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Is the informed consent form only a
symbolic document in clinical trials?
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Being one of the basic principles of clinical research,
informed consent is definitely a legal responsibility and
ethical duty for health professionals. The purpose of
obtaining informed consent is to enable the subjects to
make an autonomous decision by providing them with
accurate and clear information about the research at the
stage of participation. Due to medical advancements and
the increasing complexity of diagnostic and experimental
methods in clinical research, the prepared Informed Consent
Forms (ICFs) have become difficult to understand [1,2].
Viewing ICFs as justa necessary legal and symbolic document
of participation in research often results in an insufficiently
informed consent process for subjects [3]. Research shows
that the rate of understanding the basic information in the
consent forms prepared for the subjects participating in the
clinical trials ranged from 52.1% to 75.8% [4].

The International Council for Harmonisation of Guideline
for Good Clinical Practice (ICH-GCP), which includes
directives on informed consent forms, has been published
by regulators in order to establish necessary internationally
accepted standards. Good Clinical Practice (GCP) reassures
society that the rights, health and privacy of the volunteers
participating in the trial will be protected. It provides the
principal researcher with guidance on the information
that should be in the ICF in clinical trials [5]. Informed
consent forms include three critical and essential elements:
voluntariness, disclosure of adequate information, and
understanding by the subject with decision-making capacity.
These critical elements must be present for ethically valid
and genuine informed consent forms [6,7].

Volunteering is the ability of individuals to evaluate
participation freely and independently, without any
coercion, and according to their own values and background
to make the most appropriate decision for them. Individuals’
voluntariness, intellectual and emotional maturity, as well
as the presence of a feared, incurable disease and thoughts
about the disease, constitute the very factors that influence
their decisions. In addition, people’s religious beliefs,
cultural values and economic situation also affect such
participation [6].
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Disclosure of sufficient information should include the
information provided about the trial for valid informed
consent, as well as the health conditions for which the trial is
proposed, the purpose of the trial, treatment/intervention/
research procedures, possible risks and benefits associated
with research participation, alternative treatments, the
guarantee that information will remain confidential, the
right to withdrawal from the trial at any time, and the right
to be informed when new information is obtained [5]. By
stating all the possible side effects of a drug or the risks of the
research drug, physicians may consider that they can make
the research look unfavorable. On the other hand, in the event
that they neglect to mention a side effect, this may invalidate
the consent and they may be charged with malpractice or
negligence [8].

The decision-making capacity of an individual is defined
as “the ability to understand the nature and consequences
of health-related information, and to formulate and
communicate decisions” [6]. Decision-making capacity
depends on one’s cognitive abilities and is negatively
affected by cognitive impairment. A number of appropriate
approaches can be adopted to increase understanding,
such as using simplified and easy-to-understand language,
conveying information in the form of small and sequential
pieces with a focus on important information, ensuring
repetition of information, and providing ample time for
asking questions and clarifying doubts [6].
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In this process, information about the research should
be presented to the subject in a clear and understandable
way. However, a number of previous studies have reported
that this aim cannot be fully achieved and ICFs prepared
especially for subjects are very long and difficult to read and
patients are likely to fail to understand the basic components
of ICF [9-11]. In this context, one study showed that only
half of the participants seem to have understood all the
components of the ICF and that more than half were unaware
that they had voluntarily participated in the research [12].
Researchers should not force, encourage or influence a
patient to participate in the research during the participation
phase. It should be ensured that clinical trial participation is
voluntary and based on informed choices. Still, most patients
tend to decide to participate in a clinical trial without reading
or understanding the information they are provided with.
Without knowing what they are dealing with, patients
participate in clinical trials with complete confidence that
only healthcare professionals will take care of them. For
example, research has also shown that the level of detail
of ICFs in cancer clinical trials does not affect the decision
of patients to participate in clinical trials, but that further
studies are needed to investigate whether or not shorter ICFs
turn out to be more effective [13]. Another study compared
simplified ICFs (containing plain language, short sentences,
diagrams, pictures and bullet points) with standard ICFs and
subjects using simplified ICFs had significantly higher levels
of objective and subjective understanding, regardless of their
health literacy [14].

The fact that current ICFs are not well understood
by patients and that they are long and difficult to read
seriously undermines the ethical foundations of clinical
research. However, while the ICFs protect patients, they
also legally protect those who conduct and organize the
research. Moreover, it is also worrying that subjects do
not understand fully the key components of informed
consent, raising questions about patients’ participation in
joint medical decision-making. ICFs should be shortened
in length, technical terms should be avoided, and the focus
should be on improving the ICF to make it more readable
and understandable to the patient. In addition, researchers
should encourage patients to participate in the conversation
by asking open-ended questions, giving the subjects enough
time and staying in constant communication.

The preparation of the ICFs in the form of questions and
answers is a way of shortening them and the researchers
need to be trained so that they prepare the ICFs in such a way
that they contain both the minimum necessary information
and present this information in a way that the volunteers can
understand it. Moreover, the use of innovative technologies
such as videos in the informed consent process and the
gamification of this process, in the form of questions and
answers, is likely to increase a volunteer’s comprehension
of the ICF.
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