risks associated with the sur-
gery [23]. A study finding emphasized that patient
retention of information can be improved by 50% if
supplemental written information is provided [24].
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According to the result of the current study
(61%) had afriendly and empathetic communica-
tion with their health workers during the process of
consenting which is a promoter of quality informed
consent. It is consistent with reports from Nigeria
and Uganda that the attitude of the health worker
determines the effectiveness of informed consent
[25]. It isfurther stressed that good communication
between the clinician and patient is the basis of a
good process of informed consent. It’ s reflected by
the patients' ability to recall the information they
were provided with [26].

The result of the current study showed the pa-
tients not asking questions about their diagnosis
and treatment is associated with poor quality of in-
formed consent. Majority of the 38 patients (21.7%)
were not given the opportunity to ask any questions.

Similar study from Pakistan showed 230 patients
(66.6%) were not given the chance to ask questions
Ashraf et a.[27]. Another study from Indiareported
that disclosing too much information of the poten-
tial side-effects may scare the patient away from a
life-saving or life-enhancing surgery therefore, the
patients do not ask questions [28].

Also, the results of the current study showed
that the patient not reading the consent form is as-
sociated with poor quality of informed consent. The
assumption is that having the opportunity to read
through the consent form may prompt the patient
to ask for clarification for what they are signing for
which then can improve informed consent. Howev-
er, mgjority of the patients (49.1%) were not given
the opportunity to read what they were consenting
for. Comparable studies from South Africa reported
that patients hardly read the consent form because it
was only available only in English which they could
not understand [29].

Conclusion:

This study suggests that the quality of informed
consent process among patients undergoing elective
gynaecological and obstetric surgery at is below the
accepted national standard.

The health workers did not create enough time
to explain to the patients' important details about
their condition and management. Vital information
about what to expect before and after surgery was
hardly addressed.

The patients lack knowledge about informed
consent process. They do not know that it’ s their
right to be informed about their medical condition,
any forthcoming interventions and their decision is
voluntary.

References

1- SLIM K. and BAZIN J.E.: From informed consent to
shared decision-making in surgery. Journal of Visceral Sur-
gery, 156 (3): 181-184, 2019.

10-

11-

12-

13-

14-

15

1381

BEAUCHAMP T.L.: “Informed consent: Its history, mean-
ing, and present challenges.” Camb Q Healthc Ethics, 20
(4): 515-523, 2011.

KATZ J.: “Reflections on informed consent: 40 years after
itshirth.” J. Am. Coll. Surg., 186 (4): 466-474, 1998.

HAMMAMI M.M., AL-JAWARNEH Y., HAMMAMI
M.B. and AL QADIRE M.: Information disclosure in clin-
ical informed consent:“reasonable” patient’s perception of
norm in high-context communication culture. BMC Medi-
ca Ethics, 15: 1-10, 2014.

GLASER J,, NOURI S,, FERNANDEZ A., SUDORERLL.,
SCHILLINGER D., KLEIN-FEDY SHIN M. and SCHEN-
KER'Y .: Interventions to improve patient comprehension
in informed consent for medical and surgical procedures:
An updated systematic review. Medical Decision Making,
40 (2): 119-143, 2020.

CAHANA A. and HURST SA.: Voluntary informed con-
sent in research and clinical care: An update. Pain practice,
8 (6): 446-451, 2008.

SCHOENFELD E.M., PROBST M.A., QUIGLEY D.D.,
ST. MARIE P,, NAYYAR N., SABBAGH SH. and KAN-
ZARIA H.K.: Does shared decision making actually oc-
cur in the emergency department? Looking at it from the
patients' perspective. Academic Emergency Medicine, 26
(12): 1369-1378, 2019.

KAJJA |, BIMENYA G.S. and SIBINGA C.T.S.: Informed
consent in blood transfusion: Knowledge and administra-
tive issuesin Uganda hospitals. Transfusion and Apheresis
Science, 44 (1): 33-39, 2011.

CHIMA S.: “Because | want to be informed, to be part of
the decision-making”: Patients' insights on informed con-
sent practices by healthcare professionals in South Africa.”
Nigerian journal of clinical practice, 18 (7): 46, 2015.

MADULA P., KALEMBO F.W., YU H. and KAMINGA
A.C.: Healthcare provider-patient communication: A quali-
tative study of women'’s perceptions during childbirth. Re-
productive health, 15: 1-10, 2018.

CLEGG-LAMPTEY JN.A. and HODASI W.M.: An audit
of aspects of informed consent and pain relief in general
surgical units of Korle Bu Teaching Hospital. Ghana Med-
ical Journal, 39 (2): 63-67, 2005.

TESHOME M., WOLDE Z., GEDEFAW A., TARIKU M.
and ASEFA A.: Surgical informed consent in obstetric and
gynecologic surgeries: Experience from a comprehensive
teaching hospital in Southern Ethiopia. BMC medical eth-
ics, 19: 1-9, 2018.

JUKIC: “Physicians overestimate patient’ s knowledge of
the process of informed consent: A cross-sectional study.”
Medicinski glasnik: Official publication of the Medical As-
sociation of Zenica-Doboj Canton, Bosnia and Herzegovi-
na, 8: 39-45, 2011.

SOKOL D.K.: “Informed consent is more than a patient’s
signature.” BMJ, 339, 20009.

MBONERA F. and CHIRONDA G.: The relationship be-
tween knowledge and perception of patients regarding in-



1382

16-

18-

19-

20-

21-

formed consent in surgical proceduresin Rwanda. Inter-
national Journal of Research in Medical Sciences, 6 (2):
408-416, 2018.

LEMMU B., MEGERSA A., ABEBE E. and ABEBEK.:-
Knowledge and perception of Ethiopian surgical patients
to informed consent practice for surgical procedures. Open
Access Surgery, 65-70, 2020.

AKKAD A., JACKSON C., KENYON S., DIX-
ON-WOODS M., TAUB N. and HABIBA M.: Informed
consent for elective and emergency surgery: Questionnaire
study. BJOG: An International Journa of Obstetrics & Gy-
naecology, 111 (10): 1133-1138, 2004.

CHIMA S.: “Because | want to be informed, to be part of
the decision-making”: Patients’ insights on informed con-
sent practices by healthcare professionalsin South Africa.”
Nigerian journal of clinical practice 18 (7): 46, 2015.

DAWES P.J. and DAVISON P.: “Informed consent: What
do patients want to know?’ JR Soc. Med 87 (3): 149-152,
2014.

GUPTA U.C. and KHARAWALA S.: Informed consent in
psychiatry clinical research: A conceptual review of issues,
challenges, and recommendations. Perspectivesin clinical
research, 3 (1): 8-15, 2012.

JAHAN F., ROSHAN R., NANJI K., SAJWANI U., WAR-
SANI S. and JAFFER S.: Factors affecting the process of
obtaining informed consent to surgery among patients and
relatives in adeveloping country: results from Pakistan.
EMHJ-Eastern Mediterranean Health Journal, 20 (9): 569-
577, 2014.

INGRAVALLOF., GILMOREE., VIGNATELLI L.,
DORMI A., CAROSIELLI G., LANNI L. and TADDIA
P.: Factors associated with nurses’ opinions and practices

24-

25-

26-

28-

Assessment of the Quality of Informed Consent Process for Elective Gynaecological & Obstetrics

regarding information and consent. Nursing ethics, 21 (3):
299-313, 2014.

MOSELEY T.H., WIGGINSM.N. and O’ SULLIVAN P.:
Effects of presentation method on the understanding of in-
formed consent. British Journal of Ophthalmology, 90 (8):
990-993, 2006.

MACFARLANE J,, VAN WEEL C., HOLMESW., GARD
P., THORNHILL D., MACFARLANE R. and HUBBARD
R.: Reducing antibiotic use for acute bronchitisin primary
care: Blinded, randomised controlled trial of patient infor-
mation leaflet Commentary: More self reliance in patients
and fewer antibiotics: Still room for improvement. BMJ,
324 (7329): 91-94, 2002.

LAWAL Y.Z., GARBA E.S, OGIRIMA M.O., DAHIRU
I.L., MAITAMA M.l. and ABUBAKAR K.: The doctrine
of informed consent in surgical practice. Annals of African
medicine, 10 (1), 2011.

KAJJA |, BIMENYA G.S. and SIBINGA C.T.S.: Informed
consent in blood transfusion: Knowledge and administra-
tive issuesin Uganda hospitals. Transfusion and Apheresis
Science, 44 (1): 33-39, 2011.

ASHRAF B., TASNIM N. and SAAIQ M.: Informed con-
sent for surgery: Do our current practices conform to the
accepted standards?. Journal of the College of Physicians
and Surgeons Pakistan, 24 (10): 775-778, 2014.

NIJHAWAN L.P., JANODIA M.D., MUDDUKRISHNA
B.S., BHAT K.M., BAIRY K.L., UDUPA N. and MUS-
MADE P.B.: Informed consent: |ssues and challenges.
Journal of advanced pharmaceutical technology & re-
search, 4 (3): 134-140, 2013.

KALALA T.W.: Patients' perceptions and understanding
of Informed consent for surgical procedures, University of
Witwatersrand, Johannesburg, 2011.



Mustafa M. Abbas, et al. 1383

Ae)\,.ﬁ:'.Y| PRENPES (Ful FEPVS [ PYPCN IR T PIwdh { - F-1 TP INES TN ptg’él'
el (e Amelo Oladiines L9ty e laadd uab.ny

Sl w5illy ALl dym (sl i Lomaall Tulell e Lpsh s Lulae 5 il Lokl 1,31 aah 31

o ¥ T Jull of eyl gt O 13] Lo ity sl L8 SLATY Mo pansll (s o cam O JA5 ol e5n

Lidlga | yudly Aappins LuilS olalae asily s sun oo ytS Lumghilly iU 50 LS 5558 el Ll yoll el Ll
Aalallslral e pasll

Solsl ralall uadd pe Adine b Ty l3AY ] Lsalsilly T6Lall Tl ol § poitoal| Taalsl) Teloe Supn i 1524

e ipe b s b o dlgillg e Ll Gl of ol 8 Thad e TR Lk jatcall Taljall 838 oy ya 135300
Ll il aly addsill elalyal eoadd Ula Wo e Yo YE Guyla (oYY iawuss (o 53540 WA 3a¥s Il o aslall

Ll 5 Laaill Lyl o 85l BRI (s Lsnes Sy ] OIS (e Tadlle 57 Ll gl 1503

o 5T raiaie ala s shane pod (ol eyl o] 19 T il o S 585l rmalall st s o L LAY

st 1] Lol 1330S o BRI (e 1, LA e podl of lstgl L3I 1 Lyl o) 5T B il LAl L yna g 5,

YA b ol cauadll 8 AaashI s of Ailoll Talae »U8T pasiigs gy (ol Joliall aladiaal o3 &sm il Takoe o L]

L By I3 8 oo Ll g Aailoh) Lule o U81 Lwuf [5fuas ot oF oAisis Yo oya T Llgh0 Tsdee Lguh il (X1

opobine (gt Launid o3 Ly Laayl Laljall Y oo, Uitiall Lasill 5yt call Laal sl Syga oof Lullall Lal pull g 305 o y-glsf
(70V,V)

Lo silly LLaaill Lal ol ypnadis il (sl s 8peitanl | L1 Lalae Bagan o (o] Lal il a s s i)

Gilla Jya agyall Togll Jocalinll g5t U Uiy g ameall g lalall pacads ot Lyl Tuihll julall ¢a J3T 4,331

Llaas L jall M s )11 5330 Lasagy Lalyall Jd 408 <o La dm Lugaall eslaglall (M 3, kll o3 Lo Tpuls 5,1l
st a3 T Lauls eAa (gly Lusll agillag agadle] atts F aglin o 457 (ygalas ¥ o8 puiicul | il ol



	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9
	Page 10
	Page 11

