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Abstract

Introduction: Informed consent is essential to the patient-physician relationship. The paternalistic old-time approach used by
physicians to achieve the optimal management is changing today; detailed medical information must be disclosed to the patients
regarding their health problem.

Aim: The aim of this study was to highlight the value of informed consent in the context of medical practice as well as to emphasize
its importance through the prism of human rights.

Materials and methods: A patient survey was conducted in two public and one private hospitals in Greece. Eighty-three inpa-
tients from the Surgical Departments of Democritus University Hospital of Alexandroupolis (DUHA), Laikon University Hospital
of Athens (LUHA) and a private hospital were included in the study. A questionnaire regarding patients’ attitude towards informed
consent was distributed to patients prior to surgery.

Results: The majority of the patients (63.86% in DUHA, 59.38% in LUHA, and 78.95% in the private hospital) opted for full disclo-
sure regarding the course and development of their condition.

Conclusion: Patients want to be informed about their treatment options and possible complications so that they can make decisions
about their treatment after a comprehensive and understandable discussion.
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INTRODUCTION

Nowadays, fundamental ethical and philosophical aspects
are involved in patients’ management portrayed through
the establishment of the informed consent (IC). IC is an
ethical concept by which the physician discloses appropri-
ate information to a patient so that the patient may make
a voluntary choice to accept or refuse treatment.! Accor-
ding to Merriam-Webster, IC is “consent to surgery by a
patient, or to participation in a medical experiment by a
subject after achieving an understanding of what is invol-
ved”? The context of IC can take many different forms,
for different treatment interventions ranging from active
request by a patient of a particular treatment to passive
acceptance.

Three fundamental criteria are needed for IC, i.e., the
patient’s competency, adequacy and not coercing. Patients
must have the capacity to understand and assess the pro-
vided information, to communicate their choices as well
as to understand the consequences of their decision. The
physician’s role is to provide adequate information with the
minimum being the diagnosis and to give a clear explana-
tion about the medical procedure with its risks, benefits,
and alternatives, along with their benefits and risks.

Independently of the types of the procedures per-
formed (i.e., biopsy, endoscopy, etc.) to major interventions
(i.e, laparoscopic cholecystectomy, colorectal surgery,
partial hepatectomy, etc.) ascertaining the patient’s approv-
al through the IC is imperative.’ The development of the IC
term may lead to conflicts between doctors and patients,
but the final outcome should be the collaboration that will
ascertain the fine balance between the physician acting
on the patient’s best medical interest while respecting his
human rights.*¢

Enormous steps towards optimization have been
reported from the ancient times to the Amsterdam decla-
ration. In ancient Greece, patient’s perception and opinion
was considered undesirable during medical interventions.”
The physician’s responsibility was to inspire confidence in
patients, while disclosing complications may create prob-
lems in the physician-patient trustful relationship.? Dur-
ing the medieval period, interaction among the patient
and the physician was encouraged in order to establish
trust.

The Amsterdam Declaration is the first collective
and organized attempt within the EU which ensures the
patient’s right to IC. Several articles are included in the
declaration, highlighting the principles under which
the physician-patient relationship should be established
and also the circumstances under which IC may not be
required.

Many studies present the necessity of IC.”' In the 18th
and 19th centuries, the concept of assault originated from
English common law and established new legislative proce-
dures, e.g., surgeons should obtain patient’s authorization
prior to operation.® In the 20th century, medical decision-
making methods that encompassed patient-centric charac-

teristics were opted for, and IC could be provided voluntar-
ily by patients.'®

There is no doubt that medical ethics exert a substan-
tial impact on medical practice. IC, constituting an expres-
sion of medical ethics, should weigh patient and physician
requirements and needs. Despite the physicians’ attempts
to delineate medical interventions, patients and also legal
representatives lack the scientific background to fully com-
prehend the disclosed information, and therefore, possible
complications may arise.®

It is widely acceptable for patients to provide authoriza-
tion in the form of ‘signature’ prior to surgery. However,
according to Jones et al.!” “this is not just a signed form”
The role of physicians in engaging patients to complete an
IC form requires more than clinical skills. Interestingly,
despite the large number of studies published on the role
of physicians, less data is available on the patient’s attitude
toward IC, its completion, and their respective understand-
ing of the document that has been provided to them for
approval.

AIM

This is a preliminary study in two public and one priva-
te hospitals. The aim was to highlight the value of IC in
the context of medical practice as well as to emphasize its
importance in order to get the best therapeutic result for
the patient and develop a trustful relationship between
patient and physician which would promote a better
medical outcome.

MATERIALS AND METHODS

A questionnaire regarding patients” attitudes towards IC
prior to surgery was designed (Table 1). The questionnaire
was distributed to inpatients from Surgical Departments
of two public hospitals, Democritus University Hospital,
Alexandroupolis (DUHA) and Laikon University Hospital
of Athens (LUHA), and one private hospital.

Inclusion criteria were Greek speaking inpatients in the
three hospitals. Patients with mental and psychological
instability were excluded, as well as alcohol users or
patients who demonstrated any negative psychiatric
symptom. Eighty-three eligible subjects met the inclusion
criteria of our study and agreed to complete the developed
questionnaire.

Variables

Age, gender, marital status, education level, occupatio-
nal status of the inpatients, type of surgery as well as the
patient’s medical history were selected as independent
variables. The patient’s general perception of the questi-
ons posed by the applied questionnaire was determined as
dependent variable in our study.

570

Folia Medica | 2021 | Vol. 63 | No. 4



A Survey on Informed Consent

Table 1. Questionnaire on patients’ attitudes towards content of the IC form to be completed prior to surgery

Question Would you prefer the IC document that you have to sign prior to being subjected to a surgical procedure to
list in detail the following: Complications, risks, possible development, information on mortality/morbidity,
consent for retrospective use of serum and tissue postoperatively?

Answer A Yes, because this way I can know the course and potential development of my condition

Answer B No, because I do not have the knowledge in order to understand medical terms and consent

Answer C I am not certain. I am worried that requesting all these details might lead to negatively affecting my treatment.

Answer D No, because the prospect of a potential unpleasant development is upsetting

Participants 83

Ethical considerations

The study was conducted following all the fundamen-
tal ethical principles. Particularly, full confidentiality and
anonymity of the participants were ensured and the data
obtained were used only for the purposes of this study. The
study questionnaire was approved by the Scientific Com-
mittee of Democritus University Hospital, Alexandroupo-
lis (781/03-09-2019), which allowed the collection of data,
while also ensuring that participants signed a written con-
sent form enabling recruitment and ensuring participation
in the study.

Statistical analysis

The data were statistically analyzed using Bayes factor
(BF). The Bayes factor quantifies the evidence in favour
of one statistical model compared to another. Mathema-
tically, it is defined as the ratio of two marginal likeli-
hoods: the likelihood of the data under the null hypothesis
(HO) and the likelihood of the data under the alternative
hypothesis (H1). When BF is between 1 and 3, the strength
of the evidence in favour of H1 is weak and barely worth
mentioning. If BF is between 3 and 20, the evidence for H1
is positive (substantial). When BF is between 20 and 150,
there is strong evidence for H1, and when it is >150 there
is very strong (decisive) evidence for H1. Of course, when
BF<1, the evidence supports H0.!3

RESULTS

Eighty-three inpatients (n=83), aged between 18-79 years,
from the Surgical Departments, agreed to participate.

Sixty-four participants (n=64) replied from the two pu-
blic hospitals, and nineteen participants (n=19) from the
private hospital.

Table 2 presents the number of responses both for all
participants and divided into public and private hospitals.
A strong prevalence of answer A is observed in both patient
groups; however, the prevalence of answer A is statistically
higher among participants of public surgical departments,
respectively 46% vs. 18% of total answers (Table 2). Patients
are keen on ensuring they are aware of the risk factors and
potential complications and outcomes of the therapeutic
approach.

The results presented in Table 3 indicate a strong prev-
alence of answer A in all cases, as well as lack of signifi-
cant change of opinion between participants from surgical
departments of private and public hospitals (Table 3: Pub-
lic Private Difference Bayes Factor).

As shown in Table 3, the combined Bayes Factor com-
puted for the answers received from public and private sur-
gical departments of hospitals is 31.488, which means that
the hypothesis is strongly supported by the data. The Bayes
Factor achieved for the answers provided in the surgical
departments of public hospitals is 22.0 (38/64) meaning
that the hypothesis is strongly supported by the data. The
answer provided by the surgical department from the pri-
vate hospital achieved a Bayes factor of 23.2 (15/19), which
indicates that this hypothesis is strongly supported by the
data. This translates into very strong support for answer A.
By comparing the answers between both patient groups, it
is concluded that there is no difference in the distribution
of answers between public and private surgical inpatients
because the Bayes factor (Table 3: Public Private Differ-
ence Bayes Factor) used to distinguish between public and
private surgical departments is 0.1.

Table 2. Number of responses received on each option of the questionnaire’s responses by patient group

Responses A B C D
Mixed group participants from Surgical Departments of Public and Private Surgical De- - T 13 4
partments

Participants from Surgical Departments of Public Hospitals 38 11 11 4
Participants from the Surgical Department of Private Hospital 15 2 2 0
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Table 3. Questionnaire variables and their respective values

Parameter Explanation

Value

Maximum total answers . .
and private hospitals)

Maximum total count

Number of selections and percentage of prevailing answer compared to

Answer which received most selections (participants from both public

53 out of 83 - 63.855%

total answers (participants from both public and private hospitals)

Total difference from united
sample utilizing the Bayes

h publi ivate hospital
factor calculation both public and private hospitals)

Maximum public answers
tals)

Maximum public count

Public difference from united
sample utilizing the Bayes

factor calculation public hospitals)

Maximum private answers .
pitals)

Maximum private count

Private difference from
united sample utilizing the

Bayes factor calculation private hospitals)

Public private difference
Bayes factor

specific answer in relation to the even distribution (participants from

Answer which received most selections (participants from public hospi-

Number of selections and percentage of prevailing answer compared to

Number of selections and percentage of prevailing answer compared to

specific answer in relation to the even distribution (participants from

Bayes factor for the difference of distribution of answers between partici-

Bayes factor (BF) which indicates that there is strong evidence for the

31.488

A

38 out of 64 - 59.375%

total answers (participants from public hospitals)

Bayes factor (BF) which indicates that there is strong evidence for the
specific answer in relation to the even distribution (participants from 22

Answer which received most selections (participants from private hos-

15 out of 19 - 78.947%

total answers (participants from private hospitals)

Bayes factor (BF) which indicates that there is strong evidence for the

23.2

pants from private and public hospitals.

DISCUSSION

To the best of our knowledge, this is the first study conduc-
ted in Greece whose main principle is the modern physi-
cian-patient interaction, aiming to highlight the need of
developing an IC form which, on one hand, would respect
the patient and his rights, and on the other hand, would
legally ensure the physician. This is a preliminary study in
two public and one private hospitals in Greece which will
be expanded in the future as a prospective study that would
include additional questions and more public and private
hospitals.

Based on the results of the questionnaire, patients want
to be informed about their treatment options, and pos-
sible complications and risks entailed in the therapeu-
tic intervention, so that they can make decisions about
their treatment after a detailed update by their physician.
Patients also opt for all respective information to be includ-
ed in the IC form, so that they can defend and claim their
absolute right to autonomy.

There is extensive literature on human rights in relation
to clinical research, clinical trials, and placebo use which
sets out rules on patient participation and protection.
In such cases, the patient must be informed about the study,
the risks and the anticipated results, and has also the right

to withdraw from the study at any instant. Patient rights
are defined, among others, by the Helsinki and the To-
kyo Declaration, and the World Medical Association.'*2
In the present study, however, we refer to the great need to
protect the patient, not only when participating in clinical
research, but also when undergoing any treatment such as
surgery, emphasizing that he must know everything about
the treatment and the possible complications.

Following the paternalistic approach to managing
patients during the last century, the concept of IC has
been unravelled based on moral and legal rules.?!»*? In the
new era, physicians with patient support should develop a
complete IC form which will give all possible information
about the complications and the proposed treatment.?

A transition from the concept of simple consent to the
IC has been described throughout the decades.?* Sim-
ple consent was introduced as a straightforward tool to
acquire patient’s approval. It constituted a simple question
concerning the treatment method that the patient was
required to answer with a yes or no, in order to determine
if an agreement was established and the surgeon could
proceed with performing the operation.?

The driving force for the evolution of consent originat-
ed from patient’s dissatisfaction and frustration that pro-
voked subsequent complaints in regard to the outcome of
the operation. Due to the lack of thorough explanation of
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the medical procedure or omissions in interpretation of the
anticipated consequences following intervention, patients
were prone to complain about the outcome.?> Despite the
complaints and the financial cost entailed in compensation
claims by patients, the analysis of medical complications
provides certain advantages. Not only does it establish a
strong relationship between patients and their physicians,
but it further improves the credibility of physicians by
allowing them to relieve patients’ psychological distress
and burdens.

Another important component and ethical point of
disclosure adequacy is the shared decision-making pro-
cess (DMP), in which clinicians may collaborate to sup-
port patients during evidence-based, informed and con-
sistent medical decisions.?® The author of the Georgetown
bioethics model envisages the five regional elements IC
consists of: the surgeon discloses important informa-
tion, recommends the plan and promotes understanding
in order for patients to conclude on approving the plan
and authorize the surgeon.?” At the same time, decision
could improve the effectiveness of DMP, since they assist
patients to make informed medical decisions based on
their personal values and preferences.?

From the bioethical perspective, the role of both physi-
cians and patients and its interpretation in an IC has been
investigated. Legally, the role of physicians is considered
more essential. It is crucial for patients to understand that
a prerequisite to exercising autonomy rights is to compre-
hend procedure details and risks enclosed by physicians.
Adjustments to patients’ needs and unique characteristics
should be made in order to ensure transparency and full
disclosure.

Discrepancies amongst legislation in various countries
further highlight the various perspectives on the role of
IC. According to the German legislation, certain medical
procedures, especially in cases of non-therapeutic drugs,
require extended information about risks or complica-
tions. These risks or complications should have an esti-
mated minimal statistical probability and a detailed status.
In Greece, failing to disclose medical complications results
in 9 cases of violation of legal consent, which is a stricto
sensu medical error. In Anglo-American law, physician
responsibilities in providing information are distinguished
between hypothetical and established consequences.

Interestingly, in English courts, providing inadequate
information to the patient is interpreted as a failure by
the patient’s side to comply. Thus, physicians may not face
severe consequences nor be convicted in such cases. This
attitude by the English courts has been criticized since the
best interests of the patients are neglected.?® On the con-
trary, in Greek courts, along with other European courts,
the degree of responsibility of the doctor in failing to
inform the patient does not affect the legal consequences.?
As a result, the doctor shall compensate the patient with
the same amount for damages as in the case of negligence
or fraudulence.

Prior to the IC era, patient’s autonomy was devalued in

A Survey on Informed Consent

numerous ways. Since then, physician attitudes have been
challenged and modified accordingly as dictated by the
societal and legal norms. There have been many interpreta-
tions of the “meaning” of IC, with the legal definition of
IC still being vague, due to the uncertainty related to risk
disclosure under legal, ethical and clinical consideration.
As it was described in the current study, a detailed IC from
patients is required. Additionally, patients should be able
to comprehend all the information provided by physicians,
concerning their treatment. It is proven that undisclosed
risks associated with medical procedures on one hand may
jeopardize the physician-patient relationship, and on the
other hand they may be interpreted as a violation of patient
rights.

CONCLUSIONS

Patients want and must understand the severity of
the medical problem before accepting or refusing the
recommended therapy. Physicians must inform the patient
meticulously in order to have a written approval, while at
the same time strengthening the patient-physician relati-
onship. If there is no signed consent by the patient, physi-
cians are not allowed to perform any medical intervention,
except for certain cases which are justified by law.
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Pe3tome

BBegeHue: VudpopmupoBaHHOe cornacue HeoOXOMMMO /il B3aMMOOTHOIIEHNIT manyeHTa u Bpada. CTapOMOJHBII IOKPOBUTE/b-
CTBEHHBIII IIOAXO], UCIIONb3yeMBIil BpadaMi /LI JOCTIDKEHMS OITHMA/IbHOTO KOHTPOJIs Hafl 3a60/IeBaHIeM, B HALY JHY MEHIETCSL.
[TareHTaM JO/DKHA [IPEJOCTABIATHCS HOAPOOHAS MeUIIMHCKast MHGOPMAINsl, KACAIOIIAsACs X IIPO6IeM CO 3T0pOBbEM.

ueﬂb: He]’[b 3TOro MCCIeqoBaHMA 3aK/I04Yasacb B TOM, YTOOBI TIOMYEPKHYTD Ba)KHOCTb I/IH(i)OpMI/IpOBaHHOI‘O cormacusa B KOHTEKCTE
MEIULIMHCKON IIPAKTUKM, a TAK)KE€ IOAYEPKHYTD €TI0 Ba)XHOCTD 9Y€PE3 IIPU3MY IIpaB Y€/T10BEKaA.

MaTtepuanbl U meToAbl: ViccienoBanne IPOBOAMIOCH CPEY HAIMEHTOB JBYX TOCYAPCTBEHHBIX ¥ OHOI 4acTHOI OO/NBHMI] B
Ipeunn. B rccnenoBanye ObUIN BK/IIOYEHDI 83 MAlMEHTa U3 XUPYPIUIECKOTO OTAeIeHNA [JeMOKPUTCKOI YHUBEPCUTETCKOI OOIbHUIIBI
Anexcangpynomuca (JYBA), Yausepcurerckoit 6onpanibl Jlaiikon B Apunax (YBJIA) u yacTHOI 60npHMIbL. [TarmeHTam 6bUI Ipes-
JIOXKEH BOIPOCHMK 00 X OTHOLIEHNM K MHPOPMUPOBAHHOMY COITIACUIO [0 OLEpPALIVIN.

Pesynbrathbl: bonpumHcTBO maiyenTos (63.86% B [IYBA, 59.38% B YBJIA n 78.95% B 4acTHOI 60/IbHMIIE) BBIOPAIM HOTHYIO MH-
dbopmannio 0 TeYeHNN U PA3BUTUN CBOETO COCTOSIHIAS.

3akntoueHune: ITanyeHTs XOTAT OBITh TPOMHPOPMUPOBAHHBIMY O BAPUMAHTAX JIeUeHMs U BO3MOKHBIX OC/IOKHEHIAX, YTOOBI OHU
MOI/IV IPMHATD PellleHNe O CBOEM JICUEHNM MIOCIe TIOPOOHOTO U HOHATHOTO OOCYKICHNU.

KnioueBble cnoBa

MH(OPMMPOBAHHOE COITIACHE, OIIPOC TALMEHTOB, PUCK, XUPYPIUYECKOEe BMEILIATeIbCTBO
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