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Purpose: The absence of high-quality and timely informed consent creates a barrier between the health-care provider and the
patient that reinforces a negative view of the healthcare system, deters utilization of health-care services and increases malpractice
lawsuits. This research aimed to assess the quality of informed consent in cesarean section (CS) at a large tertiary care center in
Ethiopia.

Patients and Methods: An institutional cross-sectional study was conducted on 288 women who underwent planned or emergency
CS. A structured questionnaire for respondents with standard indicators was developed as per the recommendations of the Royal
College of Surgeons for the evaluation of the completeness of the informed consent document on the medical records.

Results: The median (IQR) age of the participants was 28 (25.0-32.0) years and 203 (70.5%) has undergone emergency CS. More
than half of the respondents 172 (59.7%) were unaware of who would perform the surgery and only 50 (17.4%) of respondents stated
they were informed of complications of the CS. A total of 157 (56.3%) of responses fulfilled the criteria for adequate subjective
informed consent with an affirmative response while only 109 (37.9%) of responses fulfilled the criteria for adequate objective
informed consent. Only educational status of the patient was associated with subjective adequacy of informed consent with those who
have some formal education having 2.05 times odds of having adequate subjective consent as compared to those with no formal
education.

Conclusion: In this study, we have found that women undergoing CS receive inadequate informed consent. This inadequate informed
consent occurs across planned and emergency CS. The results highlight the need for better consent process to increase patient
awareness and promote patient-centered-care.
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Introduction

Informed consent is a mechanism by which a health-care provider advises a patient on the risks, benefits, complications
and alternatives of a given procedure or intervention enabling a patient to make a voluntary and informed decision as to
whether to undergo a procedure or an intervention.'* It is an ethical and legal obligation of medical practitioners as
treatment cannot be provided without the valid consent of a competent adult.' This is in line with the principle of
autonomy in the ethics that govern healthcare.'*

The decision of performing a cesarean section (CS) must be followed by a legitimate informed consent from the
patient or her guardian. However, informed consent documents are frequently generic, containing legal-approved
language that complies with laws and hospital policies.*”> The documents are often used to affirm consent and thereby
minimize risks for litigation rather than provide meaningful information that is specific to the procedure or the
patient.>®

The information is often shared minutes before the start of a procedure, when patients are vulnerable and less likely to
ask questions, leaving little room for informed decision-making.*’” Little or no explanation is given regarding the
indication for surgery, procedure-related risk, or the postoperative trajectory, leaving patients vulnerable.”
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Informed consent is particularly important in obstetrics as the explanation of procedures and seeking consent is
associated with an improved rating of the birth experience, while non-consented care is seen as a deterrent to skilled birth
care utilization.”®

Researches on the quality of informed consent concerning obstetric interventions are scanty in developing countries.””
' This research aims to assess the quality of informed consent in women undergoing CS on both emergency and planned

basis and to identify factors associated with quality consent.

Materials and Methods
Study Design and Setting

An institutional-based cross-sectional study was carried out from September to November 2021 at St. Paul’s Hospital
Millennium Medical College, a tertiary level hospital in Addis Ababa, Ethiopia.

Population and Sampling Techniques

The study populations were women who underwent emergency or planned CS during the study period. The sample size
was determined using a formula for single proportion, N = Za/2* *p*(1-p)/MOE?, and Zo/2 is the critical value of the
normal distribution at a/2, MOE is the margin of error, p is the sample proportion, and N is the population size. A prior
study had shown 62.4% of women report having counseling on their condition before giving consent.'> Thus, using
a margin of error 0.05, a power of 80% and correcting for a non-response rate of 5% the sample size was determined to
be 288. All consecutive patients who underwent CS were included till the target sample size was achieved.

Data Collection Tools, Quality Assurance and Pretest
A pre-tested structured questionnaire for the interview of patients and evaluation of patient medical records was used for
data collection (Supplementary File). The questionnaire for subjective components of informed consent was prepared

based on the recommendations of the Royal College of Surgeons on Consented Care.'* The parameters for the evaluation
of patient records were developed from the existing informed consent form used at St. Paul’s Hospital Millennium
Medical College. The questionnaire consisted of 3 parts; 1) Basic Demographic Information; 2) Subjective Components
of informed consent, and 3) Objective Assessment of informed consent.

The original questionnaire was prepared in English and translated to Amharic, the national language used widely in the
area. The Amharic version was then back translated into English to check for consistency. Prior to the data collection, 2 rounds
of pretest were done in a comparable setting, and the necessary amendments were made to refine the questionnaire based on
the results. Final year medical students collected data after receiving training on the data collection tools. Moreover, 10%
random sample was taken weekly by the research team and cross referenced with the respective cards to check for
completeness, accuracy and clarity of the collected data. The institutional ethical review board of St. Paul’s Hospital
Millennium Medical College gave ethical clearance prior to the commencement of data collection. Written informed consent
was obtained from each study participant. The study was conducted in compliance with the Declaration of Helsinki.

Variables and Measurement

The dependent variable was adequacy of informed consent; the independent variables included socio-demographic
variables that comprise age, educational status, marital status, place of residence and occupation. Due to the lack of
universally set standards for high quality informed consent in cesarean section, for the purpose of this research we have
put an operational definition of adequate subjective assessment as an affirmative response in 10 and above out of 20
components and an affirmative response of 7 and above out of 9 components on as adequate objective assessment of
informed consent.

Data Analysis
Data was entered using EPi Info version 3.5.3 and imported into, cleaned and analyzed using IBM SPSS Statistics 23 for
Microsoft Windows. Mean (+SD) was calculated for continuous variables while percentages were calculated for

1362 "= International Journal of Women’s Health 2022:14

Dove!


https://www.dovepress.com/get_supplementary_file.php?f=376037.pdf
https://www.dovepress.com
https://www.dovepress.com

Dove Ababulgu et al

categorical (nominal) variables. The Student’s ¢-test was used to assess the mean differences between groups while the
chi-square test was used to determine the association between categorical variables. A binary logistic regression model
was fitted for the binary outcome (adequacy of informed consent) to control for other confounding variables. First,
a univariate analysis was performed. Consequently, those with a p-value <0.2 were included in multivariable model.
Results were presented in tables and narrative forms. A p-value of <0.05 was used as a threshold to declare statistical

significance.

Results

Socio-Demographic Characteristics of Study Participants

A total of 299 participants were eligible for the study during the study period. Of these, 11 women declined to take part in
the study, giving a 96.3% response rate. All patient charts were available for data collection. The median age of the
participants was 28 with an age range of 18—45. Over fifty percent of them were in the age group 25-30. One-fifth (n=57:
19.8%,) received no formal education and nearly half 124 (43.1%) reported they were housewives. The majority 272
(94.4%) were married and nearly three-quarters (72.6%, n = 209) were from Addis Ababa (Table 1).

Informed Consent

Subjective Assessment of Informed Consent

Prior to their CS operation, 261 (90.6%) of the 288 respondents understood what the procedure was, and 235 (81.6%)
knew about informed consent paperwork. The majority of respondents (96.9%) said they were asked to grant consent
prior to procedure, however 173 (60.9%) said they were not given an overview of the surgery. Furthermore, more than

Table | Characteristics of Study Subjects

Total N (%)
N=288
Age Groups
18-24 51 (17.7)
25-30 150 (52.1)
31-35 6l (21.2)
3640 21 (7.3)
4145 5(1.7)
Marital Status
Single Il (3.8)
Married 272 (94.4)
Divorced 5(1.7)
Educational Status
No formal education 57 (19.8)
Primary 101 (35.1)
Secondary 89 (30.9)
Diploma and above 41 (14.2)
(Continued)
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Table | (Continued).

Total N (%)
N=288

Occupation

Housewife 124 (43.1)

Governmental 57 (19.8)

Employee

NGO 4 (1.4)

Private 76 (26.4)

Unemployed 27 (9.4)
Religion

Muslim 106 (36.8)

Orthodox Christian 143 (49.7)

Protestant 31 (10.8)

Others 8 (2.8)
Place of residence

In Addis Ababa 209 (72.6)

Outside Addis Ababa 79 (27.4)
Type of Cesarean Section

Emergency 203 (70.5)

Elective 85 (29.5)

half of the respondents 172 (59.7%) were unaware of who would perform the surgery, its estimated duration 199 (69.1%),
alternative choices 193 (67%), or the type of anesthesia 173 (60.1%) (Table 2).

Eighty-four percent (243) of respondents were informed why a CS was necessary, and 223 (77.4%) reported they
understood why. Concerning the information provided on complications of having a CS, 224 (77.8%) said they had not
been informed of any risks. However, of the 50 (17.4%) who said they were informed of complications, the most
frequently noted complication was postoperative bleeding and the requirement for transfusion 18 (37.5%), followed by
an increased risk of thrombosis 11 (22.92%).

Over half 157 (54.5%) of respondents said they were not given enough time to decide and sign informed consent
documents, and 177 (61%) said they were not given an opportunity to ask questions about the CS. Furthermore, 230
(80%) said that the setting was unfavorable to refuse the CS. Overall 162 (56.3%) of the study participants fulfilled the
criteria for adequate subjective informed consent.

Overall, a total of 157 (56.3%) of responses fulfilled the criteria for adequate subjective informed consent with an
affirmative response in 10 and above out of 20 components. On univariable logistic regression age, marital status,
education, occupation, place of residence and type of CS was evaluated. Educational status, occupation, place of
residence and type of CS were found to be associated with subjective informed consent at a P-value of 0.2.
Multivariable logistic regression was employed on these variables and only education was found to be associated with
receiving quality informed consent. Those with some formal education has a 2.05 times odds of having an adequate

subjective consent compared to those with no formal education (Table 3).
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Table 2 Participants’ Response to Subjective Assessment of Informed Consent

Question Yes (%) No (%) I Do not Know (%)
Respondent knows what a CS is 90.60 9.40 0.00
Respondent knows what informed consent is 81.60 18.40 0.00
Respondent was asked for informed consent prior to the CS 96.90 3.10 0.00
Respondent received detail explanation on how the operation would be done 39.30 60.70 0.00
Respondent was told and knew who would perform the operation 36.50 59.70 3.80
Respondent was told the duration of the CS 28.80 69.10 2.10
Respondent was told about alternative options to the CS 26.70 67.00 6.30
Respondent were told about the type of anesthesia to be used (general or local) 37.90 60.10 2.00
Respondent had a choice on the type of anesthesia to be used 8.00 90.60 1.40
Respondent was told why the CS was necessary 84.40 14.20 1.40
Was the informed consent information given in a language they understood 76.70 15.60 7.70
Respondent understood why the CS was necessary 77.40 18.80 3.80
Respondent was told about the complications of the CS 17.40 77.80 4.80
Respondent was given a chance to ask questions about the CS 32.60 61.50 5.90
Respondent knew the consequence of refusing the CS 62.50 34.00 3.50
There was a favorable environment to say “no” 19.10 79.60 1.30
Respondent was informed about future complications due to the CS 25.00 71.50 3.50
Respondent had adequate time to decide and sign the informed consent form 43.40 54.50 2.10
Following the CS a healthcare provider debriefed the operation 70.50 29.50 0.00
Respondent was informed about likelihood of CS during antenatal visit 48.30 51.00 0.70

Table 3 Multivariable Association of Baseline Variables with Patient-Reported Adequacy of Informed Consent

Variable N(%) Subjective Adequacy Multivariable
No Yes Odds Ratio 95% Confidence Interval | p-value
N=288 N=126 N=162
Educational Status
No formal education 57 (19.8%) 35 (27.8%) 22 (13.6%) Ref
Some formal education | 231 (80.2%) 91 (72.2%) 140 (86.4%) 2.05 1.11-3.8 0.021
Occupation
Housewife/Unemployed | 151 (52.4%) 74 (58.7%) 77 (47.5%) Ref
Employed 137 (47.6%) 52 (41.3%) 85 (52.5%) 1.5 0.92-2.46 0.103
Place of residence
In Addis Ababa 209 (72.6%) 85 (67.5%) 124 (76.5%) Ref
Outside Addis Ababa 79 (27.4%) 41 (32.5%) 38 (23.5%) 0.6 0.35-1.03 0.066
(Continued)
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Table 3 (Continued).

Variable N(%) Subjective Adequacy Multivariable
No Yes Odds Ratio 95% Confidence Interval | p-value
N=288 N=126 N=162

Type of Cesarean Section

Emergency 203 (70.5%) 96 (76.2%) 107 (66.0%) Ref

Elective 85 (29.5%) 30 (23.8%) 55 (34.0%) .58 0.92-2.72 0.094

Objective Assessment of Informed Consent

Regarding the objective assessment of informed consent, the full name and age of the patient was recorded in 270
(93.8%) and 256 (88.9%) of informed consent documents, respectively. In addition, three quarters of the documents
stated the name of the surgery as well as the reason for the surgery and 260 (90.3%) of the documents contain the name
and signature of the surgeon. Similarly, the patient’s signature was found on 279 (96.1%) of the informed consent forms.
In the objective assessment of informed consent 109 (37.8%) of documents fulfilled the criteria for adequacy with an
affirmative response of 7 and above out of 9 components (Table 4).

A total of 109 (37.9%) of responses fulfilled the criteria for adequate objective informed consent. On univariable
logistic regression marital status, education, occupation, place of residence and type of CS was evaluated age and
occupation were associated with objective informed consent at a p-value of 0.2 but on multivariable logistic regression
no factors were found to be associated (Table 5).

Consent in Emergency versus Planned CS

In terms of planned versus emergency cesarean section, our findings show that 107 (52.7%) of the 203 women who
underwent emergency CS met the criteria for adequate subjective informed consent, while 55 (64.7%) of women who
underwent planned CS also met the criteria for adequate subjective informed consent. However, in terms of objective
informed consent only 77 (37.9%) of emergency CS respondents and 32 (37.6%) of planned respondents fulfilled the

Table 4 Objective Assessment of Informed Consent

Assessment Documented Not Documented
Full name 93.75% 6.25%

Age 88.89% I1.11%

Address 64.24% 35.76%

Phone number 57.99% 42.01%

Name of procedure 76.74% 23.26%

Reason for procedure 72.92% 27.08%

Name of physician 90.28% 9.72%

Name and signature of patient 96.88% 3.12%

Name and signature of two witnesses 87.50% 12.50%
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Table 5 Multivariable Association of Baseline Variables with Objective Adequacy of Informed Consent

Variable N (%) Objective Adequacy Multivariable
No Yes Odds Ratio 95% Confidence p-value
Interval
N = 288 N =179 N = 109

Age Groups

<35 262 (91.0%) 159 (88.8%) 103 (94.5%) Ref

>35 26 (9.0%) 20 (11.2%) 6 (5.5%) 0.48 0.19-1.25 0.135
Occupation

Housewife/Unemployed 151 (52.4%) 88 (49.2%) 63 (57.8%) off | Ref

Employed 137 (47.6%) 91 (50.8%) 46 (42.2%) 0.72 0.45-1.18 0.198

Abbreviations: ACOG, American College of Obstetricians and Gynecologists; CS, Cesarean section; SPHMMC, St. Paul’s Hospital Millennium Medical College; WHO,
World Health Organizations; EDHS, Ethiopian Demographic Health Survey; US, United States; RCOS, Royal College of Surgeons; RCOG, Royal College of Gynecologists.

criteria. On univariable logistic regression type of surgery (planned versus emergency) was associated with subjective
adequacy of informed consent. However, on multivariable logistic regression no factors were found to be associated.

Discussion
Informed consent is an ethical and legal obligation of medical practitioners to obtain valid consent of a competent and
informed adult in order to proceed with a given treatment and/or intervention.'*%'*!> Obstetric patients pose multiple
challenges to the provision of adequate informed consent; however, explanation of procedures and seeking consent are
associated with improved rating of birth experience, while non-consented care is seen as a deterrent to skilled birth care
utilization.”®

The results of our study showed that a majority of the respondents (90.6%) knew what a CS was and 84% stated that they
were informed the indication for the cesarean section. The results are similar to a study done in Nigeria which found that 93%
knew what a CS was and 87% were informed of the indication.'* A study in India also yielded similar response with 97.4%
and 91.3% response in each question, respectively.'” This shows that communication of the reason for the cesarean section
was carried out prior to the CS. Regarding the communication of the risks and complications of the caesarean section, in this
study only 17.4% of respondents stated that they were informed of complications related to the CS. This is much lower when
compared to a study done in Malawi and India where 31.3% and 29% of respondents, respectively, received information on the
risks of CS.”'® This indicates that there are important gaps in communication during the informed consent process. This can
have significant legal implications if the patient has any intraoperative or postoperative complications.® One possible
explanation that can be given is the urgency of care provision that is required in managing most obstetric patients. Another
explanation is the informed consent document itself, which is not specific to any procedure and seems merely to avoid legal
liability than to aid in patient decision-making. Preparing a checklist or guide for counseling that contains information on
information that should be provided such as type of anesthesia, estimated time, and common complications can be one
possible solution.'®

In relation to the planned versus emergency cesarean section and the provision of informed consent, our study found
that there was no statistically significant relationship between patients who had planned caesarian section versus
emergency. This is similar to a study in Hawassa on obstetric and gynecologic surgery patients that showed that the
schedule of surgery had no statistically significant association with the number of components received.'? This suggests
that the emergent nature that differentiates planned and emergency CS did not have an impact on provision of informed
consent. This indicates gaps in how health professionals provide informed consent, suggesting a basic disregard for the
importance of the informed consent process.
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Fifty four percent of respondents that took part in this study stated that they were not given adequate time to decide
whether to undergo the surgery and 81% stated that the environment was unfavorable to refuse the surgery. This is
similar to another study done in Hawassa University Hospital, where 69.1% stated that they were not given adequate time
and 93.4% stating that the environment was unfavorable to decline the surgery.'>'” In comparison, a study was done in
the Zambia where 50% were informed of their right to decline the procedure.'® The reasons for this difference could be
time constraints, need for immediate decision in certain cases with regard to individual clinical conditions and a stressful
environment for both the patient and health-care professional that would have made provision and comprehension of
informed consent challenging.

Moreover, this study’s inconsistent association with subjective and objective adequacy. This is a possible indicator of
how health-care provider-related factors play a significant role in the observed inadequacy of informed consent
suggesting the possible global nature of the problem. Further research is needed to investigate this point.

Conclusion

In conclusion, our findings indicate that women who undergo cesarean section receive inadequate informed consent with
inconsistent associations. It can be concluded that efforts need to be made to improve the consent process for CS in order
to increase patient awareness and promote patient-centered-care.

Disclosure
The authors report no conflicts of interest in this work.
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