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Background: Medical malpractice, poor patient outcome and medical suits among health-care
workers result from improper consenting practices. Therefore, this study aimed to assess practice
and factors associated with the informed consenting process for major surgical procedures among
health-care workers in public hospitals of Bale Zone, South Eastern Ethiopia.

Methods: An institutional-based cross-sectional study was conducted from March 9 to 24,
2020, among all nurses, midwives, doctors (general physicians, surgeons, gynecologists),
emergency surgery officers, anesthetists) who were working at Bale Zone public hospitals
during the study period. A self-administered pretested questionnaire was employed. Variables
with a p-value of less than 0.25 (age group, sex, educational profession, working unit, work
experience, adequate content of consent form, training on informed consent, policy/regula-
tion in institution, administrative support, average number of patient cared per shift, time
spent for consent process, knowledge, attitude) at 95% confidence interval in the binary
logistic regression analysis were considered for multivariable regression model to control for
possible confounding effect.

Results: Of the total sample size (639 health-care workers), 621 (97.2%) were included in
this study, of which 311 (50.1%, 95% CI: 46.1-53.8) practiced proper informed consent
during major surgical procedures. Being age above 35 (AOR: 3.032, 95% CI: 1.148-8.010),
male (AOR: 1.607, 95% CI: 1.047-2.465), above 10 years of working experience (AOR:
2.339, 95% CI: 1.104-4.955), adequate content of consent form (AOR: 2.785, 95% CI:
1.772—4.377), having training on informed consent (AOR: 2.305, 95% CI: 1.204-4.414),
spending more time (>30minutes) for consent process (AOR: 3.014, 95% CI: 1.095-8.298),
having good knowledge (AOR: 1.808, 95% CI: 1.195-2.737) and favorable attitude (AOR:
2.188, 95% CI: 1.456-3.287) were significantly associated with good informed consent
practice.

Conclusion: Only half of health-care workers practiced good informed consent. Further
emphasis needs to be given to improve consent practice.
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Introduction

Informed consent is the process of communication between a patient and health-
care provider that results in the patient’s authorization or agreement to undergo
a specific medical intervention."? It is fundamental to proper care and treatment of

patients. The patient’s signature on the consent form does not by itself constitute
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informed consent. Rather, it includes providing the patient
with adequate information about their health status, treat-
ment options, benefit, the risks and potential problems
associated with the medical or surgical treatment, volun-
tariness, confidentiality, details on the right to refuse or
discontinue, and post-surgery plans.>® The Canadian
Medical Association outlines that informed consent has
become the primary paradigm for protecting patients’
legal rights and guiding the ethical practice of medicine.
It is legally and ethically required before proceeding with
invasive or high-risk clinical procedures.’

A properly informed consent process is at the heart of
shared decision-making, legal requirement, and ethical
obligations for all surgical procedures.* Despite this, it is
inconsistently practiced and rarely achieves the theoretical
ideal.> Without a basic understanding of the nature of the
procedure, risks, benefits, and treatment alternatives, the
patient cannot meaningfully participate in decision-
making. This emphasizes proper informed consents’ criti-
cal importance to providing safe, quality, patient-centered
health care is under-question.’

Different studies in Western (Netherland, UK) and
Middle East (Pakistan) countries revealed that the practice
of proper surgical informed consent (SIC) among health-
care providers was suboptimal and did not meet the mini-
mum standards when they conducted informed consent
with patients. These studies found the informed consent
process contained incomplete information and often did
not ensure their patients’ direct involvement in the
process.3’(”9

In the Netherlands, one in six surgeons had a SIC-
related complaint, illustrating sub-optimal consenting
implementation in daily surgical practice.’ In Iran, only
12.6% of the nurses stated that patients were given suffi-
cient information to assure suitable practice of informed
consent.'®

In Africa, the practice of proper informed consent is
poor. In a study conducted in Egypt, only 50% of the
physicians reported that they informed their patients
about the planned treatment’s possible complications in
detail, while 65.7% of the patients mentioned being not
informed at all.'"' In Uganda and Nigeria, only 50% and
6% of the surgeons reported obtaining consent with suffi-
cient information prior to each surgical procedure.'*'?
Seventeen percent of patients were unaware of the specific
surgical procedure they had undergone, and only 24%
could identify the performing surgeon.'® Surprisingly, in

Ethiopia, only 8.1% of the patients received the minimum
required information from an informed consent.'>

Failing to obtain proper informed consent is an impor-
tant cause of medical malpractice litigation, including
informed consent allegations, battery, patient injury,
improper treatment and surgical site operation, poor out-
come and prognosis of the procedure, and indemnity pay-
ments. The most common informed consent allegations
were failure to explain risks and adverse effects of surgery
(30.4%).'® The practice of proper informed consenting is
affected by excessive workload, language barriers, the
difference in educational levels, cultural difference, patient
comprehension, use of disclosed information, autonomy,
insufficient time allocation, and how well health-care pro-
viders meet the minimal standards for disclosure.*!”
In Ethiopia, little attention has been given to the prac-

of the

scarce information on the practice and factors affecting

tice informed consent process. There is
the informed consent process among health-care workers
in the study area and even in Ethiopia. Therefore, this
study aimed to assess the practice and factors associated
with informed consent process for major surgical proce-
dures among health-care workers in public hospitals of

Bale Zone, Ethiopia.

Conceptual Framework
Conceptual framework of the study developed from

reviewing different relevant literatures (Figure 1).%'%2°

Methods and Materials
Study Area and Period

The study was conducted in Bale Zone public hospitals
from March 9-24, 2020. Bale Zone is found in the Oromia
region, and the administrative town is called Bale Robe,
which is located 430 km from Addis Ababa, the capital
city of Ethiopia. The five public hospitals were Madda
Walabu University Goba Referral Hospital, Bale Robe
General Hospital, Ginnir General Hospital, Dellomena
General Hospital, and Madda Walabu District Hospital.
Six hundred thirty-nine health-care workers (nurses, mid-
wives, doctors (including general practitioners (GPs), sur-
geons and gynecologists), emergency surgery officers
(ESOs) and anesthetists) were working at surgical ward,
obstetrics and gynecology ward, operating room, labor
ward, intensive care unit (ICU) and emergency outpatient
department in all hospitals. Annually, on average, about
5760 patients underwent major surgical procedures.
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Figure | Conceptual framework of the study on practice and factors associated with proper informed consenting process for major surgical procedure among health-care

workers in public hospitals.

Study Design

An institutional-based cross-sectional study was employed.

Population

All health-care workers (nurses, midwives, doctors (GPs,
surgeons, gynecologists), ESOs, anesthetists) who were
working at Bale Zone public hospitals were the source
population. All health-care workers who were working in
Bale Zone public hospitals during the study period were
the study population.

Eligibility Criteria

All health-care workers (nurses, midwives, doctors,
ESOs and anesthetists) who worked at least 6 months
in the hospital were included. Health-care workers who
were on annual leave, sick leave or training were
excluded from the study. Those who had not been work-
ing in surgical, labor, obstetrics and gynecology ward,
operating room, ICU and emergency OPD for the last
1 year were excluded as they have less exposure to
patients who had undergone surgery.

Sample Size Determination
The sample size was determined by using single popula-
tion proportion formula considering the proportion of
informed consent practice (p=50%), since there were no
published studies of similar study population in our coun-
try (95% confidence interval and 5% margin of error).

n = (Za/2)’p (1-p)/d*

n= (1.96)**0.50(1-0.50)/(0.05)*

n =384

Where:

n = sample size required

Zo/2 = critical value at 95% level of confidence on
normal distribution curve (95%=1.96)

P =
informed consenting process

d = margin of error (5%=0.05).

By adding a ten percent nonresponse rate (39), the total

estimated proportion of practice of proper

sample size for the first objective was 423. Based on the
type of hospital (ie, district, general, or referral), there was
clustering, and the design effect was considered. Hereafter,
by multiplying the calculated sample size by 1.5, the final
sample size was 635.
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Sampling Procedure

There are five public hospitals in Bale Zone. Hospitals were
clustered into referral hospitals, general hospitals, and district
hospitals. The total number of health-care workers (nurses,
midwives, doctors, ESOs, and anesthetists) was 639, found in
the surgical ward, OR, emergency OPD, labor ward,
obstetrics and gynecology ward, and ICU. Specifically, 298,
105, 92, 84, and 60 aforementioned professions were found in
Madda Walabu University Goba Referral Hospital, Bale Robe
General Hospital, Ginnir General Hospital, Dellomena
General Hospital, and Madda Walabu District Hospital,
respectively. Proportional allocation to sample size was
made for each hospital. The study population (639) was almost
equal to the calculated sample size (635), which is very small
to apply probability randomization methods. Hence, census
was conducted on all study population who fullfilled the
inclusion criteria and were present at data collection time.

Data Collection Methods

A pretested structured self-administered English version
questionnaire was used to collect data on the practice and
factors affecting the informed consent process. The ques-
tionnaire was adopted and modified from the Professional
and Clinical Standards of the Royal College of Surgeons
(RCS) of the UK, South Africa, Uganda, FMOH, and
EMA.""'%2""2 The questionnaire was prepared in English
and had five parts. Part I: Socio-demographic characteris-
tics of the study participants. Part II: Organizational fac-
tors that affect practice of informed consent. Part III:
respondents’ knowledge of the informed consent process.
Part IV: respondents’ attitude toward the practice of
with
responses which ranged from strongly disagree to strongly

informed consent, which contained questions

agree. Part V: assessed the respondents’ practice of the
informed consent process, and the questions contained

CEINNT3

response options of “never”, “sometimes” and ‘“always”

(Supplementary Table 1). Data were collected by eight

BSc nurses with five supervisors who participated to coor-
dinate, facilitate, and supervise the overall activities during
the data collection period. They were recruited out of the
study sites. Data collectors were assigned in each hospital
to distribute and collect back the questionnaire from study
participants.

Variables
Dependent Variable
Informed consent practice.

Independent Variables
Socio-demographic characteristics (age, sex, educational
profession, work-experience, language barriers).
Organizational factors (lack of standard consent form,
in-service training, time constraint, lack of administrative
support (like interpreters available), workload, working
unit, and lack of policy or regulation in institution).
Health-care
attitude).

worker—related  factors (knowledge,

Operational Definitions
The practice of informed consent was measured using 13
structured Likert-type questions having options of “never”,
“sometimes” and “always” which scored as 1, 2 and 3,
respectively. The total score for practice was dichotomized
into good and poor practice using the median score as the
cut-off point. Good practice: A score greater or equal to
the median score for the practice questions. Poor practice:
A score below the median score for the practice questions.
Knowledge of informed consent practice was measured
using 10 structured knowledge questions with multiple

EEINNT3

options, totally 13 items having “yes”, “no” and “I don’t
know” which was scored as 1 for correct answer and O for
incorrect answer. The total score for knowledge was
dichotomized into good knowledge and poor knowledge
using the median score as the cut-off point. Good knowl-
edge: A score greater or equal to the median score for the
knowledge questions. Poor knowledge: A score below the
median score for the knowledge questions.

Attitude toward the proper informed consent process
was measured by using 09 Likert type attitude questions.
A score of 1, 2, 3, 4 and 5 was given for strongly disagree,
disagree, neutral, agree and strongly agree responses,
respectively. The total score for attitude was dichotomized
into favorable and unfavorable attitude using the median
score as the cut-off point.

Data Quality Control

The questions were adopted and modified from interna-
tional professional and clinical standard guidelines, and
reviewed literature. Pretests were performed on 32 (5%)
participants in Dodola Hospital before the actual data
collection period to assure the data collection tool’s qual-
ity. The collected pre-test data were entered into Epi Data
Version 3.1 software to check reliability and internal con-
sistency. Exception to socio-demographic, all variables
had Cronbach’s alpha test result greater than 0.72. Data
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collectors were recruited from out of the study area to
minimize bias. The Principal Investigator trained data
collectors and supervisors regarding the study’s aim, and
clarification of instruments. Regular supervision and
immediate feedback were done by the trained supervisors.
The collected data were checked for completeness and
consistency before data entry into the software. The data
were entered into the software for analysis and coding.
Double data entry into Epi data version 3.1 was performed
by two data clerks.

Method of Data Processing and Analysis
The collected data were checked for completeness and
consistency, coded and entered into Epi Data Version 3.1
software and exported into Statistical Package for the
Social Sciences (SPSS window version 25) for analysis.
Data were explored and cleaned prior to analysis using
SPSS. The frequency, percentage, median and standard
deviations were employed to describe the study population
and the results were presented by text, tables and figures.
In binary logistic regression analysis, crude odds ratio with
95% CI was carried out to determine the significant rela-
tionship of each independent variable with the practice of
informed consent. Variables with a p-value of less than
0.25 at 95% confidence interval in the binary logistic
regression analysis were considered for multivariable
regression model to control for confounder variables.
Multi collinearity was checked. Hosmer—Lemeshow good-
ness-of-fit was computed to check for model fitness.
Omnibus test was significant (p-value <0.0001) and
Hosmer-Lemeshow’s test was insignificant (p-value =
0.258). Variables with p-value <0.05 from multivariate
analysis were declared as statistically significant.
Therefore, variables with p-value <0.05 and 95% CI
(which does not include null value) were reported as hav-
ing a statistically significant association with informed
consent practice.

Ethical Consideration

Ethical clearance was obtained/the proposal was approved
by Haramaya University, College of Health and Medical
Sciences, Institutional Health Research Ethics Review
Committee (IHRERC). A formal letter of permission was
provided to Bale Zone Health Bureau from Haramaya
University. Informed, voluntary, written, and signed con-
sent was obtained from each of the hospital heads and each
participating health-care worker. Participants were told
their confidentiality would be maintained, and they had

the right to refuse to answer the questionnaires and stop or

withdraw at any time during data collection.
Confidentiality was maintained. The research review and
follow-up are in agreement with the principles of the

Helsinki declaration.

Results
Socio-Demographic Characteristics of

the Respondents

Out of the total sample size (639), 621 study participants
successfully participated in this study, with a response rate
of 97.2%. This might be due to the aims, benefit, and
significance of the study were clearly stated on partici-
pants’ consent sheet, and the trained data collectors were
assigned in each hospital to distribute the questionnaire to
the study participants. Finally, after a while they collect
back the questionnaire as soon as they completed. The
respondents’ median age was 29 years (+5.69 SD), ranging
from 21 to 56 years. More than half, 364 (58.6%) of the
respondents were male, and almost half, 301 (48.5%) were
married. About half 287 (46.2%) were nurses. More than
half, 325 (52.3%) of the respondents had 5 years and less
working experience, and almost half, 314 (50.6%), were
able to communicate with their patients without challenges
(language barrier during communication) (Table 1).

Organizational Factors

One-fifth, 124 (20.0%) of the respondents were working in
the surgical ward. Less than half, 266 (42.8%) of the study
participants reported that the contents of the informed
consent form are adequate to obtain valid consent, and
less than one-fourth, 140 (22.5%) had attended in-service
training on the surgical informed consent process. Almost
half, 310 (49.9%) reported that there is a policy or regula-
tion that supports the practice of informed consent in their
institution, and 239 (38.5%) had utilized administrative
support (like interpreters available). Two hundred seventy
(43.5%) of the participants had provided care for more
than ten patients in an average shift, and one-third spent 5—
10 minutes to provide information to their patients about
the procedure during the professional encounter (Table 2).

Knowledge and Attitude of Health-Care
Workers About the Informed Consent

Process
The median score of study participants’ knowledge was
nine, and almost half, 323 (52%, 95% CI: 48.3-56.0), had
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Table | Socio-Demographic Characteristics of Study Population
in Bale Zone Public Hospitals, South Eastern Ethiopia, 2020
(n=621)

Table 2 Organizational Factors on Practice of Informed Consent
Process Among Health-Care Workers in Bale Zone Public
Hospitals, South Eastern Ethiopia, 2020 (n=621)

Variables Frequency | Percent Variables Frequency | Percent (%)
(%) . , )
Working unit Operation 90 14.5
Age group (years) 21-25 130 20.9 room (OR)
26-30 272 438 Surgical ward 124 20.0
31-35 116 18.7 (S/'W)
>35 103 16.6 Labor ward 108 17.4
(L'w)
sex Male 364 °86 Obstetrics 16 18.7
Female 257 414
and
Current marital status Single 283 45.6 gynecology
Married 301 485 ward
Divorced 24 39 Intensive care | 89 14.3
Widowed 13 2.1 unit (ICU)
Emergency 94 15.1
Educational profession Nurse 287 46.2 )
Midwifery 174 280 outpatient
o department
Physician 112 18.0
ESO 22 3.5 Adequate content Yes 266 428
Anesthetist 26 4.2 of informed consent | No 355 57.2
Work experience (years) <5 325 523 Training attended Yes 140 225
6-10 152 245 on informed No 481 77.5
>0 144 232 consent
Communication challenges | Yes 307 49.4 Policy/regulation in Yes 310 49.9
(language barrier) No 314 50.6 institution No 311 50.1
Administrative Yes 239 385
good knowledge about the informed consent process support Mo e o
(Figure 2A). Average number of | <5 134 21.6
The median score of study participants’ attitude was | Patent cared per 610 217 349
33, and more than half, 360 (58%, 95% CI: 53.9-62.0), | "™ >10 270 s
had a favorable attitude towards the informed consent Time spent for <5 72 1.6
process (Figure 2B). consenting process | 5-10 211 34
(in minutes) 11-20 152 245
21-30 112 18
Practice of Informed Consent Process >30 74 .9

More than half, 343 (55.2%) of the respondents reported
that they always obtained informed consent for major
surgical procedures, and nearly two-thirds, 371 (59.7%),
reported they always informed the reason/indication for
surgery. Less than half, 268 (43.2%), always informed
the patients about the presence/absence of treatment
options. More than one-third, 239 (38.5%), reported they
always discussed the risk/potential complications of the
procedure. Less than one-third 171 (27.5%) of participants
discussed the presence of any favorable environment and
the possibility to say no to the proposed surgery (Table 3).
The median score of study participants’ informed consent
practice was 30, and almost one-half, 311 (50.1%, 95% CI:

46.1-53.8) had good practice towards the informed con-
sent process (Figure 2C).

Factors Associated with Informed

Consent Process

Bivariate logistic regression analysis revealed that male sex,
age above 35 years, above 10 years of working experience,
adequate content of consent form (standardized format), pre-
sence of policy/regulations in the institution, administrative
support, training, time spent more than 30 minutes, good
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Figure 2 Knowledge, Attitude and Practice of informed consent. (A) Knowledge of
informed consent process. (B) Attitude of health-care workers towards informed
consent process. Red color represent unfavorable attitude and the green color repre-
sent favorable attitude. (C) Practice of informed consent process among health-care
workers in Bale Zone Public Hospitals, South Eastern Ethiopia, 2020 (n=621).

knowledge and favorable attitude had a statistically significant
positive association with informed consent practice. In multi-
variate logistic regression analysis, age above 35, male, more
than 10 years of working experience, adequate contents of
consent form, training, time spent, knowledge and attitude
were statistically, and positively associated with informed con-
sent practice (Table 4).

Discussion
In this study, the practice and factors associated with the
informed consent process were assessed, the results

showed that only half, 311 (50.1%), of the health-care
providers practiced adequate informed consent. Obtaining
proper informed consent from patients represents the prac-
tical application of patient-health-care provider’s interac-
tive approach, respecting patient autonomy, and indicated
that consenting is not just a form to be signed.” Our study
showed that the current informed consent practice in
Ethiopia is minimal. In this study, 55.2% of the respon-
dents always obtained informed consent for major surgical
procedures. This finding is lower than the 71% found in
Italy’s study.' The possible explanation might be due to
the extensive study area coverage; five hospitals in differ-
ent districts were included in this study, which may vary in
nature of patient flow, clinicians’ experience, and stan-
dards of hospitals as compared to the study conducted in
single institution. Also, the difference in socio-economic
status, ie, Italy is not a low- and middle-income
country (LMIC). This might be due to demand and supply
(health-care workforce particularly, surgeons) were further
disproportionate in which one surgeon obligated to treat so
many patients, which affected the quality of informed
consent. Also, the majority of health-care users were illit-
erate; rely on clinicians decision that leads to paternalistic
approach. It is higher than the study in Uganda, which
found 48.8% informed consent practice.'” This discre-
pancy might be due to the small sample size used in
Uganda and the difference in data collection.

Table 3 Practice of Informed Consent Process Among Health-Care Workers in Bale Zone Public Hospitals, South Eastern Ethiopia,

2020 (n=621)

Item Response
Never Sometimes Always
N(%) N(%) N(%)

| obtain informed consent from patients for major surgical procedures 86(13.8) 192(30.9) 343(55.2)
| inform the patients why the surgery will be performed 58(9.3) 192(30.9) 371(59.7)
| inform the patients about presence/absence of alternative treatment option/s to surgery 84(13.5) 269(43.3) 268(43.2)
| inform the patients about type of anesthesia to be used 248(39.9) 200(32.2) 173(27.9)
| explain the benefit of the procedure to the patient 59(9.5) 213(34.3) 349(56.2)
| explain the risks or potential complication/s related to the procedure to the patient 163(26.2) 219(35.3) 239(38.5)
| explain favorable environment to say no to the proposed surgery 194(31.2) 256(41.2) 171(27.5)
| inform the patients about consequences of refusing the proposed surgery 157(25.3) 227(36.6) 237(38.2)
| provide counseling aids including the recommended treatment which assist in decision-making to 56(9) 270(43.5) 295(47.5)
the patients
| provide adequate time for decision to sign on the informed consent form 44(7.1) 237(38.2) 340(54.8)
| provide an opportunity to ask questions to the patients 27(4.3) 247(39.8) 347(55.9)
| assess the competence of my patients to give consent to treatment/procedure 115(18.5) 222(35.7) 284(45.7)
| check that my patients understand the explanations | provided to them 24(3.9) 182(29.3) 415(66.8)

N represents frequency.
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Table 4 Factors Associated with Informed Consent Practice Among Health-Care Workers in Bale Zone Public Hospitals, South
Eastern Ethiopia, 2020 (n=621)

Variables Practice of Informed Binary Multivariable Logistic
Consent Logistic Regression
Regression
GoodN (%) | PoorN (%) | COR | P-v AOR(95% CI)
Age group(years) 21-25 57 (43.8) 73 (56.2) | |
26-30 113 (41.5) 159 (58.5) 0910 | 0.662 | 0.911(0.533,1.558)
31-35 51 (43.97) 65 (56.03) 1.005 | 0.985 | 0.790(0.371,1.683)
>35 90 (87.4) 13 (12.6) 8.866 | 0.0001 | 3.032(1.148,8.010)*
Sex Male 197 (54.1) 167 (45.9) 1.480 | 0.017 1.607(1.047,2.465)*
Female 114 (44.4) 143 (55.6) | |
Educational profession Nurse 156 (54.4) 131 (45.6) 0.873 | 0.744 2.311(0.679,7.863)
Midwifery 85 (48.9) 89 (51.1) 0.700 | 0.402 | 2.362(0.596,9.356)
Physician 46 (40.0) 66 (60.0) 0511 | 0.128 | 2.089(0.554,7.874)
ESO 9 (40.9) 13 (59.1) 0.508 | 0.249 1.085(0.235,5.01 1)
Anesthetist | 15 (57.7) Il (42.3) | |
Working unit OR 54 (60.0) 36 (40.0) 1.565 | 0.133 | 2.005(0.753,5.344)
SIW 63 (50.8) 61 (49.2) 1.078 | 0.784 | 0.943(0.472,1.884)
L/w 52 (48.1) 56 (51.9) 0.969 | 0911 1.313(0.569,3.031)
OBGYN/W | 59 (50.9) 57 (49.1) 1.080 | 0.781 1.116(0.503,2.476)
ICU 37 (41.6) 52 (584) 0.742 | 0318 | 0.857(0.383,1.914)
EOPD 46 (48.9) 48 (51.1) | [
Work experience <5 124 (38.2) 201 (61.8) | |
6-10 66 (43.4) 86 (56.6) 1.244 | 0.274 | 0.994(0.561,1.761)
= 121 (84.1) 23 (15.9) 8.528 | 0.0001 | 2.339(1.104,4.955)*
Adequate content of consent form No 117 (32.9) 238 (67.1) | |
Yes 194 (72.9) 72 (27.1) 5.481 | 0.0001 | 2.785(1.772,4.377)***
Training on informed consent No 192 (39.9) 289 (60.1) | |
Yes 119 (85.0) 21 (25.0) 8.530 | 0.0001 | 2.305(1.204,4.414)*
Policy/regulation in institution No 126 (40.5) 185 (59.5) | I
Yes 185 (59.7) 125 (40.3) 2.173 | 0.0001 | 0.945(0.610,1.465)
Administrative support No 147 (38.5) 235 (61.5) | |
Yes 164 (68.6) 75 (31.4) 3.496 | 0.0001 | 1.611(0.996,2.606)
Average number of patient cared per <5 84 (62.7) 50 (37.3) | |
shift 6-10 76 (35.0) 141 (65.0) 0.321 | 0.0001 | 0.386(0.217,0.689)
>10 I51 (55.9) 119 (44.1) 0.755 | 0.195 | 0.812(0.443,1.487)
Time spent for consent process <5 33 (45.8) 39 (54.2) | |
5-10 91 (43.1) 120 (56.9) 0.896 | 0.690 | 0.777(0.396,1.526)
11-20 63 (41.4) 89 (58.6) 0.837 | 0.536 | 0.761(0.374,1.548)
21-30 64 (57.1) 48 (42.9) 1.576 | 0.135 1.385(0.649,2.956)
>30 60 (81.1) 14 (18.9) 5.065 | 0.0001 | 3.014(1.095,8.298)*
Knowledge Poor 106 (35.6) 192 (64.4) | |
Good 205 (63.5) 118 (36.5) 3.147 | 0.0001 | 1.808(l.195,2.737)**
Attitude Unfavorable | 94 (36.0) 167 (64.0) | |
Favorable 217 (60.3) 143 (39.7) 2.696 | 0.0001 | 2.188(1.456,3.287)*+*

Notes: *(p<0.05); **(p<0.001); ***(p<0.0001); | = constant.
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In this study, only 27.9% of the respondents always
informed the patients about type of anesthesia to be used.
This finding was congruent with the study conducted in
Hawassa, Ethiopia, where the majority of respondents
were not informed about the type of anesthesia to be
used.”* The possible explanation might be in our country,
where the workforce of physician's, especially surgeon’s,
is scarce, the nurses were obtained informed consent even
though they were not treating patients with anesthesia.
Slightly, more than half (56.2%) of the respondents always
informed about the benefits of the surgery in this study.
This finding was in line with the study conducted in Addis
Ababa, which revealed half (55.6%) of the patients knew
the benefits of the surgery.'”

In this study, the health-care workers who had good
knowledge of informed consent were more likely to prac-
tice adequate informed consent than those who had poor
knowledge. This finding was supported by the study con-
ducted in Pakistan.” This might be because knowing the
informed consenting process helps integrate each compo-
nent of consent into practice quickly and thoughtfully. It is
a fact that without the basic understanding of the elements
of the consenting process, the approach of informed con-
sent will not be optimal.® Similarly, those with favorable
attitudes toward informed consent practice were more
likely to practice adequate informed consent than those
with unfavorable attitudes. This finding is comparable
with the study in Pakistan.” The possible explanation
might be that a favorable attitude towards informed con-
sent practice is fundamental and enhances motivation for
practice.

Adequate informed consent practice was higher among
health-care workers who had training on consenting than
those with no training. This is consistent with another
study in the Hawassa,” and the USA.?® Training can
update, boost, clarify and advance existing knowledge
and practices as it comprises the components of informed
consent, patient autonomy, and patient-centered care. The
odds of informed consent practice were higher in institu-
tions with adequate contents of the informed consent form
(standardized format) than those without a standardized
format. This finding is congruent with the nationally
recommended consent form contents.”'** This might be
due to standardized consent form that helps the health-care
providers as a guideline to follow and practice each com-
ponent that should be disclosed to the patient.

Health-care providers who spend more time (>30min-
utes) on the consenting process were more likely to

practice adequate consent than those who spent less than
5 minutes. This finding is in line with South African
studies (Aderibigbe & Chima, 2019) and Pakistan.'” The
extra time spent for consenting allows more discussion and
interaction between patient-health-care providers and ade-
quate time to address patient issues. 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 consent than those who had less than or equal
to years’ work experience. This finding is consistent with
a study from Italy."” The experience provides health-care
providers with the advantages to recognize and understand
the consequences of failure to obtain consent, master their
practice, and have training opportunities. Male participants
had higher odds of practicing adequate informed consent
than females. This finding is congruent with the study in
Italy'® and may be due to the large proportion of male
health-care providers as compared to females.

In this study, health-care providers above 35 years old
were more likely to practice informed consent than those
aged 21-25 years. This finding is in line with the study
conducted in Italy.'” This may be explained as age
increases, their work experience increases, increasing
exposure to training and shared experience. As a result,
health-care workers increase their knowledge and attitude,
leading to improved informed consent practice.

In this study, all study population were included, which
is more accurate to get real data as each member is
surveyed. Also, it assessed the current overall practice
level of informed consenting process since there were no
studies investigated before on the title under study in our
country. There might be recall bias and inflated informed
consent practice level related to social desirability bias
since it is self-reported. However, it was minimized by
explaining the purpose of the study for the respondents.
Although the
hospitals found in different districts, due to census

clinicians were enrolled from five
employed, it might not be generalized nationwide. Also,
since the study was cross-sectional, it does not show

a cause—effect relationship.

Conclusion and Recommendation

Only half of the health-care workers practiced adequate
informed consent. Knowledge, attitude, training, ade-
quate contents of consent form (standardized format),
time spent for the consenting process, working experi-
ence, sex, and age of the health-care workers had
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a statistically significant positive association with the
informed consent practice. In conclusion, informed con-
sent practice is low and still looks as it is theoretical
ideal, which needs more emphasis. Therefore, it is better
if emphasis should be given towards standardizing the
consent format like the current international and national
recommended consent format, provide periodic in-
service training for health-care providers on the consent
process and each component that should be incorporated,
activities to enhance the health-care providers’ attitude,
and knowledge. Finally, future studies should include
observational studies for improved validity and more
robust evidence on informed consent practice.
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