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Abstract
The main purpose of this study was to investigate knowledge and perceptions of the informed consent
form by cancer patients receiving chemotherapy. The participants were selected through a random
sampling methodology. Out of 30 cancer patients, 28 volunteered to be involved in the study. They
completed a sociodemographic form. The �ndings revealed that the informed consent form does not
greatly affect patients about chemotherapy and their decisions. They mostly were not aware of the
content and purpose. The factors behind that included incomprehensible language, less time, crowded
clinics, and belief on the doctor. It is suggested that chemotherapy patients should obtain more accurate
and memorable information about the treatment process and its side effects with informed consent

Background
The informed consent form is de�ned as “accepting the medical procedure voluntarily and without any
pressure by the patients following adequate explanation by the physician about the form, possible issues,
bene�ts, alternative treatments” [1]. It is ethically and legally critical for the oncology patients to be
informed regarding the medical treatments and related issues preceding them. Such an objective could
be accomplished with an informed consent form. Thus, it should be appropriately generated and clari�ed
by the physician or the specialist.  

An informed consent form provides important functions for the doctor-patient relation [2,3,4]. Initially, it
should be designed with the principles of biomedical ethics such as respect for patient autonomy,
bene�cence, non-male�cence, and justice. Additionally, it should include the trust-based relationship
between the doctor and the patient as well as individuals' legal rights for decision making. Lastly, it needs
to protect the patient’s privacy and protect health workers from pressure and fraudulent actions.

Previous studies [5, 6, 7, 8] proposed that the informed consent form should consist of four fundamental
components to provide preferred information and gather rich feedback from the patients. The following
sections were suggested for an informed consent form;

Disclosure of the associated information.

Understanding of information.

Voluntary consent.

Competency to provide consent.

Various studies [9, 10, 11, 12, 13, 14, 15, 16] have been conducted on the understanding and perceptions
of the informed consent form in the clinical studies involving oncology patients. For example, Davis et al.
(9) proposed a hypothesis that it should be less intimidating and more easily comprehensible by
oncology patients. They also tested their hypothesis with 53 patients diagnosed with various medical
conditions including cancer and 130 healthy people. They were examined for reading ability and asked to
evaluate a typical consent form. Then, they were interviewed concerning their attitudes toward and
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understanding of the informed consent form. An alternative informed consent form was also given and a
comparison between the typical and alternative forms was done. Their �ndings revealed that the
alternative form developed by the researchers was found easier to read than the typical form. On the
other hand, the degree of comprehension for both consent forms was alike.

Another related study [17] suggested some practical improvements for the quality of the informed
consent form to protects patients’ personal information and promote ethical issues of the research. They
described a new informed consent form particularly emphasizing comprehension of the purpose, process,
risks, bene�ts, and alternatives of the standard consent form. Also, the consent form in terms of
principles, structure, language, explanation, readability, and comprehension was analyzed. In conclusion,
certain revisions regarding such issues were recommended. For example, the form writers should
consider using analogous texts and ideas in the statements, short and plain sentences, and bullet points
to break-up long explanations, but implementing the professional language. They, additionally,
recommended the use of readability checkers to estimate reading levels and the prevention of misleading
narratives. Finally, checking for understanding of the statements in the informed consent form should be
highlighted for better outcomes.

Joffe and friends [18] focused on measuring the quality of comprehension among the oncology patients
to explore correlations between understanding of the form and providers' beliefs about clinical research.
They applied a cross-sectional survey with 207 adult patients. 90% of them indicated that they were
satis�ed with the information and explanations in the informed consent form as well as its
implementation. However, many patients were particularly worried about non-standard treatment (74%),
the unproven nature of treatment (70%), the uncertainty of the bene�ts (29%) and potential risks from the
participants (63%) regarding the informed consent form. Besides, misconceptions about the statements
and information included in the consent form were explored.

With the �ndings of the related previous studies, this study was aimed to investigate oncology patients'
attitudes and comprehension of the informed consent form. Also, it was designed to increase the
knowledge level of patients concerning the consent form, ensuring that it plays a critical role in their
decision-making. This study is also important since it will prepare the chemotherapy patients for the
treatment process by obtaining more accurate and helpful information about the treatment process
including side effects. The �ndings of this study will also contribute to physicians' awareness of potential
insu�ciencies in the informed consent form. It is additionally expected that it serves as an asset to
improve the contents of the informed consent form for readability and understandability.

Methods
Data of this study was collected through interview sessions with 28 cancer patients who were receiving
chemotherapy treatment at a private university in Istanbul. Only �ve were residing outside Istanbul and
visit only for treatment purposes.
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Once agreed to get involved in the research, they answered interview protocol questions regarding
knowledge and perceptions of the written consent form. Two data collection tools were utilized;
sociodemographic data form and interview questions. The interview protocol included eleven items. A
verbal consent form was obtained from the participants before the data collection process. The
participants were randomly selected and interviewed.

Each interview session took place about 20–30 minutes. Firstly, the participants responded to the
sociodemographic questions about their age, gender, income, education levels, etc. Next, the patients
were asked questions about how they were informed before chemotherapy, what informed consent
means, what they knew about the risk and e�cacy of the procedure, and how effective they were in
accepting or refusing the treatment. Also, the general behaviors of the participants were observed during
the interview process.

This study was designed as a mixed research methodology. Following the interviews, the patients'
responses were transcribed and analyzed. The datasheet was carefully inspected by the researchers.
Sociodemographic factors were analyzed via comparative analysis. Themes and code lists were
determined with the use of framework analysis (grounded theory) according to the qualitative data
analysis approach.

Results

The current study was structured to collect data regarding attitudes towards and understanding of the

written consent form from a group of oncology patients. The results are expected that it plays an

effective role in chemotherapy patients’ decision making and prepares them for the treatment process

with more accurate and notable information.

Sociodemographic Factors

Firstly, sociodemographic characteristics were collected via the sociodemographic data form. According

to the �ndings in Table 1, most of the patients (53.58%) were 60 years or older with an average of 61.79.

 

Table 1. Sociodemographic Factors of the Participant
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Sociodemographic Factor Frequency (N) Percentage (%)
Gender

Male

Female

 

14

14

 

50.00

50.00
Ages

Average

< 60

60-69

> 70

 

61.79

13

11

4

 

 

46.42

39.29

14.29
Education Levels

Elementary

Middle School

High School

university

 

5

12

7

4

 

17.86

42.86

25.00

14.28
Occupation

Retired

Housewife

Businessman

Other

 

11

8

4

5

 

39.29

28.57

14.29

17.85
Types of Cancer

Breast

Colorectal

Lung

Other

 

9

7

5

7

 

32.14

25.00

17.86

25.00

 

Table 1 also shows that the participants were mainly (60.72%) elementary and middle school

graduates. The number of male participants was equal to the number of females. Also, most of them

(67.76%) were either retired or housewives. Some of them were employed as a teacher, attorney, or police

o�cer. The most common kinds of cancer were found in breast cancer (32.14%) or colorectal cancer

(25.00%). Also, nine females were suffering from breast cancer and �ve males from lung cancer. Other

types of cancers were reported as stomach, prostate, and liver cancer. Only three participants were

recently diagnosed with cancer and just started chemotherapy treatment.
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Knowledge and Perceptions of The Written Informed Consent Form

The �rst question in the interview protocols was related to how well they knew about the informed

consent form. Three indicated that they knew and heard it in the past. Some of them (N= 10) stated that it

was handed during the doctor meeting, but others (N= 10) stated no form of any kind before the

treatment. Only six patients remembered that they were given a “form or paper” during the meeting. For

example, a 37 years old housewife diagnosed with breast cancer said, "I had signed a paper before my

surgery. The doctor gave me information before chemotherapy”. In conclusion, the majority of the

patients indicated that they did not hear any type of informed consent form. Many patients perceived the

informed consent form as just the physicians’ regular reports about the patients’ health conditions during

personal interviews. They also did not think the form that includes any speci�c information for

themselves and their medical conditions.

Most of the patients (N=15) said that they were verbally informed about the content of the written

consent form. Half of them (50%) stated that they were given su�cient information about the statements

in the written consent form. However, some (N=8) believed that inadequate information was provided.

One implied that “it wasn’t enough, I was scared because I didn’t have any information about the disease.

They should have given some speci�cs about the drugs and treatment. I think it is somewhat

commercial” (42 y.o, housewife, breast cancer). Some believed that the language of the form should be

written more clearly for the patients.

Most of the patients believed that the informed consent form was not necessary, but a simple

procedure and it should be completed because it gives them more information about the process and

better prepares for the treatment. 23 (82%) were satis�ed with the delivered information.

Regarding the issues of chemotherapy, the patients were experiencing certain side effects. They

also suffer from nausea, loss of appetite, and skin rash. On the other hand, the participants with no side

effect credited it to their healthy and strong body structures. An 80 years old housewife suffering from

breast cancer explained that “I had dizziness, weakness, loss of appetite, inability to walk, and hair loss. I

was feeling better when I stopped the treatment”.
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The patients were also asked about the issues related to chemotherapy. 21 participants said that

they were previously informed about the side effects. Two didn't have any experience of side effect so

didn't know anything about it. They mostly heard about the side effects on the Internet or doctor

meetings. Some of them were taking various precautions for protection from the side effects.

Some patients made suggestions to improve the informed consent form such as patients'

expectations, more comprehensive explanations of the after-treatment procedure. They also emphasized

that it should give more in-depth information regarding employment and social life issues during

chemotherapy in addition to providing rich and diverse text content. For example, a 58 years old male

patient diagnosed with abdominal mass stated that “I read the informed consent form and it had

everything the doctor said. Other than that, what else could be in it? However, the expectations for the

patient were missing. For instance, it stated that herbaceous plants were forbidden, but I didn’t know if it

included dill and parsley. I later found out that it meant nettle. If it included how we would feel after the

treatment, it would be better. I wanted to work but they didn’t inform me about it. Chemotherapy informed

consent form is very general. They shouldn’t be a single common form”.

Some of the patients indicated particular factors for not willing to read the informed consent form.

They listed the reasons for why not reading it as follows:

It wasn't written with a plain language,

Less time and too many patients,

The patients were shocked when discussing it,

Felling forced to sign it no matter what,

Being a novice person in the process,

Full reliance on the doctor.

Among the aforementioned reasons, the most popular explanations (N=12) were that; because

they trusted their doctors and absolute belief in their treatments. Also, seven patients stated that they

weren’t given any choices, but they signed it anyway.

Considering whom the written informed consent form should be obtained for, the patients provided

different explanations such as only for the patients (N=9) or doctors (N=6) and both of them (N=6). The

reason for answering ‘only for doctors' lies in putting the responsibility of the treatment on the patient,
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protecting their rights in case of any bad scenarios, and proving that the patients were informed. On the

other hand, some participants expressed that it was written for the patients only because being better

informed about the process, learning any side effects, accepting the treatment consciously. Only two of

them didn’t know its purpose. They also listed some reasons behind their responses, “Doctors needs to

avoid responsibilities; we learn about negative sides of treatment; practitioner learns them with us”.

Those that adversely affect a doctor's verbal explanation about the process included the patients

being shocked, having a bad mood or physical state, relatives conducting the meeting, relatives taking

care of the patient, and relatives trying to hide the disease from the patient.

Some of the patients were considering the informed consent form as ‘procedure' and ‘just a

formality' because they had to accept the situation and felt completely helpless. Having a misconception

about the informed consent form intended to protect the doctor, or the idea that the patients need the

form when not trusting in the doctor makes it unnecessary for them.

Discussion
This study was designed to investigate the knowledge and perceptions of cancer patients regarding
written informed consent form at the beginning of the chemotherapy treatment process. The participants
were mostly pleased with the information given about the informed consent form. However, �ndings
revealed that the informed consent form does not play an active role in informing the patients about
chemotherapy and the decision-making process. It was a vague and unaware practice for patients who
will receive chemotherapy treatment.

The patients were mostly not satis�ed with the existing consent form. Speci�cally, they stated various
concerns and issues about its content, language, and explanations by doctors or nurses. Besides, most of
the patients did not hear about the form earlier, which indicated that informed consent form did not have
any impact on their previous doctor visits regarding any health issues that requires any such forms.

Although they complained they weren’t well informed about the consent form, they said they signed it
because they trusted their doctors. This decision-making behavior was observed in some of the previous
research �ndings [19, 20, 21]. Besides, they signed it because of the fear of worsening of the disease.

The doctors should give patients more time to read and understand the information in the written consent
form. Also, patients should be aware of the process thoroughly. The doctors should identify that it is both
doctor and patients to understand the process [22]. Though not having enough time to discuss it with
every patient, the doctors should be present in the room, when other associates (residents or nurses)
explain it. However, among high numbers of cancer patients, it is di�cult for physicians to attend all the
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meetings. Also, patients occasionally take medicine during such meetings or interruptions by the nurses.
The chemotherapy unit in the common area makes it di�cult for better explaining the written consent
form [23].

Patients need to increase knowledge and understanding of the informed consent form. It is expected to
ensure that chemotherapy patients should take an active role in the decision-making process regarding
treatment. They should also obtain more accurate, rich, and memorable information about the process
and side effects [24]. A consent form should provide more information about social life [25].

In conclusion, this study will be a great asset for similar investigations in the future because it provides
information from different perspectives. However, for future studies, it would be more bene�cial if more
quantitative data and analysis is also included. In that way, the researchers could explore the situation
from both research methodologies that could lead to construct superior, more understandable (with plain
language) [17] and trustworthy informed consent form for not only cancer patients but also all patients
[26, 27, 28].

Conclusion
This research study was conducted to investigate the perspectives of oncology patients towards the
informed consent form. This form is extremely important for the patients to acknowledge regarding their
illness such as treatment, speci�cs, and other issues they have the right to learn from their specialists.
The participants were mainly found to be unaware of the items and statements in the informed consent
form. One of the leading reasons for this �ndings was based on their initial emotional reactions to the
illness. Such immediate and uncontrolled reactions of the patients prevent them from gathering the
necessary information regarding the process.

One of the major complaints by the participants were regarding their doctors not informing them about
the process. This might be due to the doctors being unaware or uninformed about the important issues
regarding their illness and treatment. Also, some doctors underestimate the form since it was just a piece
of paper that should be read to the patients for just formality nothing serious.

Another issue in relation with the �rst one above raised by the patients was that the doctors didn’t give
enough time to read it through or understand the data and the contents of the form. This is also based on
their avoidance behaviors toward the information in the written consent form. In conclusion, it is
important for the patients to be well informed regarding the process of their illnesses such as treatments,
side effects, and other important features.

Appendix 1
Interview Protocol Items

1. Any earlier knowledge about the written consent form?
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2. Who is the written consent form for?

3. What is the main reason for signing the written consent form?

4. Who, when and how informed about the written consent form?

5. Competence of the written consent form?

�. Any need for the written consent form?

7. Any missing information in the written consent form?

�. Any side effects related to chemotherapy?

9. Any knowledge of the side effects related to chemotherapy?

10. Acceptance and perspective of the disease and any comments?

11. Any feedback about the written consent form?
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