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Informed consent should not be regarded as a rigid process. Instead, it should be regarded as a flexible process that 
provides patient with the right amount of information required to facilitate meaningful decision-making. Informed con-
sent is an important ethical and practical part of patient care. Understanding the moral foundation of informed consent 
can help to guide therapists in their communication with all patients. Nurses, as members of the multidisciplinary team, 
are currently key contributors in providing information to patients regarding the treatment process. But in this process, 
there are some challenges that make it difficult. This paper describes the underlying ethical and regulatory require-
ments as well as related challenges regarding informed consent in the context of a nursing practice in Iran. 

Key Words: Informed consent, Ethical challenge, Moral challenge, Nursing ethic, Iran 

Corresponding author: Alireza Nikbakht Nasrabadi
Room 48, Tehran School of Nursing & Midwifery, Tohid Sq., 1419733171 Tehran, Iran.
Tel: 09122055362, Fax: 0098-21-66904252, E-mail: nikbakht@tums.ac.ir

Received: Jun 16, 2017 | Accepted: Jun 24, 2017

This is an open access article distributed under the terms of the Creative Commons Attribution Non-Commercial License (http://creativecommons.org/licenses/
by-nc/3.0), which permits unrestricted non-commercial use, distribution, and reproduction in any medium, provided the original work is properly cited.

INTRODUCTION

The importance of informed consent, prior to nursing 
care procedures, has been highlighted in literature as pa-
tient’s understanding of clinical informed consent is often 
poor. The International Council of Nurses promotes a Code 
of Ethics, which emphasizes on the nurse’s role in providing 
patients with information to support informed consent [1]. 
In order to gain patient cooperation, it is necessary to inform 
patients about the anticipated side effects of the treatment. 
Ethical imperative that obligates us to always tell the truth in 
all aspects of clinical practice is completely impractical. The 
consent statement is the primary vehicle for conveying in-
formation to patient. In every case, the patient is told what is 
known about the goals of treatment, the risks of treatment, 
and the alternatives to treatment. Patients have a right to 
know about their health, available diagnostic and treatment 
options and their risks and probable benefits, and to choose 
alternatives. Patients or their families have a right to decide, 
in consultation with their physician and other health care 
providers, which proposed medical interventions they will 
or will not accept. Meanwhile, there will be more complex 
judgments in which the outlines of alternative treatments 
should be explained to patients and they should be reas-
sured that, the decided treatment policy will always be in 

their best interests. The patients are given the opportunity to 
ask questions, and then sign a consent form that has been ex-
plained to them [2]. It is important that patients are given the 
opportunity to read the consent form fully before signing it 
[3,4]. For many patients and family members, personal val-
ues affect the health care decisions, and health care pro-
viders have a duty to respect the autonomy, rights, and pref-
erences of their patients and their families. Unfortunately, 
this is inconsistently realized today. The care that patients 
receive doesn’t always align with their preferences. Our the-
oretical point of departure is based on ethical perspectives 
that can be found in different declarations concerning pro-
fessional ethics particularly in nursing. In this paper, the ra-
tionale behind the concept of informed consent and its re-
lated challenges in Iran’s nursing practice are explained.

The International Council of Nurses (2012) promotes a 
Code of Ethics, which emphasizes the nurse’s role in in-
formation giving to support informed consent. 

MAIN SUBJECT

1. An Overview

The legal doctrine of informed consent in the Nuremburg 
Code is a set of guidelines drafted at the end of World War 
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II to prohibit medical experimentation on humans in the 
name of science. Informed consent is grounded on the no-
tion of human autonomy. Every person has a legal right to 
determine what is done, or not done, to his or her body [5]. 
Failure to ensure patient’s understanding during informed 
consent is a potential safety issue [6]. The Agency for Health-
care Research and Quality named the confirmation of pa-
tient’s understanding during informed consent one of 11 
priorities of safety initiatives in 2001[7]. All would agree 
that, a clinician must be able to give advice according to 
the particular circumstances of the patient, but what if the 
physician is ill informed or dogmatic? Many regard tradi-
tional practices based on the theory that states; “doctor 
knows best”. Legal frameworks have defined current stand-
ards of practice for various healthcare professions, includ-
ing nursing. Nurses, as members of the multidisciplinary 
team, are currently key contributors in providing infor-
mation to patients regarding the treatment process. But in 
this process, there are some challenges that make it difficult.

2. Ethical and legal aspect of informed consent

Too often, health care providers focus on informed con-
sent as a protection from litigation or a legal formality and 
not as an opportunity to work with the patient to ensure 
the best outcome [8]. Informed consent to a therapy is a 
process, rather than a onetime disclosure of information, 
that occurs in biomedical contexts. In fact, the elements 
that render a patient-centered and quality-driven consent 
conversation, such as respect for patient autonomy and 
clear communication, are the same elements that render a 
legally sound consent conversation [9]. The law empha-
sizes on five legally required elements of informed con-
sent, including a discussion of the patient’s health status 
as it relates to the procedure, a description of the proce-
dure itself, and a discussion on the benefits of, alternatives 
to, and risks of the procedure [10]. It is worth emphasizing 
that, there are ongoing challenges associated with provid-
ing open and honest disclosures in medical practice.

3. Who should obtain inform consent from patient?

In Iranian healthcare system, an informed consent is ob-
tained from all patients prior to the interventional proce-
dure by staff nurses, but, it is legally the duty of patient’s 
own physician to obtain the consent from patient. The pri-
mary duty of a physician is to do what is best for his/her 
patient and he/she may withhold disclosure of informa-
tion regarding any unwanted consequences of a treatment 
where full disclosure will be detrimental to the patient’s 

total care and best interest. If physicians are sure about the 
correct general policy of management, and if they recom-
mend the treatment according to their judgment or prefer-
ence, they are excused from any ethical criticism on the 
grounds of freedom of clinical judgment. Therefore, what 
was wrong then, is right now. The physician, who truly 
cares for patients, ought to involve them in decision-mak-
ing process because it benefits the patients. Some physi-
cians worry that, more stringent information disclosure 
requirement would risk overwhelming patients with in-
formation, causing distress or leading them to make poor 
decisions, while doctors’ time would be taken by lengthy 
explanations, creating a drain on healthcare resources. The 
physician’s role is to ensure relevant information is pre-
sented to patients enabling them to use the information 
meaningfully [11]. The ethical and legal position is clear 
that, physicians must not withhold information simply be-
cause they disagree with the decision that patient is likely 
to make if given that information. Here emerges the im-
portant role of nursing education that sufficiently empha-
sizes on the importance of patient autonomy and its vari-
ous aspects [12]. For healthcare professionals, helping par-
ticipants to achieve realistic expectations from the proce-
dure is an important part of the informed consent process. 
Unrealistic hopes or expectations can pose a challenge to 
understanding. It may also result from the lack of full 
awareness regarding the extent and impact of limited 
health literacy. The problem of how a patient is informed 
about “competing” care paths, when each path is best un-
derstood by different physician experts, is a generic prob-
lem in all of medicine nowadays [13], and there is a big 
question: How should we inform the patient? If it’s the du-
ty of physicians, so why the nurses are informing the pa-
tients and their families? Meanwhile, there is a debate on 
whether the nurses have enough information and knowl-
edge on the procedure or the process of treatment. Nurses 
are not technically or even legally responsible for provid-
ing information necessary for informed consent as there is 
an ethical responsibility to look out for the patient’s best 
interest. The nurse’s role is both as a witness and as the pa-
tient’s advocate. As patient advocate, it is the nurses’ re-
sponsibility to ask questions from the patient to determine 
whether he or she has received sufficient information to 
make an informed decision, even though, the nurses often 
assume the responsibility to make sure client’s signature is 
on the consent form. The nurses are not legally responsible 
for obtaining the informed consent. Moreover, patients are 
not sensitive or serious about what nurses tell them. Be-
cause Iranian people have a poor image of nursing, and 
they more trust the information given to them by physi-
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cians rather than nurses [14]. When nurses are shown as 
“doctors’ helper” rather than as patient advocates, they 
lose credibility [15]. Thus, empowering nurses is essential 
for enhancing their roles, strengthening their professional 
image, and continuously improving the health care system. 

4. Is the process of obtaining informed consent correct 
in Iran's healthcare system?

The informed consent is obtained from patients on ad-
mission to a hospital/clinic or before a procedure/surgery. 
Patient must be given basic information about the proce-
dure before signing the consent form; ensuring that, the pa-
tient has assented or consented to the intervention. Assent 
refers to a patient’s acceptance of a treatment, intervention, 
or clinical care. But in admission time, patients and their 
families are full of stress and that is not a right time to be 
asked for consent. Is this signature, despite the tensions as-
sociated with admission, still considered conscious or vol-
untary? In order for the patient's consent to be valid, he/she 
must be considered competent to make the decision and 
his/her consent must be voluntary. Clients should give 
their consent voluntarily and should not be impelled to do 
so. Patients should have a real understanding of the risks 
that would be involved in their treatment process [16].

The informed consent document must be written in pa-
tients’ own language and should be easily understood by 
them. The language must be non-scientific and non-tech-
nical, and medical terms must be defined or explained to 
patient in simple terms [17]. Iranian people speak and 
write in Persian and there are many Accents and Dialects 
in Iran that make the Persian language difficult, that is 
why we need to explain and inform patient thoroughly. 
Verbal consent still contains all elements of written con-
sent, however, the items of the consent are verbally ex-
plained to patient and they agree to undertake the proce-
dure. The nurses use patient’s own language or a trans-
lator, where available, to provide information on partic-
ular procedures to the client verbally. 

5. To what extent should patient be engaged in the 
decision making process 

Consistently, as many as 20% of patients, who partic-
ipate in shared decision-making, choose less invasive sur-
gical options and more conservative treatment than pa-
tients who do not use decision aids [18]. Studies also il-
lustrate the potential for wider adoption of shared deci-
sion-making to reduce costs. When conducted correctly, 
informed consent is an example of shared decision-mak-

ing [19]. For shared decision-making to be considered a 
valid method to obtain informed consent, open and hon-
est communication between the patient and multidisci-
plinary team is essential. Informed consent should not be 
considered as a onetime paper pushing transaction, but as 
a dialogic process that continues throughout the treatment. 
How nurses engage in decision ecology depends on the re-
lationships that nurses develop with members of multi-
disciplinary team and patients in their care. In line with the 
Frank study nurses as a key member of multidisciplinary 
team should involve patients more in the decision-making 
process [20]. We believe that, more nurses’ involvement in 
this process leads to more shared decision making.

6. How much Patient autonomy is respected in the 
process of informed consent?

Patient autonomy is one of the key principles of ethical 
practice in nursing care. An important goal of informed 
consent is to respect patient autonomy [21]. The professio-
nal duty of healthcare providers is to ensure patient au-
tonomy is respected. Health care professionals may fulfil 
their legal duty while failing in their ethical duty to protect 
and promote the autonomy of patient. However, there is 
no agreement as to how autonomy is defined and these 
varying definitions are well documented in the literature. 
It is clear that, many nursing procedures have the poten-
tial to threaten the autonomy of patients and may be mo-
rally significant to them [12]. Procedures which might pose 
a threat to patient autonomy, if carried out without con-
sent, may not be easily identifiable. It is often assumed 
that, consent is required only prior to major clinical inter-
ventions or an intervention that presents significant risk to 
individuals [22]. In Iranian health service some hospitals 
are private and the rest of them are educational. In educa-
tional hospitals, patients are required to sign a consent 
form that states: “I allow my medical information to be 
used to promote medical education” This is a moral chal-
lenge: Has patient’s autonomy been respected? Has pa-
tient signed the consent form voluntary or has he/she 
been compelled to sign the form? 

7. Paternalistic challenges

Paternalism is largely the unquestioned bedrock of the 
healthcare practice. Paternalism is defined as “the interfer-
ence of a state or an individual with the affairs of another 
person, against his/her will, and is considered or moti-
vated by the claim that, the person interfered with will be 
better off or protected from harm”. It is defended on the 
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grounds that, physicians are the gatekeepers of medical 
knowledge, as well as the best judges of how to use that 
knowledge to serve the interests of patients [23]. Paterna-
lism has been one of the traditional characteristics of the 
therapeutic relationship in medicine. In paternalism, staff 
should only use their knowledge and skills for the benefit 
of patient, and never do harm and always act in the pa-
tient’s best interest [24]. Are we allowed to decide on be-
half of the patients? If they do not accept the treatment, are 
we offering them alternative treatments? Are we aware of 
patients’ interests when we make decision on their behalf? 
Strong arguments are required in this filed to justify pater-
nalistic action in any professional healthcare context [25]. 
Healthcare professionals require further trainings on pa-
ternalism in order to preserve patient autonomy and right.

8. How much information should be given to patient in 
the informed consent process?

The process of ensuring that, a patient is adequately in-
formed prior to consenting to a procedure, has become an 
increasingly difficult task for the nurses. Each possible ac-
tion needs to be explained fully and understood and con-
sented to by the patient during the consent conversation 
[26]. Certain aspects of interventional procedures are par-
ticularly difficult for some patients to understand. There is 
a need for balance between too much data, and not enough 
information to be given to patients. Consent practices may 
overwhelm patients with potentially irrelevant informa-
tion. In a study, it was reported that, the average length of 
time patients were given to express their concerns was on-
ly 23.1 seconds [27]. Patients also reported they have re-
ceived less information than they needed to make an in-
formed decision about their health [3,28]. As a client advo-
cate, the nurses assure that, adequate time is given to client 
to consider the choice of treatment. Therefore, in everyday 
clinical practice, patient education prior to an intervention 
is a frequent task. Additional techniques to enhance pati-
ent understanding/comprehension that may be used by a 
clinician include anatomical models, information pamph-
lets and videos. The extent of the patient's comprehension 
and recall with these different methods is varied [29]. We 
must assess which methods of ongoing education are ac-
ceptable for all healthcare providers and efficient in the 
current healthcare setting.

9. Personal characteristics and informed consent 

It may be time to recognize that, ill people process in-
formation differently than healthy people. Age, education 

level, cultural diversity and illness are all identified as po-
tential characteristics that may make the subject less able 
to comprehend information given to them during the in-
formed consent process [30]. Level of education, apart from 
age, also has been found to be a significant factor in the 
ability of a potential subject to comprehend and recall in-
formation provided during the informed consent process 
[31]. An understanding of cultural differences is also very 
important for providing quality of care. Nurses must be 
aware of the need to engage in culturally sensitive practice, 
to enhance the quality of informed consent process [30,32].

CONCLUSION

By synthesizing and contextualizing the results of a 
comprehensive literature review, this paper describes the 
underlying ethical and regulatory requirements as well as 
related challenges for obtaining informed consent in the 
context of a nursing practice in Iran. As described earlies, a 
range of approaches could be found in dealing with these 
issues. It is hoped that, this document could provide a ba-
sis to stimulate debate around consent options in Iranian 
culture and contribute to promotion of nursing practice in 
this regard. We will need successful methods of communi-
cation training throughout the healthcare providers’ ca-
reers. Informed consent should not be regarded as a rigid 
process. Instead, it should be regarded as a flexible process 
that provides patient with the right amount of information 
required to facilitate meaningful decision-making. An eth-
ical learning healthcare system must have core commit-
ments to engagement, transparency, and accountability in 
ways that are keenly sensitive to the rights and interests of 
patients. Nurses must act as advocates for those in their 
care and support people’s rights to be fully involved in 
their own healthcare decision-making. Clients also have a 
right to be fully informed about the efficacy and effective-
ness of specific techniques in the therapy. Health care pro-
viders should respect the wishes of patients who withhold 
or temporarily refuse a care in order to gain a better under-
standing of their situation or to come to terms with fears or 
other concerns regarding the proposed care. Patients de-
serve to be fully informed if they are to make autonomous 
decision regarding treatment modalities. 
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