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Abstract

Background The Department of Clinical Cancer Genetics at the Institute of Oncology Ljubljana offers genetic
counselling and testing to cancer patients and their relatives. Before undergoing genetic testing, patients sign the
informed consent form. In addition to giving consent for collection of biological material and genetic testing, patients
decide about storage of biological material and participation in international databases. Furthermore, patients decide
whether the information regarding their test results may be revealed to their blood relatives and whether they want
to be informed about secondary findings.

Methods Using the signed consent forms, we investigated the effect of selected factors on patients’ decisions. Using
different statistical methods, we tried to determine the proportion of patients who opted for different items and the
effect of gender, age and cancer diagnoses on their decisions.

Results Nearly all (99.6%) patients, regardless of gender, age, and presence of oncological diagnosis, consented
to the storage of their biological material, 98.4% of patients, regardless of gender, age, and presence of oncological
diagnosis, wanted to be included in international databases in a pseudo-anonymised form, 98.8% of patients,
irrespective of gender, age, and presence of oncological diagnosis, allowed blood relatives to see their results, and
98.4% of patients, irrespective of gender, age and presence of oncological diagnosis, wanted to know whether
secondary findings were detected when genetic analysis of their biological material was performed. Men are, on
average, more likely to consent but the difference between genders is not statistically significant. Patients without
oncological disease were more likely to agree to be included in international databases than patients with a
confirmed oncological diagnosis.

Conclusions Our results show that the vast majority of patients were in favour of the options they were offered.
Most importantly, the majority of them allow their genetic test results be revealed to their blood relatives when
needed and would participate in international databases. Research in rare diseases, including rare cancer genetic
predisposition syndromes, is crucial for optimal diagnostic, prevention and treatment options for patients with
rare genetic disorders. The results are also important for refining the approach to pre-and post-test cancer genetic
counselling.
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Background

Cancer arises through an accumulation of genetic or epi-
genetic alterations affecting genes that play an essential
role in the transformation of normal cells to cancer cells.
The majority of cancers are sporadic. They are caused by
genetic alterations in a certain tissue (i.e. somatic altera-
tions) and are very likely induced by environmental fac-
tors [1]. Conversely, up to 10% of cancers occur due to
the inherited pathogenic variant in cancer predisposi-
tion genes. Individuals who carry such a pathogenic vari-
ant have an increased risk of developing certain types of
cancer. Based on their genetic testing results, they can
profit from prevention strategies, e.g. high-risk cancer
screeningor risk-reducing surgeries. Furthermore, by
knowing their genetic status, cancer patients may benefit
from personalised cancer treatment. When a pathogenic
variant is detected in an individual, blood relatives may
opt for genetic counselling and testing.

Cancer genetic counselling and testing was imple-
mented in Slovenia soon after the discovery of BRCAI
and BRCA2 genes. In 1999, the Cancer Genetics Clinic
was established in a multidisciplinary setting at the Insti-
tute of Oncology Ljubljana (IOL), the principal national
institution offering comprehensive cancer care. The
Institute is a tertiary referral centre and provides cancer
genetic counselling, genetic screening, testing, and sur-
veillance of high-risk individuals.

Before undergoing genetic testing, patients must attend
genetic counselling. They sign an informed consent
form, agreeing to genetic testing and acknowledging they
received all the necessary information during genetic
counselling. It is always obtained before the biological
sample is taken for testing (usually peripheral blood).
This clinical pathway has been in place since 1999 and
the content of the consent form has been amended and
updated several times over the years, whenever there
were new legal or scientific requirements. The changes
have been mainly influenced by the implementation of
new legislation, such as the adoption of the European
Union General Data Protection Regulation (GDPR) and
new developments in molecular diagnostic techniques.
The consent form must be also signed by a treating health
professional ordering the test, usually a medical doc-
tor who is a specialist in clinical genetics. The explana-
tory duty of the doctor is to inform the patient about the
importance of the genetic test, its benefits, risks, and lim-
itations and its relevance for patient’s relatives, explain
the possible results and their potential impact on the
patient’s further treatment or surveillance.

As reported in other studies, the process of complet-
ing the consent form can be used to help individuals

understand that genetic testing is entirely voluntary.
Besides, it helps inform individuals of the purpose of
genetic testing, their participation in further research [2],
the limitations and possible consequences of the results,
including possible secondary findings [3], sample stor-
age, and their inclusion in international databases. Fur-
thermore, it is essential that the patient fully understands
the procedure, the benefits and limitations of the test,
and the possible consequences of the test results before
consenting to a genetic test [4]. The referring physician
needs to clarify the content of the consent in a way that is
understandable, and to be available for further questions
and clarifications [5].

Consistent use of a standardised informed consent pro-
cedure can improve communication between clinicians
and patients and increase understanding of the impor-
tance of genetic testing [6]. Pre-test genetic counselling
can improve the patient’s knowledge, allow for rational
autonomy and individual decision-making, and reduce
anxiety, distress and depression. Reliability, openness and
honesty of health professionals are essential and make
the process of fulfilling the consent form easier [7].

The patient is informed, as stated on the consent form,
that it is possible to withdraw the consent after signing
it without any explanation and that this action will not
affect their medical care.

Slovenian patients have been signing informed con-
sent forms before undergoing cancer genetic testing since
1999, but until now, no evaluation of their decisions has
been performed.

The aim of our study was therefore to analyse patients’
decisions on options provided in the informed consent
form. We aimed to determine the percentage of individ-
uals who agreed to genetic testing and consented to (i)
storage of biological material, (ii) inclusion in interna-
tional databases, (iii) the possibility of informing blood
relatives about the result, and (iv) reporting of second-
ary findings. We also wanted to determine whether there
were significant differences in persons’ decision-making
when completing the consent form according to gender,
age, and diagnosis of cancer.

Research questions
RQ1: Are most patients in favour of the different options
presented in the consent form?

RQ2: Do age, gender, and absence/presence of onco-
logical disease affect patient decisions when completing
the consent form?



Kersevan et al. Hereditary Cancer in Clinical Practice (2025) 23:8

Methods

Study cohort

We analysed 5244 consecutively obtained consent forms
that were filled out before genetic testing for cancer pre-
disposition whenever a hereditary cancer syndrome was
suspected in a patient or a family. Only patients under-
going multigene panel testing using next-generation
sequencing in the years 2019-2022 were included in our
study. All individuals were counselled and assessed in the
Department of Clinical Cancer Genetics, the IOL, Slove-
nia, between 2019 and 2022. Demographic and medical
data (cancer status) was obtained from hospital medical
records.

All enrolled patients voluntarily completed the consent
form (Fig. 1) before genetic testing in accordance with
our clinical pathway [8].

The patient in this paper is defined as every individual
(with or without cancer diagnosis) referred for medi-
cal assessment to the Department of Clinical Cancer
Genetics.

The consent form is always signed by a patient and
medical doctor or genetic counselor. In case a tested
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individual is younger than 15 years old, her or his legal
representative signs the consent.

Consent form content

Data collected for further evaluation is presented in
Fig. 2. We examined individuals’ decisions on the fol-
lowing topics: storage of biological material, inclusion in
international databases, informing blood relatives of the
result, and reporting of secondary findings.

A secondary finding is defined as a finding of a patho-
genic variant in a gene unrelated to the indication for
testing whichmay be relevant to the subject’s health,
and may be medically actionable. Secondary findings
can be detected when genetic testing with next-genera-
tion sequencing is performed, as previously described
[9, 10]. The American College of Medical Genetics and
Genomics (ACMG) established a Secondary Findings
Maintenance Working Group in 2014, which publishes
recommendations for reporting secondary findings in
genomic testing. According to their research, on average,
a secondary finding is reported in 1-6% of tested indi-
viduals [11]. In 2022, an updated list, i.e. “ACMG SF v3.1

Genetic Counseliing

4 ONKOLOSK
INSTITUT
LJUBLJANA

Informed forg ic testing -
or their legal representative

of the patient (1)

Before signing this consent form, please read the Information on genetic testing and discuss any further
Questions with the clinical geneticist or oncologist who referred you for a genetic test for treatment
planning.

By signing the consent form you confirm you have been notified that your treating physician will be
Informed of your test results if necessary for treatment planning.

| have been given an information booklet and informed about its content. The
purpose, risks, limitations, and results of genetic lesting have been explained to me.

| consent to have my biological sample taken (e.g. blood drawn) and my RNA/DNA
analysed. Yes No

| consent to have my sample stored untl it is useful Yes No

Rapid advances in genetic testing may affect the development of new genetic tests
in the future. If these tests can be of benefit to me, | agree for my stored sample to
be tested and would like to be informed of the results. Yes No

| consent to have my anonymised and pseudonymised’ sample used in the
developpent of new standardised tests and for research purposes OvYes O No

I consent to have my pseudonymised data and biological sample included in
international databases and published in medical publications. O Yes O No

DNA analysis may reveal an important genetic change that is not directly related to
the purpose of testing. | want to be informed of these incidental findings if they are
clinically relevant to me and/or my relatives Yes No

Test results may be important for blood relatives andcan improve their medical
management. | give consent for the use of my genetic testing results for the benefit
of other family members, if needed.
Yes No
1f you would like to authorise your blood relative or another person to access
or receive your test results, please indicate this on page 2 of this consent
form.

Tam aware that | may freely withdraw the consent fo genelic fest. sample storage, and s use for medical
research purposes at any time, without my medical care being affected in any way.

NAME AND SURNAME Date of Birth

Signature Date

CLINICIAN DETAILS:

1 have informed the patient of the importance of having
bloodAissue sample collected for conducting the proposed genetic test

Signature Date

! Pabent & person unde

1 pssudonymesed persons (e g your name) However. the Insttise of Oncology Laubbana wil stil

koop 8 rocord

1 Gokuments preverte v apiikaci GovermmentConne:

1 give consent for the disclosureof my test results (in case of absence, illness, or death) to the
following individuals:

Relationship Date of

Name and Surname to patient Address consent

Signature

The patient receives a copy of this consent form. An original is to be kept in their medical
records at the Department of Clinical Cancer Genetics.

Fig. 1 Informed consent for genetic testing
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Consent statements Consent
Collected .
given/not
form (year) ]
given
Statement 1:
_— 2019 Yes/No
| consent to have my sample stored until it is useful.
Statement 2:
| consent to have my pseudonymised data and biological sample included in 2019 Yes/No
international databases and published in medical publications.
Statement 3:
Test results may be important for blood relatives andcan improve their 2019 Yes/No
medical management. | give consent for the use of my genetic testing results
for the benefit of other family members, if needed.
Statement 4:
DNA analysis may reveal an important genetic change that is not directly
. . L 2020 Yes/No
related to the purpose of testing. | want to be informed of these incidental
findings if they are clinically relevant to me and/or my relatives.

Fig. 2 The content of consent forms

list” of 78 different genes recommended for return as sec-
ondary findings was published [12].

Patients may decide and consent to storing biological
material at the Department for Molecular Diagnostics.
The biological material, is collected and stored perma-
nently (or for as long as it is still usable).

Consent is also requested for the use of pseudo-ano-
nymised personal and biological data for future research.
This means that the patient permits their medical data
and a sample of biological material to be further analysed
in a research setting, under a pseudonym, in an anony-
mous form. Personal data is stored in a separate database
and cannot be attributed to a specific individual.

Every patient has the right to medical data confidenti-
ality. For this reason, each patient decides independently
whether to allow or refuse to share their genetic testing
results with their blood relatives when this is needed for
medical reasons.

Statistical analysis
We used descriptive statistical analysis methods (fre-
quency distributions, basic descriptive statistics) and
bivariate methods to analyse the association of variables
(contingency table and chi-square test, t-test) and tested
the assumption of the equality of means in all groups
(analysis of variance). We examined the effect of selected
factors (gender, age, and confirmed cancer diagnosis) on
the consent of patients when signing the consent form.
To facilitate interpretation of the results, the values
of the age variable were ranked according to the ordinal
scale of measurement: 1— younger adults (up to 40 years),
2— mid-life adults (41-60 years), and 3— older adults (61
years and above).

We used the form “Informed Consent for Genetic
Testing” as the measurement instrument. It consisted of
seven questions in 2019 and eight questions in 2020, with
the addition of a question regarding the secondary find-
ings. Patients answered yes/no questions (Fig. 2).

Results

Response rate

The response rate was 100% (5244) for all questions. The
number of responses is lower for secondary findings than
the other variables studied because the statement regard-
ing secondary findings was introduced in 2020. The
response rate of a question on secondary findings was
also 100% (3649).

Study sample characteristics

The study included 1164 men and 4080 women, repre-
senting 22% and 78%, respectively. The average age at
testing and signing the consent was 53.63 years, with a
standard deviation of 15 years. The youngest patient was
two years old and the oldest was 93 years old. A total of
16 underage patients were assessed. In this case, the par-
ents or legal guardians completed and signed the consent
forms.

Stratification of the cohort

Younger adults cohort included 1066 patients (20%),
mid-life adults cohort included 2288 (44%) and older
adults 1890 (36%) patients.

31% of the patients included in the study did not have a
cancer diagnosis, and 69% had an oncological diagnosis.
The cohort of affected patients included those diagnosed
with at least one cancer diagnosis as well as patients with
colorectal polyposis.
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Table 1 Responses to consents given on sample storage, participation in international databases, result disclosure to relatives, and

secondary findings

Sample storage

International databases

Result disclosure Secondary findings

Frequency Valid Percent  Frequency
Nand%  Doesnotagree 20 04 86
Agree 5224 99.6 5158
Total 5244 100.0 5244

Valid Percent

Frequency  Valid Percent  Frequency  Valid Percent

1.6 62 1.2 57 1.6
984 5182 98.8 3592 984
100.0 5244 100.0 3649 100.0

Table 2 Consent for international databases by gender

International databases Total
Does not agree Agrees
Gender Men Count 8 1156 1164
% within Gender 0.7% 99.3% 100.0%
Women Count 78 4002 4080
% within Gender 1.9% 98.1% 100.0%
Total Count 86 5158 5244
% within Gender 1.6% 98.4% 100.0%
X2=8.42 (p=.004), Cramer’s V=0.040
Table 3 Consent for inclusion in international databases by age
International databases Total
Does not agree Agrees
Age Up to 40 years Count 19 1047 1066
% within Age 1.8% 98.2% 100.0%
41-60 years Count 26 2262 2288
% within Age 1.1% 98.9% 100.0%
Above 61 years Count 41 1849 1890
% within Age 2.2% 97.8% 100.0%
Total Count 86 5158 5244
% within Age 1.6% 98.4% 100.0%

X2=7.014 (p=.030), Cramer’s V=0.037

Statement content analysis: sample storage, international
databases, result disclosure to relatives, secondary
findings
Table 1 shows the percentage of patients agreeing to four
different statements in the consent form (Fig. 2). Less
than 0.5% refused to have their biological material sample
to be stored (Statement 1). Regarding Statement 2, 1.6%
did not give their consent for research, whereas 98.8% of
patients answered “yes” to Statement 3 regarding their
blood relatives.

Table 1 also shows that 3649 participants provided
responses for Statement 4—98.4% consented and wanted
to know about secondary findings.

Analysis by gender

Among all men included in our study (1164), 99.7% con-
sented to sample storage, and among all women, 99.6%
consented to sample storage. The difference between
men and women is not statistically significant.

Table 2 shows that among all men, 99.3% consented to
submit biological material to international databases, and
among all women, 98.1% consented. The x* value is equal
to 8.42, and the association is statistically significant

because the significance level is less than 0.05. Cramer’s
V, however, indicates a weak association.

Among all patients, 98.7% of men and 98.8% of women
allowed blood relatives to be informed about their results.
However, the association between gender and consent to
blood relatives’ access is not statistically significant.

Most men (98.8%) and women (98.3%) wanted to know
if a secondary finding was detected during the analysis.
However, the association between gender and consent to
secondary findings is not statistically significant.

Analysis by age

When stratified by age, 99.7% of mid-life adults, 99.3%
of younger adults, and 99.6% of older adult patients con-
sented to sample storage. Although the x> value is equal
to 2.987, the association is not statistically significant
because the significance level is greater than 0.05. Cra-
mer’s V indicates a weak association.

Table 3 shows that 98.9% of mid-life adults, 98.2% of
younger adults, and 97.8% of older adult patients agreed
to be included in the international databases. The x* value
is equal to 7.014; the association is statistically significant
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Table 4 Consent for secondary findings by age
Secondary findings Total
Does not agree Agrees
Age Up to 40 years Count 8 480 488
% within Age 1.6% 98.4% 100.0%
41-60 years Count 14 1654 1668
% within Age 0.8% 99.2% 100.0%
Above 61 years Count 35 1458 1493
% within Age 2.3% 97.7% 100.0%
Total Count 57 3592 3649
9% within Age 1.6% 98.4% 100.0%
X2=11.626 (p=.003), Cramer’s V=0.056
Table 5 Consent for international databases by presence of oncological disease
International databases Total
Does not agree Agrees
Diagnosis when signing consent No Count 18 1628 1646
% within Diagnosis when signing the consent 1.1% 98.9% 100.0%
Yes Count 68 3530 3598
% within Diagnosis when signing the consent 1.9% 98.1% 100.0%
Total Count 86 5158 5244
9% within Diagnosis when signing the consent 1.6% 98.4% 100.0%

X2=4.440 (p=.035), Cramer’s V=0.029

because the significance level is less than 0.05. Cramer’s
V indicates a weak association.

For Statement 3, 98.9% of all mid-life adults, 98.8% of
younger adults, and 98.7% of older adult patients con-
sented to blood relatives seeing their results. The x* value
is equal to 0.294; the association is not statistically sig-
nificant because the significance level is greater than 5%.
Cramer’s V indicates a weak association.

Table 4 shows that 99.2% of mid-life adults, 98.4% of
younger adults, and 97.7% of older adult patients wanted
to know about secondary findings. The x> value is equal
to 11.626, and the association is statistically significant
because the significance level is less than 0.05. Cramer’s
V indicates a medium correlation.

The sum of the consents for sample storage, interna-
tional databases, and relatives shows a minimally higher
arithmetic mean for adults (0.001); younger and older
adults were less likely to agree than adults. However, the
association is not statistically significant because the sig-
nificance level is greater than 0.05.

Analysis stratified by affected and non-affected patients
Among all patients diagnosed with an oncological dis-
ease, 99.7% consented to sample storage, and among all
patients without an oncological disease, 99.5% consented.
The value of x* is equal to 1.72. The association is not
statistically significant because the significance level is
greater than 0.05.

Table 5 shows that 98.9% of patients without an
oncological diagnosis agreed to be included in the

international databases, while 98.1% of patients with an
oncological diagnosis agreed to be included in the inter-
national databases. The x* value is equal to 4.44. The
association is statistically significant because the signifi-
cance level is less than 0.05. Cramer’s V indicates a weak
association.

Of all patients diagnosed with cancer, 98.9% agreed
to allow their results to be shared with blood relatives.
Among patients without oncological disease, 98.6%
did so. The x* value is equal to 0.95. The association
is not statistically significant because the significance
level is greater than 0.05. Cramer’s V indicates a weak
association.

Among all patients diagnosed with cancer, 98.3%
wanted to know about secondary findings. Among
patients without cancer, that percentage was 98.9%. The
x* value is equal to 1.06, and the association is not statis-
tically significant because the significance level is greater
than 0.05. Cramer’s V indicates a weak association.

Next, we aggregated responses to statements regard-
ing sample storage, inclusion in international databases,
and access to blood relatives (all “yes” answers for each
respondent). Finally, we checked whether there were
differences between the patients’ averages for these
responses. The opt-in option for secondary findings was
excluded and analysed separately. Men are on average
slightly more likely to consent (2.98), while the mean
for women is 2.96. A t-test for independent samples
shows that the difference between the means of men and
women is not statistically significant (t=1.840, p >.05).
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Table 6 T-test by gender

Gender N Mean Std. Deviation Std. Error Mean
Sum of consents Men 1164 29768 0.17192 0.00504

Women 4080 2.9654 0.22805 0.00357

t=1.840 (p=.066)

Table 6 shows that men are slightly more likely to
favour consent (2.98 for men and 2.96 for women).

Next, we tested whether there were statistically sig-
nificant differences in the average number of favourable
responses depending on the patients’ age and the pres-
ence of cancer. As there are three age groups, we used
the analysis of variance method. The minimally higher
value of the arithmetic mean (0.02) for mid-life adults
has shown that mid-life adults are more likely to consent
than younger and older adults. However, the dispersion
within groups did not stand out, and the association is
not statistically significant.

A t-test for equality of arithmetic means has shown that
the differences in the arithmetic means were not statisti-
cally significant for the number of favourable responses
and the presence of an oncological diagnosis. Patients
with cancer diagnoses were slightly less likely to consent,
but the difference is not statistically significant.

Discussion

Our study was the first to analyse responses of patients
giving informed consent for genetic testing in Slovenia.
Using frequency distribution, we have shown that more
than 98% of patients, regardless of gender, age, and pres-
ence of oncological diagnosis, consented to the storage
of their biological material, wanted to be included in
international databases in a pseudo-anonymised form,
allowed blood relatives to see their results, and wanted
to know whether secondary findings were detected in the
analysis of their biological material.

Men are, on average, more likely to consent but the dif-
ference is not statistically significant. A minimally higher
value for the arithmetic mean of adults shows that mid-
life adults are slightly more trusting than younger and
older adults. Mid-life adults appeared to be the most
likely to agree to participate in international databases
and to be informed of secondary findings, while older
adults were the least likely and the difference was statis-
tically significant. The reason for this interesting result
is difficult to explain at this stage and requires further
analysis. Eldery patients are more likely to have physicaly
disabilities, such as hearing loss and cognitive impair-
ment which reduce their ability to communicate and
understand information provided at genetic counsel-
ing. There might also be additional psycho-social factors
which can prevent older patients form making confident
and autonomous decisions regarding genetic testing [13].
Younger respondents on the other hand are slightly more

informed of privacy and data protection issues, especially
after the implementation of the GDPR legislation across
the EU.

Patients without oncological disease were more likely
to agree to be included in international databases than
patients with a confirmed oncological diagnosis. How-
ever, there were no differences regarding other state-
ments. The proportion of explained variance is relatively
low, suggesting that other factors affect the propensity
to consent. Further research should be performed and
should also analyse the associations with diagnoses of
other chronic diseases.

We have already mentioned some limitations of our
research including the non-inclusion of demographic
factors, e.g. place of residence, marital status, occupa-
tion, level of education, and previous experience filling
out consent forms. It could be assumed that patients with
higher education and those living in urban areas would
be more inclined to give consent (as well the two factors
could be in interaction). People in a relationship (whether
married or not married) might be more in favour of giv-
ing consent owing to possible benefits of these data for
their families or families of other people in a similar situ-
ation. In the future, we should repeat the survey with a
larger sample and add the aforementioned demographic
information to the survey questions. It would also be
interesting to know whether the clinical geneticist or
genetic counsellor influences the difference in responses,
the length of the genetic counselling, and whether
informed consent depends on who referred them (self-
referral, their doctor, or a relative).

Previous research shows that a number of different
factors can affect patient decisions regarding informed
consent. For example, a study conducted in southern
Ethiopia on the process of obtaining informed consent
for biomedical research has shown that the completion
of the consent form was largely influenced by the cul-
tural practices, traditions, and beliefs of the patients who
wanted to talk to other family members before signing
the consent form [14]. Also, a study on the understanding
of informed consent was conducted in Nigeria, showing
that almost half of the married women wanted to talk to
their husbands before giving consent [15].

It would be advisable to consider sending the consent
form to the tested subject (by post) before their genetic
counselling appointment. This would give them time
to prepare for the questions, talk to the family, and ask
about any uncertainties during the consultation. Our
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patients are often pressed for time as they have other
appointments at the IOL or elsewhere. The benefit of
providing the consent form in advance would be greater
preparedness on the patients side. Paradoxically, such an
approach could also lead to greater levels of confusion
in patients misinformed by their relatives and friends
prior to genetic consultation. Implementation of such an
approach should therefore be undertaken with caution as
it might prove counterproductive and may lead to longer
counselling sessions.

Some researchers, e.g. Bunnik et al. [16] question what
oncologists can learn from the consent form developed
by clinical geneticists, particularly the importance of
explaining the possible results of genetic testing and
patients’ expectations. In 2017, Samuel et al. [7] pub-
lished a study assessing how much effort healthcare pro-
fessionals put into patients’ understanding of the consent
form in clinical genetics based on in-depth interviews
and focus groups. In addition, Fowler et al. [4] looked
at differences between consent forms from eighteen
laboratories. They concluded that standardisation of the
informed consent form and its consistent use might help
to improve doctor-patient communication and increase
understanding of the importance of genetic testing.

Conclusion

The present study is the first in Slovenia to examine the
decisions made by patients before cancer genetic testing,
as recorded in their informed consent forms. We were
interested in how patients make decisions regarding the
storage of biological material, participation in interna-
tional databases, reporting secondary findings, and com-
municating results to their relatives. Considerable time is
spent on these topics in the pre-genetic consultation, and
this area has stringent legislation.

Considering the survey results, it can be stated with
certainty that the patients are well informed about the
consent form. In addition to explaining the procedure,
the clinical geneticist reiterates the most important infor-
mation to the patient when completing the form.

Implementing the GDPR in the European Union [17]
has also made involving individuals in domestic and
foreign research much more challenging. It requires
a lengthy consent procedure, and the forms used by
domestic and foreign research institutions are complex,
lengthy and often incomprehensible to patients. It is
questionable whether patients even read and understand
them thoroughly.

Nevertheless, as our survey shows, most patients are
willing (more than 98%) to participate in international
databases. In addition, during the consultation, some
oncology patients emphasise their wish to contribute to
better treatment by participating in cancer research in
the future. It is, therefore, essential that, while adequately

Page 8 of 9

protecting the subject’s interests, we do not make it dif-
ficult for them to participate in international databases
projects by providing inadequate information or inappro-
priately drafted consent forms.

As laws, regulations, conventions, ethical principles,
and the profession change over time, so will the informed
consent form. Therefore, regardless of whether or not the
number of statements to which the subject is asked to
consent increases, the clinical geneticist or genetic coun-
sellor must always be professional and well prepared to
the extent that he/she can explain the meaning of genetic
testing and the completion of consent to the subject in
the most appropriate and non-judgemental way possible.

In a future study, it would be helpful to explore the
area of informed consent in more depth using qualitative
methods. In addition to those who consented to genetic
analysis, patients who refused to consent should also be
included. Semi-structured interviews could be used to
understand the problem’s complexity. This method is
probably more suitable than focus groups, since the topic
is highly sensitive and very personal and patients might
be reluctant to share their views in a group setting. We
would be interested in their concerns, attitudes, opin-
ions, values, motivations and possibly ethical, moral or
cultural differences. It would be valuable to see, what
reasons patients have either to consent or refuse sharing
their data.
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