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Abstract

Background: Patient autonomy in the health care system is
achieved by the vital principle of providing informed con-
sent. Throughout history, informed consent gained recogni-
tion and improved to include more aids and steps to formal-
ize and standardize the process of obtaining proper consent
in medical and dental practice. Regardless of the type of in-
formed consent obtained before the treatment, it should in-
clude an adequate understandable description of nature
and diagnosis of the disease, treatment plan, proper alterna-
tives, risks, and limitations. Summary: There is limited infor-
mation in the ethics literature covering critical concepts re-
lated to different dental procedures in Saudi Arabia. In Saudi
Arabia, informed consent in dentistry is not well-document-
ed. As everything is evolving and changing in Saudi society,
litigation has progressed and impacted dentistry. This over-
view will help in addressing aspects related to informed con-
sent and closing the gaps in the dental health care system in
Saudi Arabia, managing complex ethical issues associated
with dental patients. In addition, providing recommenda-
tions and shedding some light on the importance of in-

formed consent will improve the situation of the informed
consent process in Saudi Arabia. Key Messages: Informed
consent allows patients to be part of the decision-making
process, and it provides legal protection for the practitioners
from practice lawsuit cases. Dentists should take extra care
in documenting the consent process and patient’s choice re-
garding their treatment to avoid unfavorable consequences.
In Saudi Arabia, attention should be drawn toward the cru-
cial role of informed consent, and more studies should be
published in order to enrich the knowledge and to improve

the health care system. ©2021 The Author(s)
Published by S. Karger AG, Basel

History of Informed Consent

The Hippocratic principles (400-300 BC) established
the first medical ethics [1]. For centuries, only benefi-
cence, nonmaleficence, and confidentiality played a fun-
damental role in the ethics and conducting a health-care
intervention on a person [1]. Hippocrates has allowed
doctors to decide in a parental fashion the patient’s best
interest [2].

The earliest expression of informed consent and au-
tonomy is found in the Nuremberg Code of ethics in 1947
after World War II in response to the unethical medical
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experiments performed by the Nazi doctors [2]. The code
mandates to obtain the voluntary informed consent of
human subjects [2]. Similarly, in 1964, the Declaration of
Helsinki by the World Medical Association emphasizes
the importance of attaining freely voluntary informed
consent for medical research [2].

In dentistry, obtaining informed consent from pa-
tients was introduced in the mid-1980s, and since then,
this process shifted from a paternalistic-focused model to
a patient autonomy-focused model [3]. Nowadays, in-
formed consent plays an integral part in routine dental
practice, which allows patients to raise concerns at any
point about their treatment options [4]. Several addition-
al aids have been added to improve informed consent in
dentistry such as incorporating leaflets, multimedia, and
shared decision-making method where patients are given
high-quality information that allows them to participate
actively in making decisions about their treatment. These
methods produce more positive outcomes than the con-
ventional standard method [5, 6].

Informed Consent: What and Why

Informed consent is a series of proceedings and not
done by only obtaining a signature on a paper [7]. Itis the
process of constructive, informative discussion between
the treatment provider and the patient throughout the
treatment [7]. According to the British Dental Associa-
tion, informed consent is considered when the patient
agrees to receive an examination or a treatment either
orally or in writing or for personal information to be pro-
cessed [8]. The main aim of the consent process is to pro-
vide the patients with enough information to allow them
to preserve their right to understand their options and
make an informed decision about their health condition
[8]. Nowadays, patient consent should be obtained before
every medical or dental procedure [8].

Nevertheless, it is equally important for health provid-
ers to officially record patient consent to protect them-
selves from illegal or malpractice issues [9]. Laws con-
cerning informed consent differ from country to country,
and also the patient’s perception of medical errors and
expectations of treatment may differ from one generation
to another [9]. Informed consent involves a comprehen-
sive description of the nature and diagnosis of the condi-
tion and purpose and material of the planned treatment
using simple terms that the patient comprehends, also
risks, benefits, alternatives, and limitations [7, 9]. Patients
must have the chance to reflect on their opinion and ask

12 Saudi ] Health Syst Res 2021;1:11-15
DOI: 10.1159/000514405

about the received information to allow a sensible deci-
sion of whether to continue with the proposed treatment
or not [7, 9]. The consent must be valid and specific and
given by aresponsible adult patient or a parent or a guard-
ian before starting any treatment [7, 9].

From a dentist’s perspective regarding obtaining con-
sent in dental practice, most dentists applied informed
consent before performing any dental procedures [10]. A
Bulgarian study found that most dentists took consent
while treating children but when treating friends, rela-
tives, and longtime patients, they were less careful in tak-
ing consent [11].

From a patient’s perspective, a study used patient-di-
rected questionnaire showed that most patients were un-
aware that the consent process serves their interests by
allowing them to choose their treatment voluntarily [12].
Also, evidence shows that after the process of informed
consent, patients did not always understand or recall the
information provided for the proposed treatment and as-
sociated risks and benefits [6].

Types of Informed Consent

Implied Consent

This type of consent reflects passive cooperation in the
course of treatment without going through formal con-
sent steps [9]. It mainly depends on proper communica-
tion between the health provider and the patient. It pro-
vides all the needed information to allow the patient to
understand the process and its rationale. Implied consent
documentation in the clinical record is not required [9].
An implied consent example is when the patient is lying
in the dental chair and opening the mouth for examina-
tion [7].

Verbal Consent

It is verbal communication between the provider and
the patient, where the patient agrees to the suggested pro-
cedure without any signature [7, 9]. It is satisfactory for
any routine examination such as diagnostic and prophy-
lactic procedures [7, 9]. It is required to register all the
steps done in medical records [7, 9]. The Australian Den-
tal Association states that oral consent is adequate for
most dental procedures, but a written consent form is rec-
ommended for major treatment, either in terms of inva-
siveness or expense [13]. Informed consent should be
clear to allow the patient to voluntarily agree to the treat-
ment [14].
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Written Consent

This form is mandatory in extensive treatment involv-
ing risks where anesthesia, tooth preparations, surgical
procedures, implant placement, extractions, and admin-
istration of medications with known side effects [7, 9].
Signature is required in such procedures [7, 9].

Consent and Legal Matters

Over the last decade, dental practice lawsuits increased
when patients were unhappy with the treatment provid-
ed, and they felt that treatment options were not prop-
erly discussed [15]. In particular, if the final clinical out-
comes differ from the patient’s expectations because it
was not clear from the beginning, patients may request
legal help to address their complaints [15-17]. A study in
Brazil surveyed 179 dentists working in operative den-
tistry providing aesthetic restorations showed that about
3% of the study population faced legal issues [18]. The 3%
complaints were related to dentists practicing while not
being completely aware of dental legal matters [18]. These
legal concerns in operative dentistry could be avoided if
routine ethical practice including informed consent were
obtained [18].

Another example in the field of oral surgery where a
study investigated 225 patients presenting to an emergen-
cy clinic seeking oral surgical treatment. This study report-
ed that 10% of the study population did not have interest
to know about potential complications, while 57% of the
patients desired to know about all possible complications
[9]. It is not reliable to depend on patient’s memory when
it comes to treatment plan and legal consequences. It has
been reported that patients believed that they did not re-
ceive any information, while few patients could remember
complications explained in regard to their treatment op-
tions [4]. Carefully constructed informed consent form
protects dentists from litigation and allows patients to
learn about different procedures and associated risks and
complications and decide accordingly [9].

It is advised to rely on written consent as a legal evi-
dence and/or to document verbal consent in the medical
records. This recommendation comes from reviewing the
evidence that patients did not always understand the in-
formation provided by the treating dentist, while dentists
believed they understood [4]. Dentist’s awareness is cru-
cial; a study included 100 dentists who filled an online
survey showed that only 78% of the participants knew
about the importance of the informed consent medico-
legal aspects [19].

Consent in Dentistry

Consent in Saudi Arabia

In Saudi Arabia, clinical practice used informed con-
sent that has been translated and acquired from Western
countries [20]. Due to cultural idiosyncrasies, Western
policy informed consent were not entirely applicable in
Saudi Arabia, where culture gives the ultimate trust to the
physician without the need for high-context communica-
tion and autonomy is not the first patient concern [21]. It
has been claimed that explaining details to patient may
raise doubts and suspicions about the treatment [22].
However, a study about information disclosure in clinical
informed consentin a tertiary health-care hospital in Sau-
di Arabia stated that 70.0-98.0% of their respondents pre-
ferred to have most of the details associated with the pro-
cedures disclosed by the operators [23]. The Saudi Coun-
cil for Health Specialties and the Saudi Arabian Ministry
of Health as a part of the medical profession’s bioethics
composed guidelines for informed consent process [24,
25]. The guidelines were acquired from internationally
established good practice policy combined with crucial
social representation of the Saudi culture, and Islamic law
states that “prior to delivering medical treatment or car-
rying out an operative procedure, the legally competent
patient’s consent, be he/she male or female, shall be ob-
tained,” and “the physician shall provide an adequate ex-
planation to the patient or his guardian on the nature of
the medical treatment or operative procedure he intends
to apply” [24, 25].

A study was done at King Abdulaziz Medical City
(KAMC), Riyadh, Saudi Arabia, to assess the quality of
informed consent for invasive procedures from patient’s
point of view [20]. It showed that more than half of the
study population believed that their choice was unneces-
sary because the operator had decided for them [20]. An-
other study from the Ministry of Health, Dental Depart-
ment in Riyadh city, demonstrated malpractice lawsuit
cases, which arose in Riyadh throughout 1 year (1997)
[26]. It was reported that 32 dental complaints were filed,
20 cases had clinical issues and 12 were nonclinical cases
[26]. Regarding the clinical complaints, 18.8% were re-
lated to oral surgery, with 15.6% in fixed prosthodontics
procedures [26]. The alarming finding in this previous
study was that only 1 case had an informed consent doc-
umented [26]. There is little information published re-
lated to ethical standards for different dental procedures
in Saudi Arabia. Addressing these aspects can help close
the gaps and improve the quality of the dental health care
system in managing complex ethical issues associated
with dental patients.

Saudi ] Health Syst Res 2021;1:11-15 13
DOI: 10.1159/000514405

$20z Joquiedes {0 uo ysenb Aq Jpd G0v1 L S000/€0S0SE/ L L/ L/ 1L/PA-Bo1e yls/woo 1eb1e//:diy woly papeojumoq



Content of Informed Consent according to Saudi
Requirement

According to the Saudi Guide from the Ministry of
Health, the consent form for dental treatment should be
in both Arabic and English languages [24]. It must in-
clude the following: symbol of the dental institution pro-
viding the treatment, details about the name of the insti-
tution, the name of the department where the treatment
is taking place, the name of the dentist managing the case,
paper heading with the consent type written, description
of the procedure with all possible risks, date and time, and
a signature from both the patient and the dentist [24].

Recommendations

Dentists need to be familiar with the concept of re-
corded informed consent in the medical records, even if
not a signed format, as it is one of the essential legal pro-
tections and ethical responsibilities of dentists. For the
consent form to be consistent, we advise having a consent
template for all the different procedures in dentistry (sur-
gery, endodontics, periodontics, and prosthodontics),
with all the required simple information ready to be
handed to the patients rather than having a general con-
sent that is only taken in the event of invasive dental pro-
cedures. To help in the consent process, we suggest hav-
ing standardized consent forms prepared by Saudi ex-
perts in each dental division that can be downloaded from
the Ministry of Health website would be the ultimate goal
to improve the informed consent process in Saudi Arabia.
Incorporation of ethical education for dental students
and it should focus on the legal issues of properly obtain-
ing informed consent among their studies and later when
practicing dentistry. Our recommendation also extends
to patients. Before obtaining informed consent, informa-
tion regarding dental procedures might be delivered in
various formats to ensure patients understanding such as
paper, videos, and pictures. The need for more work that
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