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Background: Informed consent discussions are individualized not only with regard to the patients’ surgical condition and goals but
also with their varying information needs, health literacy, and anxiety. Information is lacking regarding the views of patients and
concerned healthcare professionals on the informed consent process.

Objective: This study is aimed to explore patients’ and healthcare professionals’ perceived barriers during informed consent process
and identify suggested solutions for improvement.

Methods: Patients who underwent elective surgery, anesthetists, and surgeons were the subjects of a qualitative study employing
focused group discussions and in-depth interviews. The study participants were chosen through the use of purposeful sampling.
Results: The main barriers identified by the patients include: inadequate explanation about the intended procedure, family’s influence
in the decision-making, fear of surgery, fear of light/power interruption, inadequate time for discussion, and not letting the family
members attend the discussion. On the other hand, healthcare professionals also identified various barriers, which includes: inability of
patients to understand the information, limited time to discuss with patients in detail, poorly designed informed consent form, poor
awareness of patients, fear of patient refusal for surgery if the risks and associated health problems are explained, lack of adequate
investigation to confidently explain about the disease condition, use of medical jargons, poor documentation habit of professionals and
lack of legal system regarding ethical dilemmas.

Conclusions and Recommendation: Patients and healthcare professionals have identified avoidable barriers that need the attention
of concerned health professionals, educators, and the healthcare delivery system.
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Introduction

Informed consent is a process by which the treating healthcare professional discloses appropriate information to
a competent patient so that the patient may make a voluntary choice to accept or refuse treatment.' It is
a fundamental principle in health care that guarantees the care received represents the patient’s goals, preferences, and
values by allowing them to participate in the decision-making process.”> In informed consent, healthcare professionals
have an obligation to disclose facts to the patient’s level of understanding in order for them to make a right decision.” ’ In
other words, it refers to the entire complex process of gathering information, making decisions, and consenting, rather

than a single instant of agreement.'-”"®
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It is better to think of informed consent as a process rather than an event. Throughout the patient’s care, there is an
ongoing communication between the patient and healthcare providers. It all starts with a preoperative evaluation and
continues with surgery and postoperative care.”” '! No patient can be coerced, directly or indirectly, to accept therapy
that he/she may refuse, even if it is painless, useful, without danger, or even life threatening.5 1213 Tnformed consent, in
addition to the law, is a cornerstone of medical ethics and surgical practice because it allows patients’ autonomy and
dignity to be respected.” In short, it is an essential ethical and legal requirement in medical practice.

The three fundamental criteria required for informed consent to be valid are that the patient must be competent,
adequately informed and not coerced. They must have the capacity to be able to understand and assess the information
given, communicate their choices, and understand the consequences of their decision. The physician must provide
adequate information, with a minimum being the diagnosis, the procedure with its risks, benefits, and the alternatives,
along with their benefits and risks including doing nothing. The decision must be voluntary."'* The fourth criteria is that
the informed consent procedure should be conducted in an appropriate environment and time in order to maximize
patient’s comfort for informed decision.

The appropriate environment for obtaining informed consent for surgery is a private and confidential space where the
patient can freely communicate with the healthcare provider without any interruptions. This ensures that the patient can
ask questions, express concerns, and receive detailed explanations about the surgical procedure. Regarding the timing of
obtaining informed consent, it should be done well in advance of the scheduled surgery. Sufficient time should be given
to the patient to review the provided information, discuss it with their family or trusted individuals, seek a second opinion
if desired, and make an informed decision without feeling rushed or pressured.'”

In most countries, a competent individual aged 18 or older can give legally binding informed consent to the proposed
procedure. Patients who are less than 18 years without capacity cannot consent themselves. In this case, surrogates or
care givers or family members could give consent on behalf of incapacitated individuals.>”

Inappropriate informed consent (IC) can lead to a legal claim to the HCPs where the patient can prevail even if the
basis for negligence is weak. Thus, a better understanding of the informed consent process benefits both patients and
healthcare professionals (HCPs) in patient-centered practice. As a result, it is critical that the consents obtained are
legally genuine and cover all aspects of an Informed Consent Process (ICP).>'2

Since the medico-legal requirement concerns the HCPs’ interest more than the information component, it is feared
that HCPs may secure documentation of ICP without genuinely ensuring that the patient has received and understood the
relevant information. Currently, Compassionated, Respectful and Caring (CRC) healthcare practice is being advocated by
the Ministry of Health.>'®!” As part of CRC, the success of the informed consent process in meeting the patients’ needs
and rights, as well as the patients’ own perceptions of how the process should be, is a critical component of surgical
patient care.

On the other hand, informed consent and how it should be obtained gained more attention as a result of rising medico-
legal litigation and a desire to offer patients greater autonomy over their treatment. A patient requires accurate
information in order to make an informed decision about his or her own treatment.>'

However, paternalistic medical approaches, varying patient health literacy, a minimal emphasis on medical ethics
education, high patient flow, time constraints, a lack of documented information sheets, and language and cultural
differences are some of the common barriers to obtaining satisfactory preoperative informed consent.>®'® Furthermore,
most preoperative informed consent are obtained by junior staff or staff who are not members of the surgical team
through oral disclosure of information and are unlikely to have the necessary experience in dealing with the many
potential ramifications that may arise during the informed consent process.'*'* On the other hand, HCPs may think that
telling patients about possible complications would discourage them from going ahead with surgery.”® Therefore,
keeping these factors in mind, it is essential to formally explore the views of patients’ and HCPs on the practice of
informed consent process. From our observation, there are patients who refused the proposed procedure or type of
anesthesia possibly because of inappropriate information disclosure. This can lead to the complication and/or death of
patient related to the disease, which could have been treated if they have agreed and consented for the proposed surgery.

The process of informed consent requires expertise in counseling patients to the level of their understanding,
allocating adequate time, building trust and recommendation by the responsible health professionals.** Because of
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fear of litigation, some health professionals hesitate in providing a recommendation to their patients to help with surgical
decision-making leading to increased difficulty by patients during the decision-making process. Despite the above
constraints in the practice of obtaining informed consent, information is not available on patients’ and HCPs views
and perceived barriers in the informed consent process in our setting. The aim of this study is therefore, to assess
perceived barriers and suggested solutions in the informed consent process from patients’ and HCPs perspectives.

Methods

Study Design

A qualitative study using in-depth interview, focused group discussion, and thematic analysis was employed on elective
surgical patients and concerned healthcare professionals.

Source Population
All surgical patients and HCPs (Surgeons, Anesthetists, and Gynecologists/Obstetricians) working in Debre Tabor
Comprehensive Specialized Hospital.

Study Population

Surgical patients who underwent elective surgery, Surgeons, Anesthetists, and Gynecologists/Obstetricians.

Study Variables

Patients and HCPs perceived barriers and suggested solutions in preoperative informed consent process were considered
as dependent variables. Socio-demographic factors such as: sex, age, residency, religion, educational level, marital status,
income, and clinical factors including: diagnosis, ASA physical status, type of surgery, repetition of surgery and type of
anesthesia were considered as independent variables.

Sample Size

We estimated to conduct 15 in-depth interviews and four Focussed Group Discussions. However, using the theory of
saturation of information from patients’ and HCPs perspectives, twelve patients were participated on the in-depth
interview and two FGDs; one with surgeons (composed of general surgeons, orthopedic surgeons and gynecologists/
obstetricians), and one with anesthesia professionals.

Sampling Technique
Purposive sampling technique was used to select study participants, surgeons, Gynecologists/obstetricians, and anesthe-
tists based on their years of service and educational qualifications.

Eligibility Criteria

Inclusion Criteria

Postoperative surgical patients and HCPs with more than 2 years work experience (surgeons, Gynecologists/obstetricians,
and anesthetists).

Exclusion Criteria

Patients with critical illness, age less than 18 years old, minor surgeries, patients’ known mental illness and geriatric
patients (age >65 years) were excluded from the study. HCPs who have less than 2-year experience and/or who were not
providing clinical service during the study period were excluded from the study.

Data Collection Technique
In-depth interviews and FGDs were used with interview guide to collect data. Interview themes/questions were focused
on the perceived barriers and possible solutions on the informed consent process. Data were collected by experienced
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data collectors in qualitative research. Data from patients were collected within the first week of postoperative period
before discharge.

Data Quality Assurance

A variety of quality control measures were employed to ensure the trustworthiness of the study findings. Interview guide
was developed by the research team following a thorough literature review and initial key informant interviews. Training
was given for the data collectors, and the tool was pretested. Then we reviewed our data collection instruments for the
main research data collection. Daily briefings were held, and locations for safe, quiet, and wind-free data collection were
chosen. All interviews were recorded on tape, and in the case that the audio recorder failed to capture everything said
during the interviews, suitable written notes were also collected. The interview process was carried out until the data
became idea-saturated. Through repeated listening to the audio recorded data, thorough understanding and internalization
of the recorded data were accomplished throughout data transcription. Daily briefing, selection of safe, silent, and wind-
free data collection place were conducted.

Data Analysis

Upon completion of each interview, a complete transcript with clean verbatim was produced in Ambharic then translated
to English. The interviewer read and reviewed carefully the transcribed data to ensure that they are clear and compared
the transcriptions with the original audio recordings for accuracy and consistency. Then line-by-line coding was made
with the assistance of Open Code version 4.02 software. Thematic analysis was made by coding or dividing the text into
meaningful elements, and the results were narrated using sample quotes.

Results
Twelve patients from general surgery, orthopedics, and gynecology/obstetrics departments participated in the in-depth
interview (Table 1), and two FGDs were conducted on HCPs in this study.

Barriers During Preoperative Informed Consent Process from Patients’ Perspective
Almost all the study participants identified that inadequate explanation about the intended procedure as a main barrier
during the ICP.

They (HCPs) didn’t give me any information about the planned surgery but they said that just you have to sign to confirm your
agreement for anesthesia and surgery. I agreed and consented because it was not more than the bullet injury I am suffering. This
was the only problem of the doctors. I understand that they are very busy ..... (A 27-year-old male patient who had
intramedullary nailing)

Table | Socio-Demographic and Clinical Characteristics of the Study
Participants

Participants ID Age Sex Procedure
ol 26 Male Laparotomy
02 19 Female Laparotomy
03 30 Female Esophagectomy
04 23 Male External fixation
05 27 Male Intramedullary nailing
06 20 Female Sequestrectomy
07 38 Male Amputation
08 26 Male Skin graft
09 24 Female C - section
10 32 Female C - section
I 26 Female C - section
12 28 Female C - section
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The other participant explained lack of adequate information for consent as

They asked me to sign on the consent form. I signed with fingerprint after discussing with myself. No one told me why and how

my finger should be cut..... (A 38 year-old male patient who underwent amputation)

The other frequently raised barrier by participants was the interference of family members on the decision of the patient.
Some family members intend to decide on behalf of the patient. The following barriers were also identified by the
participants: anxiety, fear of light/power interruption during surgery, inadequate time for discussion, and not letting the
family members during ICP.

Suggested Solutions by Patients
Most of the participants suggested HCPs to provide adequate information both for the patient and the family members,

understanding patient’s condition (eg, anxiety and pain) and providing adequate time to discuss with family members and
decide.

... so, information has to be given for the patient as well as for the family. Patient should sign voluntarily and the family should
be available (a 26-year-old male patient who underwent external fixation of left leg)

Barriers During Informed Consent Process from HCPs Perspectives

We conducted one FGD with general surgeons, orthopedic surgeons, and gynecologists/obstetricians (2 participants from
each). The discussion took 48 minutes. We omitted the sociodemographic data of the participants to insure
confidentiality.

Various challenges and solutions were discussed in detail with the study participants. The main barriers identified by
the participants frequently include: inability of patients to understand the information, limited time to explain the risks
and benefits of planned procedure, poor written informed consent form, poor awareness of patients/community about
surgery, fear of patient refusal for surgery if risks explained and associated health problems, lack of adequate investiga-
tions to confidently explain about the disease, poor documentation habit of HCPs, lack of legal system that help HCPs
during difficult situations like in ethical dilemmas, lack of attention by HCPs for the informed consent process and
related consequences, fear of patients to request the proposed procedure if they changed their mind after refusal for the
procedure and informed consent being obtained by not the operating/senior surgeon.

Fear of patient refusal for surgery if we explained the risks of operation. Lack of time during emergency conditions. The consent
form is very short and it does not give adequate information. You can tell them orally but they can deny later in case any
complication happens. (gyn/obs specialist)

The proposed solutions by the participants include: creating awareness for patients, HCPs, and for the community using
different media, providing adequate time for the patients to discuss and decide, establishing a legal system that supports
HCPs when they encounter ethical dilemmas, being a role model for students, the operating/senior surgeon should be
available during informed consent process, HCPs need to be patient friendly and explain risks and benefits carefully
considering the level of health literacy and documenting the information delivered.

Regrading patients; we need to give them health education, the media also should give coverage to create awareness (TV &
radio), and health extensions also need to work on this issue to improve health literacy. The legal issue needs great emphasis
especially for incapacitated patients. In our setup we let go the patient if the proxy of the incapacitated patient is refused to
consent. But ideally the medical board or legal support can decide to proceed for the surgery. But no one is doing this method in
our set up. Regarding medical ethics education there is improvement in medical education. There are different courses on ethical
issues. But theory could not improve the performance of future graduates. So, we need to be exemplary during our practice.

(One of the general surgeons)

Similarly, we conducted another FGD with anesthesia professionals, which took 50 minutes duration. The main barriers
raised by anesthetists include: use of medical jargons, fear of patient refusal, cultural and family influences on patients’
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decision, inability of HCPs to check whether the patient has understood the given explanation, lack of standardized
informed consent form, poor awareness of patients about anesthesia, inability of HCPs to explain risks and benefits of
proposed anesthesia plan, urgency of procedure/shortage of time, inability to understand patients’ condition (lack of
empathy), fatigue of HCPs, and incapacitated patients to give consent.

Some professionals use informed consent as a frustration tool for the intention not to do the operation. This is lack of
empathy ... (participant IIT)

Even though I know the risks of having the operation I ignore letting the patient know the risks due to fear of patient
understanding. I do have one experience regarding informed consent; one of my patients refused to take spinal anesthesia, then
I told him some of the minor side effects of general anesthesia and obtained informed consent for GA. Then, I gave him GA as
per his request. Unfortunately, he developed severe complications during the operation. It was very difficult if he died or had
severe consequence (participant I1I)

The anesthetists also suggested the following solutions: creating awareness to patient, anesthesia professionals, and
community about informed consent process

Patients may perceive that signing informed consent is agreeing for death (providing adequate explanation to the patients’ level
of understanding). It is also important to improve the attitude of professionals regarding informed consent.

Doing audit on the practice of informed consent to identify gaps, developing standardized informed consent form,
providing training for anesthetists to bridge knowledge gap and improve documentation of conversations.

.. as a result, better to understand patients’ disease condition and explain the information to their level of understanding ....
(Participant II)

... 80, based on this experience I learnt that we should not only explain the risks and benefits, but also, we have to document our
conversations to avoid ethical and legal problems related to anesthesia. (Participant III)

Discussion

In this study, most of patients identified the following barriers during preoperative informed consent process. These
include: inadequate explanation about the intended procedure, family’s influence in the decision-making process, fear of
surgery, fear of light/power interruption, inadequate time for discussion, and not letting the family members attend the
discussion. Most of the participants suggested HCPs to provide adequate information regarding the procedure both for
the patient and the family members, understanding patient’s condition (eg, anxiety and pain) and give adequate time to
discuss with family members and let the patient decide by themselves.

Similar qualitative study conducted on Sri Lankan patients to identify the different perceptions of surgical patients on
the informed surgical consent revealed that giving consent for surgery was a collaborative effort between the patient,
family members, and the physician, rather than a decision made only by the patient. Some patients avoided asking
doctors questions because they were “busy”, “short-tempered”, or “stressed out.” Some people believe that nurses are
more approachable than doctors. Patients stated that having a bystander there during the consent process would help them
relax. Clinicians need to focus more on the postoperative lifestyle adjustments and pre-procedure counseling. Some
proposed brochures or booklets can be handed to the patients at preanesthesia clinic to educate patients about their
operation.?!

Another study conducted in Auckland (New Zealand) to assess surgical patients’ perceptions of the adequacy of
informed consent found that the senior doctor performing the procedure should provide more specific information
(including the nature of the planned operation, alternatives, and complications) before the patient is admitted to hospital.
This study has highlighted the need of validating that the patient believes they understand and are entirely satisfied with
the information provided, as well as the capability to ask questions without feeling rushed. The study has also revealed
where changes in this key part of patient care could be achieved by giving voice to our patients’ thoughts on the

adequacy of the informed consent process.”>*
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On the otherhand, Cebron et al found that paternalistic approach to medicine and patient education was the most
common obstacle to getting informed consent. Lack of ethical education among surgeons in low- and middle-income
countries, cultural perceptions about healthcare, and language issues between surgeons and patients were other common
obstacles.’

In the current study, HCPs (surgeons and anesthetists) identified various challenges and solutions. The main barriers
identified by HCPs include: inability of patients to understand information, limited time, poor written informed consent
form, poor awareness of patients/community about surgery, fear of patient refusal for surgery if risks explained and
associated health problem, lack of adequate investigation to confidently explain about the disease, use of medical jargons,
poor documentation habit of HCPs, lack of legal system that help HCPs during difficult situations like in ethical
dilemmas, lack of attention by HCPs for the informed consent process and related consequences, fear of patients to
request the proposed procedure if they changed their mind after refusal for the procedure and informed consent being
obtained by junior staff members. Some of the stated barriers are supported by a qualitative research done in the UK,
which found shortage of time, inexperienced staff, and patients’ reluctance to be involved as a barrier to ICP."

HCPs suggested that creating awareness for patients, HCPs, and for the community using different media, providing
adequate time for the patients to discuss and decide, establishing a legal system that supports HCPs when they encounter
ethical dilemmas, being a role model for students, the operating/senior surgeon needs to be available during informed
consent process, HCPs need to be patient friendly and explain risks and benefits carefully considering the level of
patients’ health literacy and documenting the information delivered.

This study implies that addressing the perspectives of both patients and healthcare professionals during informed
consent for surgery and anesthesia fosters collaborative decision-making, promotes patient autonomy, improves satisfac-
tion, and ensures efficient and effective healthcare delivery.

Conclusion

Patients and HCPs have identified avoidable barriers that need the attention of HCPs, health profession educators, and the

healthcare delivery system in general. The health care providers need to implement the standard requirements of

informed consent process to strengthen patient safety practice and keep the ethical norm of the informed consent process.
We recommend health care decision makers, patients and clinicians, health professions educators, and policymakers

to give more emphasis on improving health outcomes, patient satisfaction, and better adherence to treatment recommen-

dations, fewer malpractice claims, and reduced healthcare expenditure associated with informed consent process.

Abbreviations
ASA, American Society of Anesthesiologist; CRC, compassionate respectful care; FGD, focused group discussion; GA,
General anesthesia; IC, informed consent; ICP, informed consent process; HCP, Health Care Professional.

Patients or Public Contribution
In this study patients who underwent elective surgery at the study hospital were participated voluntarily by providing
information on their lived experience, challenges and possible solutions regarding the informed consent process.
Similarly, purposely selected healthcare professionals working at the study site participated on the focused group
discussion to share their experiences and insights.

Data Sharing Statement

The data sets of the current study are available from the corresponding author on reasonable request.

Ethical Clearance

The study was conducted in accordance with the World Medical Association Declaration of Helsinki — Ethical Principles
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for Medical Research involving human subjects, article number 23-26 which is amended in October 201 Before

beginning the study, we got an ethical approval letter from Debre Tabor University, College of Health Science Ethical
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Review Committee with reference number of CHS3399/2013, as well as permission letter was obtained from the hospital
administrator after providing detailed information about the study’s objectives.

Data collectors obtained written informed consent from each patient and health professional All participants were
informed that they have the right to withdraw from the study if they are uncomfortable. Participants’ norms, values, and
morals were respected by data collectors during the data collection procedure.
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