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medical therapies. Thus, it is crucial to provide the ade-
quate information to the patient and maintain the patient’s 
full compliance with the treatment to minimize complex 
situations with possible negative outcomes from happen-
ing. Treatment compliance can be ensured by explaining all 
aspects of HBOT to the patient as well as responding to all 
possible questions that might be arisen from the patient. 
This way, patients are fully informed about the details of 
HBOT, and valid informed consent is obtained.

The informed consent process is defined as the patient be-
ing provided with adequate information, making sure that 
the patient understands the procedure as well as the pa-
tient making a decision voluntarily.[2] Studies suggest that 
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INTRODUCTION

Hyperbaric oxygen treatment (HBOT) is a medical treat-
ment, in which a patient inhales 100% oxygen at higher 
pressures than sea level. It is used in treating various health 
problems including decompression sickness, arterial gas 
embolism, carbon monoxide intoxication, delayed wound 
healing (diabetic and nondiabetic, etc.), and sudden hear-
ing loss.[1] HBOT is administered in a pressurized environ-
ment, and sometimes, the patients may find the procedure 
difficult to understand due to the technical and medical 
terms used during the consent process. In addition, some 
side effects or complications may occur just like other 

Objective: In this study, we aimed to evaluate the processes of informed consent and iden-
tify factors affecting the comprehension and decision-making of the patient who undergoes 
hyperbaric oxygen treatment (HBOT).

Methods: This cross-sectional study group consisted of patients admitted to the Depart-
ment of Underwater and Hyperbaric Medicine. Patients were verbally informed about the 
process and allowed to read the informed consent form before they received HBOT. Having 
provided the information of consent, the participants completed a questionnaire including 
the descriptive features, an informed consent checklist form, a Standardized Mini Mental 
Test (SMMT), and screening tests for decisional conflict. The results were evaluated.

Results: Fifty-six patients participated in the study. The mean age was 46.4±13.5 years and 
75% of patients were men. Among the participants, 5.4% tended to feel uncomfortable with 
the decision they made, and 7.1% experienced decisional conflict. When the patients were 
asked “Who is the best person to decide about the treatment recommended for you?”, 
53.6% of patients responded as “The doctor.” When the scales and form points used in the 
study were compared in terms of gender and educational level, statistically significant dif-
ferences were observed between the points for SMMT (0.048) according to gender and the 
points for SMMT (0.001) as well as the screening test for decisional conflict (0.027) according 
to educational status.

Conclusion: The current research is the first study in the literature to show the crucial 
role of informed consent and the factors affecting comprehension as well as the decision of 
the patient undergoing HBOT. As a result, Underwater and Hyperbaric Medicine physicians 
must consider various aspects of the consent process to reduce the risk of malpractice and 
ensure good clinical practice.

ABSTRACT

1Department of Underwater and 
Hyperbaric Medicine, University 

of Health Sciences, Kartal Dr. Lütfi 
Kırdar City Hospital, İstanbul, Türkiye

2Çanakkale Onsekiz Mart University, 
Faculty of Medicine, Forensic 

Medicine Department, Çanakkale, 
Türkiye

3Çerkezköy District Health 
Directorate, Tekirdağ, Türkiye

Submitted: 31.01.2023
Revised: 14.05.2023

Accepted: 14.05.2023

Correspondence: Selin Gamze 
Sümen,

University of Health Sciences, 
Hamidiye International Medical 

Faculty,
İstanbul, Türkiye

E-mail: sgsumen@gmail.com

Keywords: Decision; 
hyperbaric oxygen treat-

ment; information; informed 
consent; mini-mental test.

This work is licensed under a Creative Commons
Attribution-NonCommercial 4.0 International License.



there are several factors that affect the ability to make 
decisions during the process of the consent of patients. 
These factors include characteristics of patients such as 
age, literacy level, and mental state. In addition, possible 
side effects, complications, and uncertainties related to 
the prognosis of treatment may lead the patient to experi-
ence decisional conflict.[2-4]

Decisional Conflict Scale (DCS), which was developed by 
O’Connor in 1995, has been used to evaluate personal 
perception of the uncertainty, modifiable factors effect-
ing to uncertainty, and effective decision making in their 
choices.[5] Furthermore, the Sure of myself; Understand 
information; Risk-benefit ratio; Encouragement (SURE) 
test version which was developed for daily clinical practice 
is used to determine the patient’s conflict in the decision.
[6,7] In addition, the Mini-Mental Score test can be per-
formed to evaluate the mental state of the patient in clin-
ical practice rapidly.[8] Thus, it will be possible to discuss 
or handle the issues that the patient has conflicts with the 
decision of treatment in the informed consent process.

From a legal perspective, there are many cases in the liter-
ature, in which physicians are accused of malpractice due 
to insufficient consent or failure to obtain written con-
sent.[9,10] The scope and adequacy of informed consent in 
these legal cases are still being debated. To the best of our 
knowledge, there has not been any malpractice case that 
is particularly associated with the procedure of obtaining 
informed consent from a patient who underwent HBOT 
in underwater and hyperbaric medicine. However, due to 
the increase in malpractice claims and the application of 
HBOT, it was considered crucial to discuss the issues asso-
ciated with the informed consent process in this scientific 
field. In fact, there has not been any research carried out 
about the patient’s informed consent in the administration 
of HBOT in the literature. Therefore, we aimed to study 
the processes of informed consent and to identify factors 
affecting the comprehension and decision-making of the 
patient who undergoes HBOT.

MATERIALS AND METHODS

Research Type and Population

This study is a cross-sectional descriptive research. The 
population of the study comprised patients aged 18 years 
and older receiving HBOT from January to December 
2016. 294 patients were administered HBOT during the 
research period; however, the study group consisted of 
56 participants. Reasons for not participating in the study 
included being younger than 18 years and not volunteering 
to participate the survey.

Implementation of the Research
This research was conducted at the department of Under-
water and Hyperbaric Medicine, at State Hospital. Before 
the study, written permission was obtained from the Eth-
ical Committee (Date: September 03, 2015, Decision no: 

75, 89513307/1009/494). Patients were read the HBOT In-
formed Consent Form by the research team with the aim 
of providing information to the patients regarding the dis-
ease and treatment procedure. When patients attended 
the clinic for their next session, the information on the 
form was explained to them verbally, and any questions 
about elements on the form that were not understood, 
or other questions were responded to. After the informa-
tion session, patients who accepted treatment provided 
written/signed consent through this form. Patients were 
given information about the study’s aim and method, and 
those who volunteered to participate had the question-
naires applied to obtain research data. The questionnaire 
comprised a descriptive form,/Standardized Mini Mental 
Test (SMMT), DCS, and SURE scale. Questionnaires which 
lasted 35–40 min were applied with face-to-face interview 
techniques by the physician specialized in Underwater and 
Hyperbaric Medicine.

Forms and Scales used in the Research
HBOT informed consent form
This form was created by the research team. It was used 
with the aim of providing information to people about 
HBOT and to receive written and signed consent before 
treatment. This form included general information about 
HBOT, the disease requiring the patient to receive HBOT, 
planned HBOT duration, expected success rates, expected 
benefits after treatment, additional treatments that may 
be required after HBOT, alternative treatment approaches 
to HBOT, and explanations of possible HBOT side effects.

Descriptive form
This form was created by the research team. This form 
included questions related to the patient’s sociodemo-
graphic characteristics, disease status associated with 
HBOT (diagnosis and comorbid diseases), and attitude to 
be informed about illness and treatment.

HBOT informed consent checklist form
This checklist form was prepared by the research team 
referring to the literature.[11] It included 23 questions to 
assess the patient’s understanding of information given 
through the HBOT Informed Consent Checklist Form. 

SMMT
The SMMT is used to quantitatively measure cognitive 
level. It comprises 11 items collected under five main 
headings of orientation, recording memory, attention and 
calculation, recall, and language. Each correct response is 
assessed as “1” point and the point interval is 0–30. Valid-
ity and reliability studies were completed for patients with 
mild dementia diagnosis by Güngen et al. In this study, the 
ideal threshold value for mild dementia diagnosis in Turkish 
society was reported as 23/24.[8] SMMT points of 24–30 
are defined as normal cognitive functioning, 23–20 points 
indicate mild cognitive disorder, and 19 points or less indi-
cate moderate-severe cognitive function disorder.[12]
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DCS
It measures the conflict experienced while making health-
related decisions. It includes 16 items with 5-point Likert 
responses. These items comprise subscales of informed, 
values clarity, support, uncertainty, and effective decision-
making. Items on the scale are given points as definitely 
agree=0, agree=1, undecided=2, disagree=3, and definitely 
disagree=4. Total scale points are obtained by adding the 
points for the 16 items, dividing the total by 16 and then 
multiplying by 25. According to the scoring system given, if 
a participant answers all the questions or the majority of 
them with absolute agreement, the total score is less than 
0 or 1. Therefore, the total score varies between 0 and 
100. Individuals with scale points ≥37.5 tend to be uncom-
fortable with their decision and postpone decision-mak-
ing. Validity and reliability studies were completed with a 
thesis study of women with early-stage breast cancer.[13]

SURE
This scale was developed by O’Connor in 1995. It assesses 
the status of being sure about a decision made in relation 
to health. It comprises four 2-point Likert items. Items 
on the scale have points calculated as No=0 and Yes=1. 
The point interval for the scale is 0–4. Zero points indi-
cate high uncertainty about the decision, whereas 4 points 
represents being sure of the decision. Scale points ≤3 in-
dicates uncertainty about the decision.[14] There were no 
Turkish validity and reliability studies found in the period 
when this study was performed. As a result, the scale was 
translated to Turkish by the researchers and applied. At 
present, there is a Turkish validity and reliability study for 
the scale completed with pregnant participants by Yeşilçı-
nar and Güvenç.[15]

Statistical Analysis
Data in the study were analyzed with the statistical pro-
gram used the Statistical Product and Service Solutions 
(SPSS) (version 20.0; SPSS /IBM Inc., Chicago, IL, USA) 
program. Presentation of data used number, percentage, 
mean, standard deviation, median, minimum, and maxi-
mum values. According to the results of normal distribu-
tion fit tests, the nonparametric Mann–Whitney U test 
and Spearman correlation analysis were applied. Corre-
lation coefficients from 0 to 0.24 are assessed as weak 
correlation, 0.25–0.49 are moderate, 0.50–0.74 are strong, 
and 0.75–1.0 are very strong correlation. A p<0.05 was 
considered statistically significant.

RESULTS

The study group included a total of 56 people, with a 
mean age of 46.4±13.5 (median: 46.0, minimum-maximum: 
18–72) years and 75% were men. Among participants, 
78.6% were married and 53.6% had educational level of 
high school and above. In the study group, thirty partic-
ipants graduated from high school or above, 26 partici-
pants had the education level of lower than high school. 

Of the 42 men in the group, 25 had an education level 
high school or above, whereas five of the fourteen women 
had a high school education or above. The frequency of 
the disease requiring HBOT was shown in Table 1. The 
most frequently identified chronic diseases in the whole 
population were diabetes (32.1%), hypertension (17.9%), 

Table 1.	 Descriptive features of the study group

Variables	 n (%)

Gender	
   Female	 14 (25.0)
   Male	 42 (75.0)
Diagnosis	
   Sudden idiopathic sensorineural hearing loss	 17 (30.4)
   Diabetic foot	 12 (21.4)
   Chronic wound	 8 (14.3)
   Osteomyelitis	 5 (9.0)
   Postoperative wound	 4 (7.1)
   Aseptic necrosis	 4 (7.1)
   Crush injury	 4 (7.1)
   Wound healing problem after radiotherapy	 1 (1.8)
   Postoperative spondylitis	 1 (1.8)
Marital status	
   Married	 44 (78.6)
   Single	 12 (21.4)
Education	
   Below high school	 26 (46.4)
   High school and above	 30 (53.6)
Chronic disease	
   Yes		  30 (53.6)
   No		  26 (46.4)
Chronic disease*	
   Diabetes	 18 (32.1)
   Hypertension	 10 (17.9)
   Peripheral artery disease	 9 (16.1)
   Coronary artery disease	 6 (10.7)
   Chronic renal failure	 2 (3.6)
   Other	 9 (16.1)
SMMT points	
   ≤19		 1 (1.8)
   20–23	 9 (16.1)
   24–30	 46 (82.1)
DCS points**	
   <37.5	 51 (91.1)
   ≥37.5	 3 (5.4)
SURE points	
   >3		  52 (92.9)
   ≤3		  4 (7.1)

n: number, %: column percentage, *: more than one response could 
be given to this question, each response was calculated as percentage 
of 56 people in the study group, **: two participants did not want to 
answer all or some of the questions on the decisional conflict scale, 
this variable was calculated as percentage of 56 people in the study 
group, SMMT: Standardized mini mental test, DCS: Decisional conflict 
scale, SURE: decision certainty scale
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screening test for decisional conflict (0.027) according to 
educational status.

Median SMMT points were determined to be high for men 
and for those with educational level of high school and 
above. All of those with educational level of high school 
and above had SURE points of 4 (Table 4). There were 
no statistically significant correlations identified between 
SMMT points with DCS and SURE points for participants 
(p>0.05).

DISCUSSION

As far as we know, this is the very first study in the liter-
ature to cover informed consent by patients undergoing 
hyperbaric oxygen therapy. The comprehension levels of 
patients for the information given and factors related to 
the patient’s decision have been investigated. The most im-
portant result of this study indicated that more than half 
of the patients thought that their doctor could make the 
best decisions related to their treatment. Another notable 
result of the study illustrated that the variation in patient 
certainty about the decision-making process is associated 
with their level of education.

It is known that, due to the principle of respect for the 
patient’s autonomy in terms of medical ethics, no medical 
intervention should be performed without receiving the 
patient’s consent. To receive legally valid consent, the pa-
tient’s capacity and understanding of the medical informa-
tion provided by the physician are crucial factors. For this 
reason, the patient should be informed appropriately in 
accordance with their sociocultural level and acknowledg-
ment of this information should be ensured.[2-4] In addition 
to the explanation of the beneficial effects of HBOT, the 
patient must be informed that it is a treatment method 
where they might experience some complications includ-
ing barotrauma, myopia, cataracts, and pulmonary oxygen 
toxicity.[1] Therefore, patients must be informed about 

and peripheral artery disease (16.1%). While 1.8% of par-
ticipants had moderate-severe cognitive disorder (SMMT 
points ≤19), 16.1% had mild cognitive disorder (SMMT 
points=20–23), 5.4% tended to feel uncomfortable with 
the decision (DCS points ≥37.5), and 7.1% experienced 
decisional conflict (SURE points ≤3).

Among participants, 94.6% stated they wanted to learn 
information related to health status, whereas 1.8% stated 
they wanted to receive partial information. In the study 
group, 89.3% wanted to receive information about disease 
diagnosis and prognosis, 82.1% about treatment methods, 
80.4% about additional treatment methods, and 89.3% 
about treatment outcomes. When the patients were 
asked “who is the best person to decide about treatment 
recommended for you?,” 53.6% responded as “the doctor,” 
37.5% said themselves, and 7.1% said their family (Table 2).

When responses of participants to questions on the in-
formed consent checklist form are investigated, 94.6% 
were given information about diagnosis, all were given 
information about needing HBOT, 89.3% were informed 
about what they would encounter if they did not have 
HBOT treatment, all were told about treatment compli-
cations and side effects, 76.8% were informed about ad-
ministration of serum, medications elevating blood sugar, 
or lowering blood pressure during HBOT and 83.6% were 
informed about whether there were other routes for 
treatment. Responses to other questions on the informed 
consent checklist form are shown in Table 3.

Mean points for the study group were 26.6±3.3 (me-
dian: 27.0, minimum-maximum: 15.0–30.0) for the SMMT, 
12.6±16.2 (median: 6.3, minimum-maximum: 0.0–100.0) 
for the DCS, and 3.9±0.3 (median: 4.0, minimum-maxi-
mum: 3.0–4.0) for SURE. When the scales and form points 
used in the study were compared in terms of gender and 
educational level, statistically significant differences were 
observed between the points for SMMT (0.048) according 
to gender and the points for SMMT (0.001) as well as the 

Table 2.	 Opinions of patients about information process in the study group

Variables	 Yes	 Partly	 No
	 n (%) 	 n (%) 	 n (%) 

Attitude to learn information about health status	 53 (94.6) 	 1 (1.8) 	 1 (1.8) 
Content of information required	  	  	  
Related to disease diagnosis and prognosis	 50 (89.3) 	 1 (1.8) 	 3 (5.4) 
Related to treatment methods	 46 (82.1) 	 1 (1.8) 	 5 (8.9) 
Related to supplementary treatment methods	 45 (80.4) 	 3 (5.4) 	 5 (8.9) 
Related to treatment outcomes	 50 (89.3) 	 0 (0.0) 	 2 (3.6) 

Person who can make best decisions about the recommended treatment		  n (%) 	

Doctor		  30 (53.6) 	
Self		  21 (37.5) 	
Family		  4 (7.1) 	

n: number; %: percentages calculated for the number of responses to the question among 56 people in the study group, a few participants did not 
want to answer all or some of the questions.



risks and possible precautions to be taken as well as the 
expected benefits from the treatment in detail during the 
consent process.

Among the participants in our study, 94.6% stated that 
they wished to be informed about their health status, 
whereas 89.3% of them wanted to be informed about the 
diagnosis, and the treatment outcomes of the disease. 
Furthermore, 82.1% of the patients were curious about 
treatment methods, and 80.4% about additional treatment 
methods. Similarly, a study conducted by physicians at the 
department of orthopedics showed that nearly all patients 
(94.6%) consider it necessary to be informed about the 
diagnosis and the planned surgery as well.[16] Inferences 
from other studies in the literature and the results of our 
research clearly reveal that patients wish to be informed 

about diseases and treatment methods as much in detail as 
possible. The fact that informing patients about treatment 
adequately bears great importance as a legal requirement 
of current regulations and medical ethics.[2,9,10]

HBOT is a medical treatment that may appear difficult 
to understand both conceptually and visually in clinical 
practice. An accurate understanding of technical infor-
mation and basic scientific concepts that are communi-
cated clearly to the patient eases the preconception of the 
treatment. Thus, it is significantly important to elaborate 
on certain concepts such as the effects of pressure, the 
efficacy of oxygen, the number of sessions, and the toxic 
effects linked to oxygen during the treatment. In our study, 
the majority of participants (98.2%) stated that they were 
satisfied with the information received before HBOT. The 

Table 3.	 Responses to questions on the informed consent checklist form

Questions	 Yes	 Partly	 No
	 n (%)	 n (%)	 n (%)

Were you told about the diagnosis related to your disease?	 53 (94.6)	 3 (5.4)	 0 (0.0)
Were you told the reason you should have HBOT?	 56 (100.0)	 0 (0.0)	 0 (0.0)
Were you informed about whether or not there were other	 46 (83.6)	 3 (5.5) 	 6 (10.9)
treatment routes for your disease?
Were the risks of HBOT and the life-threatening side effects explained?	 56 (100.0)	 0 (0.0)	 0 (0.0)
Were explanations made about what would happen if you did not have HBOT?	 50 (89.3)	 4 (7.1)	 2 (3.6)
Was the team who would perform the treatment introduced to you?	 53 (94.6)	 1 (1.8)	 2 (3.6)
Were you told that if you did not want to, you did not have to give	 54 (96.4)	 1 (1.8) 	 1 (1.8)
consent for this intervention?
Were explanations made that serum and medications that elevate blood	 43 (76.8)	 5 (8.9)	 8 (14.3)
sugar or lower blood pressure may be administered during HBOT?
Were the devices and tools you saw operating under high pressure	 54 (96.4)	 2 (3.6)	 0 (0.0)
around the HBOT explained?
Were you told where you would receive treatment and care after	 51 (91.1)	 4 (7.1)	 1 (1.8)
the end of HBOT?
Was the effect on your treatment, job, family life and other	 50 (90.9)	 4 (7.3)	 1(1.8)
personal topics explained?
Were you informed about rules and routine procedures you must	 55 (98.2)	 1 (1.8)	 0 (0.0)
abide by during HBOT?
Was there anything you did not accept on the form you signed?	 9 (16.4)	 1 (1.8)	 45 (81.8)
According to the information the health team gave you, did you think	 50 (90.9)	 4 (7.3)	 1 (1.8)
you would benefit sufficiently from this treatment?	
Were words that you did not understand used during the information session?	 8 (14.6)	 2 (3.6)	 45 (81.8)
Were all your questions answered clearly?	 54 (96.4)	 2 (3.6)	 0 (0.0)
Did you understand all the information and explanations given to you?	 53 (94.6)	 3 (5.4)	 0 (0.0)
Were you satisfied with the information session before HBOT? 	 55 (98.2) 	 1 (1.8) 	 0 (0.0) 
Do you believe that information about your health status and treatment 	 50 (89.3) 	 4 (7.1) 	 2 (3.6) 
will be confidential? 
Was the interview environment comfortable during the information session? 	 54 (96.4) 	 1 (1.8) 	 1 (1.8) 
Was the duration of the interview sufficient during the information session? 	 55 (98.2) 	 1(1.8) 	 0 (0.0) 
Were you given adequate time to think during the decision-making process 	 54 (96.4) 	 2 (3.6) 	 0 (0.0)
for HBOT? 
Did you need to ask for help to read the informed consent form?? 	 13 (23.2) 	 5 (8.9) 	 38 (67.9) 

HBOT: Hyperbaric oxygen treatment, n: Number %: Row percentage. Two participants did not want to answer some of the questions on the infor-
med consent checklist form, percentages calculated based on the number of participants who responded to each question.
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response rate of the informed consent checklist form in-
dicated that patients were positively affected by the in-
formation process. However, in answer to the question 
“Was there anything you did not agree with in the form 
you signed?” 16.4% said yes, while in answer to the ques-
tion “Were there any words that you did not understand 
during the information process?” 14.6% said yes. This led 
to the consideration that even though some of the pa-
tients did not understand the information completely, they 
showed the tendency to sign the consent form. Moreover, 
these findings led us to consider that it may be useful and 
valuable to check the parts that the patient does not un-
derstand clearly in the form through a checklist form and 
to provide additional information.

Some researchers criticize that patient informed consent 
does not always show three main features such as ade-
quate information provision, comprehension of provided 
information, and a voluntary decision.[17] This may affect 
significantly levels of satisfaction of the patient. There are 
various study results regarding satisfaction with informa-
tion and giving consent after understanding the informa-
tion in the literature. To illustrate, in one study, the re-
sults showed that 48% of the patients signed the consent 
without reading it, whereas 94% of the ones who read the 
consent, stated that the content of the consent consisted 
of incomprehensible medical and technical content.[18] In 
another study involving 371 patients, only 56% of patients 
had all their questions answered before the treatment and 
20% of the participants were not satisfied with the infor-
mation provided by the physician.[19] In a recent study, the 
overall satisfaction of patients with preoperative informed 
consent process was 70.3%.[20] Another important issue is 
explaining the name of the disease and treatment proce-
dure comprehensively. In a study, it was found that 18% of 
patients did not know the name of the disease, whereas 
only 25% of patients knew the name of the surgical opera-
tion.[21] In a study conducted by Jukic et al., it was reported 
that only 11% of patients accepted being comprehensively 
informed and confirmed that they received sufficient in-
formation regarding the treatment.[22] In a review reported 
by Falagas et al., the degree of patients’ comprehension 
of the informed consent for surgery and clinical research 
was evaluated. The authors found that, for surgery, the 
understanding of the information provided was 29% and 
the satisfaction from the amount of information was 58%.
[23] Based on the results of all these studies, some re-
searchers have come up with certain recommendations 
for the quality of consent documents to improve patient’s 
comprehension and satisfaction.[24,25] Our study complies 
with other studies which indicate that, although there are 
different outcomes in terms of certain variables, the fre-
quency of participants who did not understand the infor-
mation cannot be underestimated. This situation bears the 
risk of violation of patient rights and malpractice.

When responses to questions on the checklist form were 
evaluated, most patients appeared to have gained infor-
mation about topics such as disease diagnosis, treatment, 
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alternative treatment methods, and side effects during 
the information session before the treatment. However, 
around 10% and 20% of the patients who were reported 
claimed that they had not been informed about the prog-
nosis, treatment method, additional treatments, and the 
outcomes of treatment. These results show that having 
provided the relevant aforementioned information, a sig-
nificant amount of the information was understood by the 
patients. However, nearly one-fifth of the study group’s 
comprehension of the fundamental informed consent 
components was low. According to some studies in the lit-
erature, the level of comprehension by the patients varies 
between 71 and 91%.[26-28] Ultimately, there is a necessity 
for additional methods to support the patients’ under-
standing.

In fact, the physician and the patient should have a mutual 
understanding and agree with one another on the patients’ 
autonomy and their decision-making process.[29] Interest-
ingly, the patients answered the question “Who can make 
the best decisions about treatment?” in our study, and the 
most common response was “the doctors” at 53.6%. This 
mindset of patients may be due to the trust they put in 
the doctors and the fact that they feel incompetent in the 
decision-making related to their health status. For this rea-
son, there may be certain points that require improvement 
in the consent form to inform the patients about HBOT. 
According to the research, it has been determined that it 
is crucial to do further study in order to transform “the 
doctor knows best” attitude into an approach based on 
the patient’s autonomy and “shared decision-making.”

In our research, an attempt was made to investigate the 
effect of mental status, decisional conflict, and certainty 
about decisions using the SMMT, DCS, and SURE scales, 
as well as the informed consent checklist form, was used. 
Whereas 1.8% of participants had moderate-severe cog-
nitive disorder, 16.1% had mild cognitive disorder. 5.4% 
of patients tended to be uncomfortable with the decision 
and 7.1% experienced decisional conflict (SURE points 
≤3). No statistically significant correlations were identified 
between the SMMT, DCS, and SURE scales. Gender was 
determined to affect SMMT, while educational status was 
determined to affect both SMMT and SURE scores. The 
high values on SMMT assessment for men are considered 
to be due to the educational level in society.

In addition, increased educational level positively affected 
the SMMT and SURE scores. In our research, while half of 
the men in the study group graduated from high school or 
above, only one-third of the women had an education level 
of high school or above. Therefore, men’s SMMT scores 
were thought to be higher than women. Although there is 
a lack of research in terms of HBOT in informed consent 
process, the effect of education has been discussed and 
studied in other specialties in medicine. To illustrate, in a 
recent study in 2022, researchers reported that one-third 
of surgical patients’ comprehension of informed consent 
was low for surgical management. Researchers concluded 
that several factors were associated with poor perception 

of surgical procedures: educational status, language, and 
poor knowledge. According to the authors, strategies to 
improve the awareness of patients should be put into prac-
tice.[30] Another compliance with our study is related to 
the literacy of the patients indicating that certainty about 
decisions decreases in patients who have not received ad-
equate education.[2,3]

Limitation of Research
This study attempted to identify the quality of information 
given before HBOT, the level of understanding among pa-
tients, and factors affecting this situation. Although some 
of the study population stated, there were parts they did 
not accept on the informed consent form, they still pro-
vided signed consent. For this reason, it is necessary to 
investigate the data carefully. The selection of participants 
on the basis of volunteering and the small population 
makes it difficult to generalize the obtained results. The 
patient, whose minimum mental test result is below 19, 
shows moderate to severe cognitive dysfunction and we 
believe that his answers will not be reliable. It was thought 
that this patient and nine other patients with moderate 
SMMT results may have affected the statistics.

Conclusion

Although the content and adequacy of informed consent 
are still debated, malpractice cases may still be present in 
the field. The content of the informed consent form must 
be carefully organized to prevent malpractice cases related 
to informed consent and definitely to implement good 
clinical practices in HBOT. To our knowledge, the current 
research is the first study in the literature to show the 
crucial role of informed consent and the factors affecting 
comprehension as well as the decision of the patient un-
dergoing HBOT. As a result, Underwater and Hyperbaric 
Medicine physicians must consider various aspects of the 
consent process to reduce the risk of malpractice and en-
sure good clinical practice.
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Amaç: Bu çalışma ile, hiperbarik oksijen tedavisi (HBOT) uygulanan hastaların aydınlatılmış onam süreçlerinin değerlendirmesi, verilen bilgiyi 
anlamaları ve tedavide karar vermelerini etkileyen faktörlerin belirlenmesi amaçlanmıştır. 

Gereç ve Yöntem: Bu kesitsel çalışma grubunu Sualtı ve Hiperbarik Tıp Kliniğine başvuran hastalar oluşturdu. HBOT planlanan hastalara 
süreç önce sözlü olarak anlatıldı ve ardından bilgilendirilmiş onam formu kendileri tarafından okunmasıyla tedavi hakkında bilgi verildi. Hasta-
lara onam bilgileri verildikten sonra, kendilerine tanımlayıcı özellikleri belirten form, bilgilendirilmiş onam kontrol listesi, Standartlaştırılmış 
Mini Mental Test (SMMT) ve hastalarda kararda çelişkiyi ölçen testlere verilen yanıtlar değerlendirildi.

Bulgular: Çalışmaya 56 hasta katıldı. Yaş ortalaması 46.4±13.5 yıl olup, hastaların %75’i erkekti. Katılımcılar arasında, %5.4’ü karardan emin 
olmama eğilimindeydi ve %7.1’i kararda çelişki yaşadı. “Sizin için önerilen tedaviye karar verecek en iyi kişi kimdir?” sorusuna hastaların 
%53.6’sı ‘’doktor’’ olarak yanıtladı. Çalışmada kullanılan ölçek ve formların sonuçları değerlendirildiğinde, cinsiyet ve eğitim düzeyi açısından 
karşılaştırıldığında, cinsiyete göre SMMT (0.048) puanları, eğitim durumuna göre SMMT (0.001) puanları ile karardan emin olma testi (0.027) 
arasında farklılık istatistiksel olarak anlamlı bulundu.

Sonuç: Bu araştırma, HBOT uygulanan hastalar için aydınlatılmış onamın önemini ve kararla beraber verilen bilgiyi anlamayı etkileyen faktör-
leri gösteren literatürdeki ilk çalışmadır. Malpraktis riskini azaltmak ve iyi klinik uygulamaları için Sualtı Hekimliği ve Hiperbarik Tıp doktorları 
tedavi planladıkları hastalarının onam sürecinin çeşitli yönlerini değerlendirerek yürütmelidir. 

Anahtar Sözcükler: Aydınlatılmış onam; bilgi; hiperbarik oksijen tedavisi; karar; mini-mental test.

Hiperbarik Oksijen Tedavisi Gören Hastalarda Bilgilendirilmiş Onam Hakkında Kesitsel 
Çalışma
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