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Abstract 
 

Background: Informed consent is the cornerstone of medical ethics and is related to four out of ten articles 
of the patient's legal charter, aimed at supporting the patient and clarifies ethical principles in the 

physicianpatient relationship. 

Objectives: The purpose of this study was to assess the quality of receiving patients’ informed consent in the 
surgical wards in Zanjan University of Medical Sciences. 

Methods: In this descriptive cross-sectional study, all patients, admitted to surgical wards of public hospitals 
in Zanjan, were selected through stratified random sampling method. Data were collected after admission 
and before surgery, using a questionnaire designed according to library studies and considering Sheikh 
Taheri et al.’s study in two sections: general and specific. Mann-Whitney and Kruskal-Wallis tests were used 
to analyze the results. The content validity method was used to determine the validity, and the reliability of 
the questionnaire was evaluated by internal reliability using Cronbach's alpha coefficient. 

Results: The number of patients was 400 (211 males and 189 females) and their mean age was 33.78. The 
results showed that 24% of the samples rated as “appropriate” the process of signing the consent form, and 
19% of them considered the status of information submission appropriate. Three percent of the respondents 
regarded the comprehensibility of the questionnaire, and 12% considered the voluntary nature of obtaining 
the informed consent, as well as 19% found the relationship between the physician and the patient as 
appropriate. Other findings revealed that there was no significant relationship between sex and marital status 
with the sum of the questionnaire dimensions, but there was a significant relationship between the type of 
hospitalization and how to submit information consent and the process of signing the consent form, and also 
between the number of hospitalizations. Moreover, the type of job was found to be statistically significant 
with the form signature process variable. 

Conclusion: This study found that there were some shortcomings in the process of obtaining a surgical 
informed consent. Therefore, considering the role of the patient in the process of obtaining informed consent, 
providing sufficient information on physician’s treatment, training physicians and providing the patient with 
the opportunity to choose the treatment method can be effective in improving the quality of obtaining an 
informed consent. 
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Informed consent is the cornerstone of medical 
ethics. In Iran, four of the ten articles of the 
patient's legal charter specifically address the 
issue of informed consent. At the age of essential 
change in the structure of the medication system, 
informed consent marks one of the cornerstones 
of offering information to the patient in 
connection with treatment and decision making 
[1]. The objective is supporting the patient and 
clarifying the moral principles of relationship 
between the physician and the patient [2]. The 
word consent should be interpreted as the 
patient’s autonomy, indicating his/her freedom of 
choice to accept or reject the procedure, no matter 
it will end up with dangerous consequences, if 
any [3]. The word informed also means providing 
the patient with information and answering his/her 
questions. Since majority of the surgical 
procedures are complicated and whose dangers 
and advantages are unknown to the patient, s/he 
undergoing surgical operation needs to be 
provided with more information and guidance on 
the operation. Though being ordinary and simple 
for the physician, the surgical operation 
information is new and puzzling for the patient; 
therefore, it will be necessary to provide the 
patient with diagnosis and treatment information, 
the surgical procedure and its advantages or 
disadvantages as well as treatment alternatives 
[4]. 
Previous studies have suggested a relationship 
between getting informed consent and right 
clinical results–take for instance the opportunity 
to check symptoms of diseases and pain, 
promotion of the patient’s mental health, his/her 
better performance, and ensuring the 
physiological standards. The practice is expected 
to result in the patient’s more active contribution 
to the medication process and higher level of 
his/her satisfaction with the kind of treatment thus 
offered [5,6]. Based on the Clinical Affairs 
Council guidelines for designing informed 
consent, any information consent sheet should 
include easy to understand and non-technical 
jargons and lexicon, and the writer should be 
cautious not to use such statements as "The 
physician will be free to choose any method of 
treatment s/he deems right for the patient" 
because court considers these types of statements 
very broad and non-technical. A study conducted 
in 2000, involving 540 patients in the US 

hospitals, revealed that informed consents were 
designed mostly to relinquish the legal 
responsibility of hospitals and physicians. Hence, 
the study concluded that the informed consents 
are devoid of sufficient content to meet the legal 
and moral standards of obtaining informed 
consent[7].  
The informed consents obtained from patients are 
valid depending on its signatory. If s/he is not 
qualified to voice consent to the medical 
treatment, only eligible individuals (or the 
patient’s legal guardian) would be right to ink the 
sheet. Kabirzadeh et al, surveying the records of 
540 patients in Iran’s northern province of 
Mazandaran, showed that about 74% of the 
informed consents lacked any validity. For 
instance, in majority of cases the hospital officials 
had asked the person close to the patient, who was 
in right sense, conscious and in good physical 
position at the time of the informed consent 
signing, to ink the sheet [8]. Sheikh Taheri et al. 
(2007) scrutinized the ways informed consent was 
received in the educational hospitals in the city of 
Kashan in Iranian province of Isfahan. The study 
findings suggested that signatories of the 
informed consent, including the patients signing 
the sheets, who were more literate, were more 
satisfied with the ways related informed were 
provided in the specialized hospitals. The study 
proposed taking necessary measures to provide 
the less literature patients, including those in 
general hospitals, with more information. While 
pointing to dissatisfaction of 41 percent of the 
patients with the surgical operation that at times 
resulted in adverse consequences, the study 
showed that 88.7 percent of the group of patients 
undergoing the research believed that the physical 
or surgeon should have explained the adverse 
consequences and possibility of death as a result 
of the operation. It said 66.3 percent of the 
patients the informed should have been provided 
to the patient herself/himself [9]. For the time 
being in Iran the signatories are required to sign 
the informed consent sheet only. This deprives the 
signatory of any opportunity to be provided with 
specific information concerning the surgical 
operation, leaving the patient with limited chance 
to study the form. The form is provided by (not 
well trained) staff of the hospital’s reception 
department while the reception procedure is 
underway[8]. 
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The informed consent forms’ structural content is 
diversified with regards to the hospital it is 
provided. Since certain medication centers and 
hospitals provide an informed consent form, 
which bears the kind of statements which 
relinquish the physician and hospital staff from 
any legal responsibility towards outcomes of 
surgical operations and regarding study of a 
corpus of documents available in data bases, it 
seems that there are rare studies on receipt of 
informed consent in Iran. Only Amini et al. 
conducted a study to that effect in Tehran 
pertaining to a BSci thesis. Since the study’s 
sample size was small, it has limited power of 
generalization [10]. Regarding the fact that only 
the wise and valid informed consent, obtained 
from patients based on the ethical and legal 
standards, will serve as the basis of medical ethics 
and since patient’s share in the decisions made in 
connection with his/her treatment is proved to be 
influential in expediting the medication process 
and also since researches have over recent years 
been witnessing failures to observe standards and 
patients’ rights code, this research is done to 
explore perceptions of patients on the way 
informed consent prior to surgical operation is 
received in Zanjan. It is hoped that this research 
will open a horizon to qualitative improvement of 
informed consent sheets and qualitative 

presurgical operation informed consent receipt in 
Iranian hospitals.   
 

Methods  
This study has the endorsement (A-11-764-1) of 
Zanjan University of Medical Sciences Research 
Ethics Committee as the researcher tried his/her 
best the data collection process will not cause any 
discrepancy in the patients’ treatment. This study 
is cross-sectional in nature, conducted in the 
general surgery, men and women orthopedic 
surgery, neurosurgery, urology, eye and ear 
surgery wards of educational hospitals, affiliated 
to Zanjan University of Medical Sciences. 400 
patients, or their envoys, admitted to Zanjan 
educational hospitals (except psychiatric hospital) 
in 2017 to undergo surgical operation and were 
assigned an appointment with the physician, 
underwent this study. The number of patients 
decided to be involved in this survey was in 
proportion to the extent of the hospitals they were 
hospitalized. The samples were selected on 

stratified random sampling method when they 
were admitted to the hospital in different times 
(morning and evening) of the week based on the 
timetable the patients were admitted to the 
surgical operation ward in each of the hospitals 
under investigation. The sample selection process 
was this way: The sample size required for this 
study was decided initially and then the patients 
undergoing operation in each ward a day were 
taken into consideration for the purpose of 
sampling. Then samples were drawn from the 
population of patients in the surgical center. (The 
patient samples were taken in proportion to those 
referring to the center to undergo surgical 
operation). The next phase of this survey marked 
interviews for several days with all the patients at 
the time of discharge. The informed consent 
signatories, who were parents or legal guardians 
of the patients falling under the 18 years of age 
and thus not yet qualified to fill up and sign the 
informed consent sheet, and of those not being in 
psychologically good mood, being mentally 
retarded and devoid of any sense, were asked to 
fill up the questionnaire. The consenting persons 
were excluded from the survey if were absent. 
The instrument for collection of data was 
questionnaire, designed based on library studies 
and with respect to the study of Sheikh Taheri et 
al [1] and Amini et al. [11]. It fell into two parts: 
General and specialized. The general part sought 
demographic and background information of the 
patients like age, sex, number of hospitalization, 
marital status, job, education status and the 
quality of hospitalization, while the specialized 
part included 40 questions presented in five 
sections. Six questions asked about the informed 
consent signing process, 14 about the degree of 
information sharing with the patient, three asked 
about the degree of the informed consent form’s 
understandability and six items asked about 
physician’s communication with the patient. 
To ensure validity of the questionnaire, the 
researcher used methods for assessment of content 
validity: Two surgeons, two ethics specialists, two 
patients and four members of the board of 
instructors in the field were asked to express 
opinion on the content of the questionnaire. 
Cronbach's alpha coefficient was used to check 
the internal reliability of the questionnaire. To 
ensure internal reliability of the questionnaire, it 
was distributed among twenty patients before the 
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main phase of the study and after data collection, 
the data were analyzed through SPSS software. 
The data thus obtained showed that Cronbach's 
alpha coefficient was at the level of 0.85. The 
figure suggested that the questionnaire was both 
reliable and valid. The questions were developed 
based on the Likert scale and after scoring, the 
scores were divided into five categories: highly 
inappropriate, inappropriate, average, appropriate 
and very appropriate. The questionnaire was 
cleared of any ambiguity with respect to the 
answers given by the patients. Then the time for 
distribution of the questionnaire among the 
respondents was decided. The questionnaire was 
given to the patient or the consenting body after 
the patient's admission to the ward and before 
surgery and was returned back instantly once 
filled up in presence of the researcher. The 
questions of the questionnaire were explained 
well to the respondent on demand. The responses 
were rated as "Very Inappropriate" with a score of 
zero, "Inappropriate" with a score of 1, and 
"Medium" with a score of 2. It also received a 
"good" score of 3 and a "very good" score of 4. 
The questionnaires filled up by the respondents 
were interpreted by the SPSS software version 19. 
The mean value, the 95% confidence interval and 
standard deviation of scores for all five 
dimensions of the informed consent were 
estimated. An acceptable score of four was set for 

each question. Thus, the total number of questions 
related to submitted information was 56 points, 
comprehensibility of 12 points form, 24 points 
voluntary, 44 points interaction and 
communication and the process of signing consent 
form was 24 points. Average scores falling below 
25% were rated as poor, those within the range of 
25% to 50% were considered as moderate, those 
within the range of 50 to 75% were taken as good, 
and those within the range of 75% or more were 
regarded as excellent. The questionnaires filled up 
by the group were analyzed using such descriptive 
statistics indices as frequency distribution tables, 
charts, percentages, averages, etc.; various tests 
were used in accordance with the levels for 
measurement of the (nominal, sequential, interval 
and relative) variables: Pearson test was used to 
analyze the correlation of variables; 

KolmogorovSmirnov test was used to check the 

normality of the data and the non-parametric 
tests of MannWhitney and Kruskal-Wallis were 

used for path analysis and structural equations  
 

Results 

A total of 400 people filled up the questionnaire. 
They fell with the age range of 20 and 72. Their 
age average was 33.78. Table 1 shows other 
demographic information of the group. 

 

 
Table 1: Demographic information of the participants 

 

 Background Features Number Frequency 

Sex 
Male 211 53% 

Female 189 47% 

Marital Status  
Married 240 60% 

Single 160 40% 

Education 

Primary or Under 

Diploma 

156 39.8% 

Diploma or Post-

Diploma 

138 34.5% 

Graduate or higher 106 26.5% 

Type of 

Hospitalization  
Emergency 216 54% 

Ordinary 184 46% 

Number of 

Hospitalization 

Without Precedence of 

Hospitalization 

 

232 58% 

Twice 92 23% 

Three Times 42 10.5% 

More than three times 34 8.5%  
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Table 2 illustrates information on the five 
dimensions of the informed consent process. 
Based on the data, 24% of the samples considered 
the procedure for signing of the informed consent 
as “appropriate”; moreover, 19% considered that 
the way the information was offered was 
“appropriate”; 3% of the individuals believed that 
the voluntary nature of informed consent receipt 
was “appropriate” and 19 percent said 
communication between physician and patient 
was at the “appropriate” level. They knew. A total 
of 24 patients (6%) had signed the informed 
consent themselves, while the forms for 336 
others (84 percent) were signed on their behalf by 
the spouse; for 22 (5.5%) patients, however, the 
forms were signed by their father or parents and 
for 18 patients (4.5%) other individuals had 
signed the forms. Investigation of each part of the 
questionnaire showed that 32% of patients were 
embarrassed and anxious when filling up the 
informed consent form; 45% of patients 
considered that the medical explanations 
regarding the surgical complications were at the 
“moderate” level and 30% of the respondents 
evaluated the explanations as “inappropriate.” 

Sixty percent of patients rated the understanding 
of the technical jargons of the informed consent 
form as “inappropriate” and 47% of the 
individuals believed that physician-patient 
contribution and cooperation in various stages of 
the treatment was “inappropriate.” Furthermore, 
30% of the patients believed that their choice of 
treatment was at the moderate level, while 45% 
took it as “inappropriate.” 85% of the patients 
were interested to receive comprehensive 
information on their disease and their treatment 
by the physician and 15% were reluctant to 
receive the information. Twenty percent of the 
samples believed that understandability of the 
physician's explanations on the treatment process 
were at “appropriate” level and 53% said they 
were at the “moderate” level. 
The results showed no significant relationship 
between sex and marital status and overall score 
of the questionnaire dimensions but there was a 
significant relationship between the type of 
hospitalization and the type of information and 
the process of signing the consent form 

(MannWhitney test). This means that the average 

satisfaction with the information provided in the 
normal hospitalization group was higher than that 
in the emergency one. According to 

KruskalWallis test, there was a statistically 

significant 
relationship (p value being less than 0.001) 
between the number of hospitalizations and the 
type of occupation and the form signing process. 
This is while the people with the precedence of 
hospitalization for three or more times and the 
staff group were more satisfied with the informed 

consent form signing process. There was a 
statistically significant relationship between the 
score given to comprehensibility of the 
questionnaire (0.006), voluntary consent process 
(0.002) and the relationship between the variables 
of the physician-patient communication and the 
educational level (0.005). This means that the 
mean of the dimensions mentioned was higher in 
the group holding the bachelor's and higher 
educational degrees  

. 

 
Type of Answer 

Dimensions of the 

Questionnaire Very 

Appropriate  
Appropriate 

Neither 

Inappropriate 

Nor 

Appropriate 

Inappropriate  
Highly 

Inappropriate  
Average  Variance 

Informed 

Consent 

Signature Process 

25 72 153 15 35 2.69 1.58 

 
Information 

Submission 
18 

61 
143 96 82 2.32 1.63 

Level of 

Understandability 

of the Informed 

1 
11 

76 143 169 1.88 1.97 
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 Table 2: Frequency Distribution of Responses Given to Questionnaire in 
Proportion to Dimensions of the Questionnaire 

 

 

 

 

 

 

 

 

 

 

 
 

 
 

 
 

 

 
 

 
 

 

 
 

 
 

 
 

 

 
 

 

 

Discussion 

The present study aimed to investigate the effects 

of CBC based on film therapy on the marital 

satisfaction of women with low sex drive. 

Evaluation of marital satisfaction at the post-

intervention stage and its comparison with the 

pre-intervention phase indicated no significant 

difference before the intervention, while in the 

post-intervention phase, a significant difference 

was observed in this regard. Therefore, it could be 

concluded that the participants in the intervention 

group had higher marital satisfaction after the 

therapy sessions. Furthermore, improvements 

were observed in the couple's positive thinking, 

personal behaviors, relational and social 

behaviors, problem-solving, finances, economic 

activity, religious inclinations and behaviors, 

parenting, free time, and emotional relationship. 

This finding is consistent with the previous 

findings denoting the effectiveness of CBC in the 

enhancement of marital satisfaction and sexual 

function in married couples [26,27]. 
 

According to the current research, the women had 

higher satisfaction with their marital life after the 

intervention, which could be attributed to the 

tasks performed during the intervention since the 

participants noted and expressed their emotions 

during the therapy sessions. In this regard, 

Shafaturk et al. (2017) [28] and Asalian (2017) 

[29] reported that writing emotions resulted in 

awareness and insights toward suppressed 

emotions. Attending the group sessions, sharing 

experiences, and listening to the emotions of 

others helped the participants to access their 

emotions and express them in the group, as well 

as in their family. However, the results obtained 

by Hummel et al. (2017) regarding CBC based on 

internet therapy after 24 weeks indicated that 

women experienced lower stress levels in their 

sexual functions, while no significant differences 

were observed in their sexual satisfaction, orgasm, 

and frequency of sex in the intervention group 

compared to the control group [30]. This 

discrepancy could be due to the differences in the 

research instruments and diagnostic methods for 

the malignancies associated with the samples. On 

the other hand, the treatment course was 

conducted in a virtual manner, which could be 

Consent Form 

The Degree of 

Voluntariness of 

the Process for 

Receipt of 

Informed 

Consent 

1 50 104 125 120 2.15 2.34 

  

Physician-Patient 

Communication 

Level 

29 49 106 135 86 2.43 2.41 

 

https://www.ncbi.nlm.nih.gov/pubmed/?term=Hummel%20SB%5BAuthor%5D&cauthor=true&cauthor_uid=28240966
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another reason for the diminished effect of the 

therapy sessions. 

Within the past decade, cognitive-behavioral 

couple therapy has been considered to be a 

powerful and effective approach to addressing 

marital life problems [31]. In addition, this 

method has been reported to be an effective 

treatment to alleviate sexual dysfunctions in the 

general population when provided in a face-to-

face setting. Several studies have investigated the 

effectiveness of CBC targeting sexual function 

[28]. The cognitive-behavioral approach considers 

marital problems a result of the ineffective skills 

of couples, inability to solve conflicts and 

problems effectively, irrational expectations and 

beliefs, and negative behavioral exchanges [32].  

The main goals of CBC in couple therapy include 

increasing the reinforcing agents and positive 

exchanges, communication skills training, and 

modification of thought patterns and methods of 

conflict resolution. Cognitive processes are the 

foundation of cognitive-behavioral methods for 

the treatment of relationship malfunctions and 

could effectively enhance intimacy and low sex 

drive [26]. Furthermore, the findings in this 

regard have indicated that cognitive therapy 

increases the marital satisfaction of married 

couples, especially if implemented in the form of 

group therapy [33]. However, evidence is scarce 

in the case of film therapy, and the mechanism of 

the efficacy of this method in counseling requires 

further investigation, particularly in the 

individuals with complicated marital relationships 

where it is challenging to disclose sexual function. 

In such cases, film therapy may be less resistant 

since the couples could spend a considerable time 

disclosing or processing in a less formal manner 

regarding the film contents until they finally 

comprehend their issues. In general, film therapy 

affords clients the opportunity to recount their life 

stories to therapists. This is a potentially valuable 

means for clients to arrive at insights, organize 

emotional experiences, and recognize their 

personal values. Since films encourage clients to 

tell their stories, they will relate to narrative 

therapy movements as outlined by authors such as 

Payne (2000) and McLeod (1997) [34].  

According to the results of the present study, CBC 

based on film therapy was effective in the 

enhancement of marital satisfaction in the women 

with low sex drive. However, no other research 

was found in the literature based on film therapy 

interventions in case of marital conflict, and data 

is scarce regarding the effectiveness of CBC 

based on film therapy, specifically in the field of 

marital relations. Considering the high prevalence 

of low sex drive, there is the need for easy, cost-

effective, and short-term, accessible treatments, 

such as film therapy.  

This trial had several limitations. Firstly, few 

women were willing to participate in the therapy 

session and express their sexual problems in a 

group. As such, we anticipated that the indirect 

effect of films and group discussion process will 

be more attractive to the participants. Another 

limitation was that power analysis was not 

calculated, and the study had a small sample size. 

In addition, marital satisfaction and sexual desires 

are complicated issues, and implementing 

fundamental treatments in this regard would be 

time-consuming. The current research was 

focused on women without their spouses, which is 

another limitation of the study. Also, we enrolled 

the women based on their self-reports about their 

physical and hormonal problems, and no 

laboratory testing facilities were available. 

Another limitation was the extend age range of 

the participants since sex drive largely depends on 

age.  

Some of the main strengths of this trial were the 

randomized trial design, comparison of the 

intervention group with a waiting-list control 

group, considering several inclusion and 

exclusion criteria to reduce bias in selecting the 

subjects, and adopting an easy, cost-effective 

counseling approach. 

According to the results, CBC based on film 

therapy is an effective approach to addressing low 

sex drive, which leads to no complications and is 

cost-effective 
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