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Abstract

Background: The informed consent, if obtained properly, can bring additional value to the
physician-patient relationship and in many cases to the patients’ safety. The previous research
studies done in Croatia show the formality of the process of informed consent which often lacks
quality and substance, as well as the poor knowledge of patients' rights. Therefore, the authors
sought to elucidate the main issues related to the experience and assess the knowledge of general
patient population about informed consent after several years of application of the Act on
Protection of Patients' Rights.

Methods: A short survey was conducted using an independently created questionnaire on a
nationally representative sample of 1023 adult subjects divided into two groups: those who had
been or not in a hospital for treatment in the past five years.

Results: 60% of respondents had only partial knowledge of patients' rights. The level of
knowledge about the informed consent was average but not in depth. 25% of respondents stated
that they have received complete information during the informed consent procedure, and
graded the level of the received information as high in nine percent of the cases. 15% of
respondents could not remember whether they have signed or not an informed consent form.
Conclusion: Based on the results obtained in our research there is need for improvement of the
informed consent procedures and for further research in the issues surrounding the practices of
informed consent in Croatia especially in the areas of quality and comprehension of the
information, as well as the physician-patient decision-making process and education of
physicians and general public.
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Introduction

The informed consent (IC) is now
an essential part of everyday practice
in clinical settings. The medical and
legal professions have defined the best
practices and standards for obtaining
the IC [1]. Moreover, the patient’s
involvement, and this clearly begins
with adequate IC procedures, can in
turn improve the patients’ safety and
quality of healthcare delivery [2].

From 1990°s to 2004 the rights of
patients in Croatia were regulated by
several laws that defined general
concept of the IC. However, none of
these regulations were able to provide
successful  implementation of IC
process for all patients during medical
treatment in hospitals or at general
practice offices. In 2004 the Act on the
Protection of Patients” Rights has
defined the IC as right to co-decide
including right to be fully informed
and right to accept or refuse a medical
procedure [3]. This law requires the I1C
for all diagnostic and therapeutic
procedures and their approval or
refusal is confirmed by patient’s
signature on the consent form.
However, the studies have shown that
there is a discrepancy between the
regulations and the actual position of
patients within the healthcare system in
Croatia [4-6]. One of the observed
problems is the problem of
implementation of the IC in the
Croatian hospitals. The researches
available on the subject of patients'
rights and IC in Croatia indicate the
formality of the process of IC in
hospital ~ setting and the poor
knowledge of patients' rights among
both patients and physicians [7-11].
For a high percentage of patients the
IC was nothing more than signing a
form [7]. Physicians are not
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completely acquainted with patients'
rights [5], they have no formal
education about the IC and they
conduct the process of informing
patients in a very formal manner [8].

Another possible problem that
highlights the discrepancies between
regulation and actual position of the
patient within the Croatian healthcare
system is connected to physician-
patient relationship. Although Croatian
law defines relationship between
physicians and patients as the model of
shared decision-making [3] there is
still a high prevalence of paternalistic
traits in physician patient relationship.
This can create a lot of issues since the
relationship between a physician and a
patient is a key factor in the optimal
management of any medical procedure,
and the success of a good of IC
procedure depends on the strength and
quality of the relationship between the
physician and the patient and their
communication [12]. Joint decision
making by the physician and the
patient creates a shift from a
paternalistic ~ relationship to a
partnership and this is the basis today
of inclusion of the patient in the
decision-making process and a mark of
a good quality healthcare provision.
All above clearly presents a need for
further investigation of the IC process
in Croatia. That is why we have
decided to undertake an analysis of the
situation regarding knowledge and
experience related to IC procedures.

So far, the studies done in Croatia
concentrated mainly on the patients
and practices in close physician-patient
encounters in hospital settings dealing
with decision-making procedures in
surgical and gynaecological patients
[7,9-11]. Although, these studies are
valuable they do not present the



situation in general population. We
feel that the experience of general
population, examined through field
survey on nationally representative
sample, can give us the real picture of
the Croatian situation, since this
population differs from the previous
research subjects. Our research also
presents the first research done on a
representative sample in a South-
eastern European transitional country
since previous research done in other
studies, did not involve such a
significant  sample  of  general
population nor our methodological
approach. Additional impetus to our
research was created by the process of
accreditation of Croatian hospitals that
is now underway where IC forms and
procedures are becoming a part of
accreditation standards and the quality
insurance. We believe, that the
highlights obtained by this research
will help us later in focusing our
further research in specific areas
connected with the practice of the IC in
Croatia.

Methods

Subjects and data collection: The
field survey with representative three-
stage  probabilistic  sample  was
conducted in October 2011 in Croatia
by an agency using self-administered
questionnaire. The location of the
survey, the starting points and the
subjects within a household were
selected by random selection. The
surveyors were given starting points,
that is, streets with a house number. In
each household, the last birthday
method was used as the criterion for
selection of subjects (a person over 14
years of age who recently had a
birthday was interviewed). The
surveyors read the questions and
recorded the subjects' answers. These
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were voluntary and not rewarded,
while the anonymity of the subjects
was ensured.

Questionnaire: A short
questionnaire was constructed in a
focus group discussion. Doctors,
psychologists, statisticians and
epidemiologists took part in the
creation of our questionnaire. For the
testing of the IC process the questions
were prepared in accordance with
existing the Act on the Protection of
Patients’ Rights and its definition of
the IC as right to co-decide that
includes right to be full informed and
right to accept or refuse medical
procedure [3]. After testing the
comprehension level of the
questionnaire on 15 individuals with
different profiles, the questions and
answers were amended to make them
clearer and to ensure unambiguous
replies. The final questionnaire
consisted of 11 questions in total
divided in two parts.

When data was collected the
respondents were classified into two
groups based on the replies to the first
question of the questionnaire: those
who had been in hospital in the past
five years and those who had not been.
The first group of subjects had to reply
to five questions. The questions dealt
with the level of information that
respondents received regarding
patients’ rights and regarding their
health, illness, possible procedures and
risks related to these procedures. They
were also asked who made the
decisions about the course of their
treatment and whether they had to sign
an IC form. The respondents who had
not been in hospital were asked about
the level of their knowledge regarding
patients’ rights and IC. They were also
asked whether in their opinion a
patient has to sign a consent form for



diagnostic and therapeutic procedures
and whether one can refuse a
procedure after signing an IC form.
They also had to provide an answer
whether they would give their consent
if they had not been completely
informed about illness, procedures,
risks, complications and alternative
methods. Demographical data (gender,
age, educational level) was also
collected (Tablel).

The statistical analysis of the
results obtained was performed using
IBM SPSS Statistica, version 19.0.0.1
(www.spss.com). The differences
between the category variables were
tested using the x2 test with Yates
correction. The statistical values were
considered significant at p<0-05. By
including weights, the sample became
nationally representative in terms of
gender, age, education and regional
representation. The pondering of our
data enables it to be aligned with
available official data of Croatian
Bureau of Statistics.

Results

Out of a total of 3329 persons who
were contacted to participate in survey
1032 completed the questionnaire
(response rate of 31%). The replies of
nine minors were excluded. After
including weights in the statistical
analysis we got the following results.
The average age of the subjects was
42.0£14.5 years. Women made 52.4%
of the total sample. Of the total sample,
251 subjects or 25.3% (95% CI, 0.22
to 0.28) had been treated in hospital in
the last five years. Their answers are
presented in the Table 1 together with
the answers of those respondents who
were not treated in hospital in the last
five years. There is a statistical
significance between answers in the
two groups when the same question
“How far are you informed about your
rights as a patient?” was asked
(p<0.001). The demographic data
about both groups is also presented in
the Tablel. The distribution of answers
by gender and age is presented in
Table 2.

Table 1. Experience and Knowledge of Subjects about the Informed Consent with

Demographic Data per Groups

Questions Answers (D/IO)
Have you been in hospital in the past 5 years, th_at is have you stayed in Yes 251
hospital for more than one day on at least one occasion? (25.3)
No (747
Subjects’ demographic data Subjects who answered YES (%) NO (%)
Gender Male 112 (44.6) 360 (48.6)
Female 139 (55.4) 380 (52.4)
Age <25 20 (8.0) 135 (18.3)
2645 48 (19.0) 310 (41.9)
46 — 65 88 (34.9) 211 (28.5)
>66 96 (38.1) 84 (11.3)
Education Elementary school 151 (60.0) 228 (30.8)
High school 80 (31.7) 409 (55.3)
Further education 8 (3.3) 34 (4.6)
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Higher education 12 (4.9) 69 (9.3)
Questions Answers N (%)
Questions answered by subjects who were in hospital
How far are you informed about your rights as a patient? Completely (Iii 3
. 157
Partially (62.4)
58
Not at all 23.3)
How far were you informed about your health, illness, procedures and risks? 62
Completely (25.0)
. 167
Partially (62.1)
22
Not at all (12.9)
The level of information you received from health workers 63
Low (24.6)
156
Average (66.4)
- 32
High 8.9)
Did you need to sign a consent form for medical procedures? 90
Ve (36.0)
123
A (49.0)
I don't know/l 38
don't remember (14.9)
. ”
Who made decisions on your treatment? The doctor alone (2?1 .
You and the 143
doctor together (57.0)
You 22
independently (8.7)
Questions answered by subjects who were not in hospital
i i ient?
How far are you informed about your rights as a patient? Completely (5788)
. 446
Partially (60.2)
237
Not at all (32.0)
re you acquainted with the concept of informed consent or agreement for
Al inted with th f infi d f Completel 69
medical procedures? AEEy 9.3)
. 401
Partially (54.2)
270
Not at all (36.5)
The patient expresses their consent for individual diagnostics or therapeutic v 343
L es
procedures by signing a consent form? (46.3)
No 81
(11.0)
0 316
I don't know @2.7)
s a patient able to refuse a procedure after he/she has signed consent?
| i bl f d fter he/she has signed ? v 360
&s (48.6)
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b (13.0)
. 284
I don't know (38.3)
Would you give consent for a procedure if you were not completely informed Yes 99
about the illness, procedure, risks, complications and alternative methods? (13.4)
No 495
(66.9)
. 146
1 don't know (19.7)
Table 2. The subjects' replies to the question about the informed consent by gender and age
Gender Age
M F <25 26-45 46-65 >66
Level of information you received from
health workers
Low 36 5 10 21 26
28(282)  (59) (238 (213) (239 (27.1)
Average 100 13 27 60 68
67(98)  (719) (619) (574) (682)  (708)
High 3] 10
19 (17.0) 3(2.2) (143) 21.3) 7080 2(21)
p* <0.001 0.016
How far were you informed about your
health, illness, procedures and risks?
Completely 31 5 22 18 17
82(288) 253 (2500 (@68 (07 (179
Partially 94 14 21 62 59
62(54)  676) (700) (#47) (713  (62.1)
Not at all 14 19
18 (16.1) (101) 1(5.0) 4(85) 7(8.0) (200)
p* 0.121 <0.001
Who made decisions on your treatment?
Only the doctor 47 10 21 26 28
39(348)  (336)  (500) (447) (209 (29.2)
You and the doctor 88 9 20 59 55
560000 (g29) (450) (426) (678) (57.3)
You independently 17152) 5(36) 1(50) 6(128) 2(2.3) 2133 5
p* 0.003 0.014
Are you acquainted with the term
"informed consent"?
Completely 18
35(9.7) 33(87) 5(37) 30(96) 16(7.6) 21.7)
Partially 176 225 60 183 128 30
(48.9) (59.2) (44.1) (58.8) (60.7) (36.1)
Not at all 149 122 71 98 67 35
(41.4) (321) (522) (315) (31.8) (422)
p* 0.017 <0.001
Is a patient able to refuse a procedure
after he/she has signed consent?
Yes 180 180 60 157 108 34
(50.0) (47.4)  (444) (506) (51.2)  (41.0)
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No 53 11 43 23 19
430119 1390  ®1  (139) (109 (229
I don't know 137 147 64 110 80 30
(38.1) (38.7) (47.4) (35.5) (37.9) (36.1)
p* 0.653 0.018
Would you give consent for a procedure
if you were not completely informed?
Yes 57 16 29 24
BALY) 1500  @rg) 300D (137)  (286)
No 243 53 89 232 138 36
(67.3) (66.4) (65.9)  (74.8) (65.4) (42.9)
| don't know 71 30 48 44 24
5(208) 186 (222) (155 (209)  (286)
p* 0.420 <0.001
* y test
Discussion our study was that every seventh

Although a number of campaigns
for patients’ rights promotion took
place in Croatia and a number of

NGOs are actively involved in
spreading the word about patients’
rights, our results show that

insufficient level of information has
reached the general population. In our
research more than one quarter (30%)
of all our subjects stated that they do
not know their rights as patients and
every tenth subject stated that they
know their rights completely. These
findings are similar to those of Jukic et
al from 2006 [9].

The replies to the question, in our
survey, about knowledge of the
concept of IC, by the people who had
not been in hospital, showed that a
third (36%) were not acquainted with
that concept and a little more than half
(54%) were partially acquainted.
Krizova et al, in their research in the
Czech Republic attained similar results
that almost one third of the population
did not know the meaning of the term
IC [13].

One worrying thing also noticed in
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subject who had been hospitalized did
not know or did not remember whether
they had had to sign a consent form
and that half of them did not sign any
IC form, which is a prerequisite for
entering a hospital service in Croatia
and such forms are to be found in
patients’ charts. Furthermore, one
quarter of the hospitalized subjects
reported receiving a low level of
information from health workers.
These results indicate the formality of
IC process and discrepancy between
patients' rights in terms of legislation
and reality [3-5,7,14,15].

Our results also show that in one
third (34%) of cases the decision on
the patient’s treatment was made by
the doctor alone. A  possible
explanation offers Talanga who states
that an average Croatian patient, as a
result of free medical care under
socialism,  harbours  paternalistic
expectations of the health system, in
the way that a physician must fulfil his
duty and help patient unconditionally
[16]. A significant proportion of
paternalism may also be explained by



the fact that specialized doctors are on
average older and their training and

some of their internship was
undertaken at a time when a
paternalistic  relationship  towards

patients was predominant [10].

The most subjects who were not
acquainted with the IC were found
amongst those with a lower level of
education, those with only elementary
school, and the older subjects. These
groups also included the highest
proportion of those who would give
consent although they were not
completely informed about their
illness, procedures and risks. This
indicates that the IC process in Croatia
should be adjusted so that the patient
has full understanding, regardless of
their level of education or age
[12,17,18].

In our research men and younger
subjects received a higher level of
information than women and older
subjects. Younger subjects and those
who were more educated were more
informed, and women and subjects
aged between 46 and 65 years mostly
made decisions on treatment together
with their doctor. These results are in
accordance with the assertion that
when answering the questions on IC,
men and youth and more educated
subjects tended to have a more
autonomous attitude, whereas women,
the older and the less well-educated

subjects showed a traditionally
submissive attitude [13].
One of the limitations of the

research was the response rate of 31%
which was lower than the average
response rate of 53% in the USA for
face-to-face  surveys [19]. Low
response rate can be attributed to the
fact that research was conducted as
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face-to-face interviews in subjects’
homes with no pre-arranged time for
conducting interviews. Another
possible explanation could be because
of the topic of survey itself, where low
response rate explains relevance of
these issues for Croatian people and
this could go in favor of paternalism in
physician-patient  relationship. We
have tried to avoid possible selection
bias by including weights in our
sample thus making it nationally
representative. In our research we did
not ask subjects who had been in
hospital about the type of information
received, their understanding and recall
of the information offered, which
could possibly give a more detailed
explanation for our results. Finally, our
study aimed at only providing the
cross-sectional view of the situation in
Croatia, and after they have completed
the survey, respondents were not
additionally educated about their rights
as patients. The study did not have for
its aim education of the general public.

Conclusion

Several key areas should be
adequately addressed and researched if
we were to improve the quality of IC
procedures in Croatia. The first area is
the area of the quantity and the quality
of the information exchange that we
will address, in future research, by
looking at the readability and
comprehension of the IC forms. The
second key area is the decision-making
process that still presents some
paternalistic traits. Thirdly, it should be
seen how one could improve the level
of general knowledge of a population
about patients’ rights and IC
procedures.
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