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Summary

STUDY AIMS: Little is known about the factors influencing patients’ response and decision rates to
requests for general consent, designed to cover the use of health-related personal data and bio-
logical samples, in tertiary university hospitals. As such, we first sought to evaluate different gener-
al consent administration modes implemented at Lausanne University Hospital between December
2012 and April 2022, based on the following indicators (i) information rates, (ii) response rates and
(iii) consent rates. The second objective of the study was to assess patients’ understanding, pref-
erences, needs and expectations regarding the content, form and mode of administration of gener-
al consent.

METHODS: This mixed-methods study comprised two phases. First, we analysed retrospective ad-
ministrative data and general consent-related information from 178,223 adult patients who had
been informed about general consent. Second, we analysed 2445 anonymised questionnaires
mailed to patients as well as 4737 patient communications, and conducted 32 semi-structured tel-
ephone interviews.

RESULTS: The information-provision mode and clinical context influence patients’ response to
general consent.Oral information given by healthcare providers within medical departments is the
most effective way of informing patients and making them reach a decision about granting general
consent. However, 73.3% of questionnaire respondents considered that written information sup-
ported by a hotline is sufficient. Patients referred to the emergency room, following an accident for
example, are less likely to respond to and grant general consent. Even though most respondents
claim to fully grasp the information material, some topics seem less well understood and require
additional explanations, such as the use of health-related personal data and biological samples in
external institutions and the consequences of not replying to general consent.

CONCLUSIONS: The study provides an accurate data-driven depiction of how general consent ad-
ministration methods and clinical contexts impact patients' response and decision rates, as well as
an assessment of patients’ understanding and needs concerning general consent information.
These data allow us to confirm the validity of several practices, draw lessons and propose prag-
matic recommendations to optimise general consent administration in hospitals, specifically: 1)
Promote general consent information provision before or during the hospital visit or stay, 2) If a pa-
tient has not replied to general consent, repeat the information in a more favourable clinical con-
text, 3) Diversify information channels and explore digital options for more-personalised and adap-
ted information, 4) Simplify, clarify and illustrate general consent documentation with concrete ex-
amples of research enabled by general consent.
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Introduction

General consent for research is a form of informed consent by which individuals grant permission
for the secondary use of their health-related personal data and biological samples in yet-to-be-de-
fined research projects. General consent covers all data and samples collected during hospital vis-
its and stays (both before and after accepting and signing the consent form), but precludes the
collection of additional samples for research for which additional and specific informed consent is
necessary. Even though researchers are legally required to provide participants with information
and consent documents that are clear and understandable, these documents are often lengthy and
complex, hindering patients’ understanding, informed choice and recall of their decision [1-6].
General consent has the particularity that future studies are not yet defined, and therefore the in-
formation provided at the time of the consent request can only be generic.

General consent has been implemented at Lausanne University Hospital (CHUV) since No-
vember 2012 [7] and in the other Swiss university hospitals since 2014, as a consequence of the
entry into force of the Federal Act on Research involving Human Beings (Human Research Act / SR
810.30) [8]. At CHUV, the current general consent form includes two questions: the first is about
secondary use of health-related personal data and biological samples, the second is about partici-
pation in the genomic biobank of the hospital (supplementary document 3 in the appendix). Re-
gardless of its evolution over time, the aim of general consent at CHUV has remained the same,
namely to facilitate research, while providing patients with sufficient clear information to allow
them to make an informed decision. However, the modes of general consent administration and
the forms used to document patients’ general consent have undergone several modifications.

There is evidence that medical and demographic factors influence the way patients respond
to general consent [9], including some ambiguous findings. In an early analysis conducted in 2017,
CHUV reported that the consent rate was declining progressively with age. Moreover, women, pa-
tients born outside Switzerland and patients admitted through the emergency ward were less likely
to consent [7]. More recently, Zurich University Hospital also observed that women are less likely
to grant general consent, whereas age, a higher frequency of hospital visits and multiple diagnoses
were associated with an increased decision rate [10]. Similar results were reported in Geneva Uni-
versity Hospital: people more prone to grant general consent were older, had more comorbidities,
were of higher socioeconomic status and were more often of Swiss nationality [11]. We observed
that the number of patients informed about general consent and response rates also fluctuated de-
pending on the modes of administration. However, overall, evidence regarding the impact of the
mode of general consent administration on patients’ decision-making is limited [12]. Our study
aims to fill this knowledge gap and illustrate the influence of the clinical context.

The first objective of the study was to identify the factors impacting the response and the
rate of general consent, in particular the influence of general consent administration modes imple-
mented at CHUV between December 2012 and April 2022. The second objective was to evaluate
patients’ understanding, preferences, needs and expectations concerning the content, format and
administration of general consent. Overall, the results of this study provide a solid base on which
pragmatic recommendations can be drawn on how to optimise general consent content and how
the information is administered.

Materials and methods

This was a mixed-methods study, including quantitative and qualitative analysis.

Data sources

The evaluation of factors impacting the response and consent rate to general consent relies on ad-
ministrative data and general consent-associated data from 178,223 adult patients informed about
general consent, collected at CHUV from December 2012 to April 2022. Data were extracted from
three existing institutional administrative databases by the CHUV IT division team. During this peri-
od, general consent was gradually implemented in adult hospital departments, culminating in 2019
with systematic general consent information provided to adult inpatients and outpatients, except
for those visiting the Psychiatric Department. A single research database was created after an iter-
ative process of data extractions and data management, a check of data consistency and removal
of duplicates. Random spot checks were undertaken to ensure data quality after this process. Be-
fore the statistical analysis, it became clear that certain variables had a very large number of cate-
gories, some of which had very few observations. As a result, the categories of certain variables
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were grouped. Subsequently, during logistic regression modelling, several observations had to be
excluded and variables dropped in order for model assumptions to be respected and to ensure that
the models could converge. In particular, all variable categories with fewer than 50 observations
were dropped as the odds ratios for these categories were very unstable.

The database created for this study will be kept on CHUV's secure server for 20 years after
the publication of the study, then destroyed.

The assessment of patients' understanding, preferences, needs and expectations regarding
general consent is based on data collected via three channels: 2445 anonymous questionnaires,
32 semi-structured interviews and 4737 patient communications:

Questionnaire: A 36-item 6-page questionnaire was developed by the study team. It was
sub-divided into 3 sections: demographic information; self-assessed comprehension; and needs
and expectations relating to the information (supplementary document 1in the appendix). Question
types were multiple-choice, scale and open-ended. During a 3-month period (1 March 2022 - 3
June 2022), the paper questionnaire was added to the general consent documents that are sys-
tematically mailed to adult patients who visit CHUV. An electronic form was also available via a QR
code. The French version of the questionnaire was mailed and various languages were available
upon request (German, ltalian, English, Spanish and Portuguese). Only the English version was re-
quested. The questionnaire explored respondents’ understanding as well as their needs and ex-
pectations regarding the content, format and administration of general consent. Data from the pa-
per questionnaires were manually entered into an electronic REDCap® database. The question-
naire was anonymous.

Semi-structured interviews: Given that individuals not returning a general consent decision
(non-responders) were very unlikely to answer the questionnaire, a random sample of individuals
who did not fill in the general consent form after the reminder was selected based on their age, sex
and whether they received general consent information before or after the hospital visit/stay.
These individuals were invited to participate, on a voluntary basis, in a semi-structured phone in-
terview during which researchers probed participants about their recall of the information re-
ceived, their understanding, and their needs and expectations about this information. In total, 32
interviews were conducted in July and August 2022 and in May and June 2023, with 15 women (6
aged 18-42, 9 aged 43-67) and 17 men (6 aged 18-42, 10 aged 43-67 and 1 aged 68-90). Discus-
sions were conducted according to the interview guide (supplementary document 2 in the appen-
dix), recorded, transcribed verbatim and anonymised. All recordings were destroyed and the tran-
scripts were archived.

Patient communications (hotline phone calls, e-mails and patient letters) received at the Re-
search Consent Unit are systematically summarised in a dedicated database.We extracted the
notes taken during the period from 15 May 2020 to 7 March 2023, and analysed them.

Data analysis

Quantitative analyses

Quantitative analyses were conducted on the retrospective dataset (December 2012 - April 2022)
to identify factors impacting response and decision about general consent using logistic mixed-ef-
fect regression models.
The modalities of general consent administration were as follows:
- Modality 1: general consent oral presentation by staff dedicated to general consent (Dec 2012
- Oct 2016),
— Modality 2: general consent oral presentation by medical doctors, nurses or administrative
staff within the wards (Since Sep 2014),
— Modality 3: Information by mail before visit/hospitalisation, with or without reminder letter
(Since Oct 2016),
- Modality 4: Information by mail after visit/hospitalisation, with or without reminder letter (Since
Oct 2016).
General consent modality, version, status for information reiteration (once or more than once), age,
sex, marital status, religious affiliation, country of citizenship, type of visit (outpatient, inpatient or
emergency), reason for care (iliness or accident) were introduced as fixed effects, and medical
units as a random effect. After relevant groupings, small categories (fewer than 50 patients) were
excluded (corresponding to 315 participants). Forest plots of odds ratios and 95% confidence in-
tervals are presented. It was assumed that the effect of each variable is the same across all cate-
gories. We assumed that there are no interactions between the different variables in the model. No
correction for multiplicity of tests was applied. Due to the large number of variables and for reada-
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bility reasons, only those relevant to the discussion are displayed in figure 1. All analysed variables
are available in figure S1in the appendix. Missing values were considered to occur completely at
random.

Figure 1: Logistic regression of response rate among informed patients (A) and consent rate among responders (B). The num-
ber of values for each category is shown in brackets. References are visible on the figure with an odds ratio value of 1and no
confidential interval. Response rate was modelled among informed patients and consent rate was modelled among patients
who responded to general consent. Modality 1: General consent oral presentation by staff dedicated to general consent; Modal-
ity 2: General consent oral presentation by medical doctors, nurses or administrative staff within wards; Modality 3: Information
by mail before visit/hospitalisation, with or without reminder letter; Modality 4: Information by mail after visit/hospitalisation,
with or without reminder letter.
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Descriptive statistics were performed to present the results of the questionnaire, applied to an-
swers to queries and Likert scale data; mainly counts and percentages. All quantitative statistical
analyses were performed with R 4.1.3 and 4.5.1. No weighting for underrepresentation of certain
groups of patients was applied.

Qualitative analyses

Qualitative data collected via the questionnaire, semi-structured interviews and patient communi-
cations were analysed using the thematic content analysis method of Braun V and Clarke V [13],
chosen for its flexibility and suitability in capturing complex, subjective experiences. This method
entails an iterative process in which two researchers independently familiarise themselves with the
data prior to coding them to identify interesting recurring content. To enhance the credibility and
trustworthiness of the findings, discrepancies between coders were resolved through discussion
and consensus. Data coding and analysis were performed using MAXQDA (Analytics Pro 2022) to
help organise data and facilitate interdisciplinary exchange between researchers. In the Results
section, the number of occurrences per theme are indicated as well as the total number of occur-
rences for one question. The total number of occurrences excludes answers with no relevance to
the question. This clarification is provided to ensure methodological transparency and prevent any
misinterpretation of the results.
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Ethics approval and consent to participate

This study was conducted in compliance with the Helsinki Declaration. According to its aims, the
study is a quality project and so falls outside the scope of the Swiss research legislation (the Hu-
man Research Act), which applies to research concerning human diseases, and the structure and
function of the human body (see article 2). As such, Swiss research legislation and institutional
guidelines waive the requirement for approval by an Ethics Committee.

Furthermore, to process this monitoring study, the dataset constituted with mainly adminis-
trative data of patients was anonymised to comply with the applicable data protection legislation.
Given the type of study and the anonymisation of data, patient consent was not required. Data
concerning patients’ understanding and opinions about general consent documents and modalities
were collected on a voluntary basis through anonymised questionnaires and interviews.

The institutional Legal Department formally confirmed that this study is exempt from Ethics
Committee authorisation in compliance with Swiss legislation and institutional guidelines, as well as
from patient consent.

Nonetheless, before starting, we informed the cantonal ethics committee for research in-
volving humans (CER-VD) about this study.

Results

Patient characteristics

Sample for the evaluation of factors impacting the response and consent rate to general consent

To be able to determine the factors influencing the response and consent rate, a database was
created as described in “Materials and methods". Several observations were excluded, as shown in
the patient selection chart (figure 2). This results from complexities associated with how data were
recorded and anomalies in the information process. In total 36,712 (17%) observations were exclu-
ded from the initial extraction file (n = 214,935) for various reasons, resulting in the final database
containing 178,223 observations. The descriptive analysis of the database is available in table S1in
the appendix.
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Figure 2: Patient selection chart used to create a single research database containing 178,223 observations for the quantitative
analysis. In total, 36,712 (17%) observations were excluded resulting from data cleaning from the initial extraction file (n =
214,935); exclusion was linked to various reasons resulting in a database. A summary of the reasons for exclusion of variables
is provided in the flowchart.

214'935 patients informed
about general consent

8822 — incoherent modality

1716 — minors

1861 —incomplete status

457 — informed after positionning

2 — test patients

62 — duplicates

657 —never informed about GC

4684 —unclassified

5244 — reflexion period

12'984 — external department

155 —laboratories visites

68 — civil status undertermined

178'233 patients after data
cleaning
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Questionnaire sample

The questionnaire was mailed to 13,798 adult patients of CHUV between 1 March and 3 June 2022.
The research team accepted returned questionnaires (paper 92% and electronic 8%) until 3 Au-
gust 2022. During this period, 2616 questionnaires were returned (response rate: 19%). In compari-
son, the response rate to general consent forms over the same period (i.e. individuals who provi-
ded a response to the general consent request) was 46%. Among the returned questionnaires,
6.5% (171) had to be excluded (incomplete electronic records [n = 86]; only the administrative part
of the questionnaire completed [n = 75]; fewer than 5 items of the questionnaire filled in [n = 9];
questionnaire completed by a minor [n = 1]), which resulted in the inclusion in the analysis of 2445
questionnaires of different levels of completeness (providing a consolidated response rate of 18%).
Among questionnaire respondents, 36% identified as male, 48% as female and 16% did not speci-
fy sex. The average age was 51 and most questionnaire respondents were identified as patients
(80%). The descriptive table of questionnaire respondents as well as questionnaire results are ex-
tensively reported in tables S2 and S5 in the appendix.

Based on the responses to question 8 of the questionnaire (How did you fill in/do you think
to fill in general consent form), we observed that patients who stated in the questionnaire that they
responded to or intended to respond to the general consent request were overrepresented. This
overrepresentation was particularly pronounced for individuals who stated that they would agree
to the secondary use of their health-related personal data and biological material: 70% of the
questionnaire respondents indicated that they intended to or had consented while the observed
actual consent rate among those informed about general consent in the same period is 34%. In
contrast, questionnaire respondents who stated they did not intend to respond to general consent
(2% of questionnaire respondents) or would refuse (5% of questionnaire respondents) were drasti-
cally underrepresented, when compared to the population who received the questionnaire accom-
panying general consent documents (54% non-respondents and 11% refusers) (table S6). Due to
this lack of representation of non-respondents, a random sample of individuals who did not fill in
the general consent form was selected and interviewed, as described in the “Materials and meth-
ods"” section. Although individuals who declined general consent were underrepresented among
questionnaire respondents, engaging this group was not feasible, as it would have required con-
tacting those who had refused general consent.

Factors influencing response and consent rate

The quantitative analyses conducted on factors influencing patients’ response revealed that most
variables related to general consent administration, to hospital visit/stay and to patient demograph-
ics impact the odds for responding to general consent and consenting to secondary use of health-
related personal data and biological samples (figure S1, tables S3 and S4 in the appendix).

The way general consent information is administered is associated with various response
and consent rates. In-person oral presentation by staff of the unit/ward (modality 2) is associated
with the highest odds for responding and consenting to the secondary use of health-related per-
sonal data and biological samples (compared to modality 1: oral presentation by dedicated staff):
adjusted odds ratio (aOR) = 4.44, p <0.001, for responding and aOR = 1.58, p <0.001) for consent-
ing. In contrast, written information sent by mail before (modality 3) or after (modality 4) the visit/
hospitalisation is associated with the lowest odds for responding and consenting: modality 3 vs
modality 1, aOR = 0.12, p <0.001 for responding and aOR = 0.92, p = 0.018 for consenting; and mo-
dality 4 vs modality 1, aOR = 0.07, p <0.001 for responding and aOR = 0.89, p <0.001 for consent-
ing (figure 2A illustrates the logistic regression of response rate among informed patients, and fig-
ure 2B illustrates consent rates among responders).

Inpatients are more likely to respond to general consent than outpatients (aOR = 110, p =
0.001) and emergency patients (aOR = 0.87, p <0.01); however, outpatients are the most likely to
grant general consent. Emergency patients are less prone to respond and grant general consent.
This is related to the fact that patients whose type of visit/stay is categorised as “iliness" are more
prone to respond to and grant general consent than those categorised as “accident” (aOR = 1.23, p
<0.001 and aOR = 1.24, p <0.01, respectively) since these patients often enter via the emergency
room.

Compared to patients informed once (with the first mailing +/- the reminder letter), those in-
formed multiple times are less prone to respond (aOR = 0.41, p <0.02) and grant general consent
(aOR = 0.83, p <0.001). Patients were informed multiple times because either they did not respond
before April 2019 and were informed again when the new general consent management applica-
tion was implemented or they did not reply to the first version of general consent and were in-
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formed again when the version changed. The same trend in response and consent rate is ob-
served when analysing the effect of the reminder letter. During the period from January 2018 to
April 2020, 39% of patients made their decision after receiving the information by a single mail. In
May 2020, a reminder letter was introduced and sent 6 weeks after the initial information letter if
the patient had not responded. During the following period, 55% of patients made their decision
when receiving general consent information by mail, which suggests that despite a lower overall
consent rate in responders during the latter period (76% vs 81%), the reminder mailing was fol-
lowed by a 16% increase in overall response rate among informed patients.

Patients’ self-assessed comprehension of general consent information

Using a series of 12 statements (questions 9-10 and 14-23; questions 11-13 concerning the genom-
ic biobank are not discussed in this article), questionnaire respondents were asked to indicate the
extent to which they understood the information provided on a Likert scale of 1 “I didn't under-
stand” to 5 “l understood”. Most questionnaire respondents (60%, n = 1454) indicated that they un-
derstood all these statements, rating a score of 5 for each statement. Similarly, when asked on a
scale of 1to 10 whether they easily understood the general consent documents (Q25), 89% (n =
2060) of respondents gave a rating greater than 8, with 59.7% (n = 1378) giving the maximal score
(table S5 in the appendix). An analysis to compare the understanding of acceptors’, refusers’ and
non-responders’ groups was not statistically possible, since the questionnaire return rate of the
non-responders and refusers was too low.

While most questionnaire respondents self-assessed complete understanding of general
consent information, we identified some topics with varying levels of understanding (figure 3). The
greatest variability in understanding is related to (i) the use of health-related personal data and bio-
logical material collected in the past and the future, (ii) the use of samples and data by public and
private entities, and (iii) the use of samples and data in Switzerland and abroad. The possibility
that, in cases of non-response, health-related personal data and biological samples may excep-
tionally be used for research under Article 34 of the Swiss Human Research Act - outlining how
permission to use data and samples from non-respondents can be granted — remains a subject for
which patients’ and questionnaire respondents’ understanding is limited.
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Figure 3: Self-assessed comprehension of general consent information. Using a series of 12 statements (questions 9-10 and
14-23; questions 11-13 concerning the genomic biobank are not illustrated in this figure), questionnaire respondents were
asked to indicate the extent to which they understood the information provided on a Likert scale of 1"l didn't understand” to 5
"l understood"”. Ratings of people who did not rate 5 to all comprehension questions are illustrated (n = 991 patients). “Missing"”
means no response.

M Missing B 1 W 2 W 3 @ 4 O 5

Clinical data and biological samples
collected during my care are available to researchers.

My decision concerns data and samples
collected in the past and the future.

My samples/data can be used in studies conducted
at CHUV or in other public or private institutions.

Data and samples can be transmitted
to investigators in Switzerland or abroad.

The investigators that receive data
and samples won't know my identity.

| might be recontacted if results relevant
for my health are discovered.
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but | can change my mind at any time.
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without giving a reason.
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for research, | can say No .

If | say No, this will not have any consequence
on the care | will receive.
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an exceptional basis, my data and samples can be used.

If | have questions, | can call the hotline, look at
the website or discuss with a medical doctor or nurse.
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Examination of the 4737 patient communications data revealed several recurring questions from
patients: 350 people asked why they had received this consent form, 320 needed help under-
standing the information and completing the form and 220 asked whether they had to complete
the general consent form considering they felt too old, too sick or misunderstood the scope of the
consent. Individual interviews confirmed that the reason why a patient receives general consent
needs to be better explained as well as the existence of a provision whereby data may still be used
in specific circumstances in case of non-response (i.e. that under Article 34 of the Swiss Human
Research Act, permission to use the data may still be granted in some cases).

Main sources of concern for patients

When questionnaire respondents were asked whether they were concerned about some aspects
of general consent information (Q31), the majority responded that they were not (91.4%, n = 2149)
(table S5). Among respondents who indicated having concerns (8.6%, n = 203), 3 themes recurred
in the comments. The first concern was the use of health-related personal data and biological ma-
terial in the private sector (59/175 occurrences). The second concern was the fact that biological
samples and health-related data could be shared with institutions in a foreign country (32/175 oc-
currences). The third concern was data protection (how data are stored, the level of protection, the
risk of hacking, ...) with 25/175 occurrences.
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Preferences about general consent information modalities and timing

When asked about the best way to receive information about general consent (Q29), 73.3% of the
questionnaire respondents (n = 1677) stated that the printed materials, the website and support op-
tions offered by the hospital are sufficient to make an informed decision, while 26.7% (n = 611) of
respondents would appreciate an oral presentation. When asked who should provide oral informa-
tion, the preference goes to a medical doctor (38.2%), followed by a general consent team mem-
ber (26.6%), a nurse (25.9%) and, lastly, a member of the admission office (14.3%) (table S5).

Concerning the best moment to receive general consent information (Q33), opinions vary.
We observe a slight preference for the option “during the stay or visit” compared to “after the stay
or visit” and “before the stay or visit” (33.3% of questionnaire respondents vs 29.8% and 24.5%,
respectively) (table S5). When examining the reasons why respondents prefer to receive the infor-
mation during their stay or visit, the main motivations are that it is the best moment to ask/clarify
certain points with hospital staff (98/227 occurrences) and that patients have time while waiting at
the hospital (77/227 occurrences).

Evaluation of the layout and presentation of general consent information

Questionnaire respondents were asked to rate the presentation and layout of general consent in-
formation on a scale of 1to 10 (Q24). The majority rated the presentation and layout positively, with
88% using scores of 8 or more (n = 2038).

Respondents were also probed on whether they felt any information was missing from the
documentation (Q26). The overwhelming majority, 93.1% (n = 2137), considered that there was no
information missing from the documentation. Among respondents indicating that information was
missing, comments were made on the type of research to be conducted with their health-related
personal data and biological material, as well as on the need to show examples of research being
done with general consent (31/110 occurrences). Some respondents mentioned that they would like
to have more information on research being done in the private sector and abroad (15/110 occur-
rences). Details on how health-related data and biological samples are protected would also be ap-
preciated (14/110 occurrences).

During individual interviews, several suggestions for improvement were raised, such as sim-
plifying the information to make it more understandable and accessible, illustrating the importance
of general consent by referring to concrete examples of research projects carried out within the
framework of general consent and clarifying the consequences of not responding to general con-
sent.

Most questionnaire respondents (94.4%, n = 2241) stated that general consent documents
were sufficient to make a decision (Q28). Of those who needed more information (n = 132), 45.4%
(n = 60) indicated that they wanted to discuss the topic with a relative and 20.5% (n = 27) wanted
to discuss it with their doctor or nurse (table S5).

Willingness to participate in research and overall satisfaction with information received

When asked to rate the importance of contributing to research on a scale from 1 “Not at all” to 10
“It's essential” (Q34), an overwhelming majority of questionnaire respondents (89.1%, n = 2068)
answered towards the positive end of the scale (greater than 8).

When asked why it is important to contribute to research, the two most prevalent reasons
were civic duties (567/647 occurrences) and a personal involvement in medical research (student,
physician, researcher in the family, ...) (47/647 occurrences).

88% (n = 2044) of the respondents were satisfied with the information received on general
consent, rating satisfaction at more than 8 on a scale from 1 to 10 (Q35). Two questions sought
suggestions on enhancing the clarity and comprehensibility of the documents (Q27) and improving
how patients are informed about general consent (Q36). Among 406 suggestions, 130 emphasised
the need to simplify the documents and make them more concise. While 86 respondents would
like to have oral information during their visit/stay at the hospital and have human contact, 34 re-
spondents were interested in a more electronic process. In line with observations reported above,
19 respondents emphasised the importance of providing examples of research conducted within
the framework of the general consent.
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Discussion

Factors predicting response and consent

Our quantitative analyses spanning over a decade of general consent practice at a university terti-
ary hospital reveal that information modalities, as well as the context of the patient's visit, influence
response and consent rates.

The quantitative analyses highlight that oral information provided by hospital unit staff dur-
ing the patient's stay/visit is associated with the highest likelihood of responding to and granting
general consent. The questionnaire data also show a slight preference for receiving general con-
sent information during the hospital stay/visit as it provides an opportunity to ask questions, and
because patients often have waiting time in hospital that could be used wisely to be informed
about general consent. These results are aligned with previous studies demonstrating that pa-
tients' preferences regarding the use of their samples and health-related data in research is influ-
enced by relational considerations [4].

Patients whose visit/stay is classified as emergency and patients whose visit/stay is related
to an accident are less likely to grant general consent than patients presenting at the hospital for a
scheduled appointment and patients whose visit is related to an illness. The unforeseen situation,
concomitant stress and possibly a temporary incapacity to discern create an unfavourable context
for making decisions regarding general consent. This may be a barrier to a representative engage-
ment of patients in research conducted in critical care or emergency units. Repeating general con-
sent information in a more favourable clinical context may increase the chances of obtaining a re-
sponse to general consent request.

A decision to participate in research initiatives depends on the patients' trust towards the
hospital and their staff [9, 14-16]. Over time, the trust relationship of a patient with the hospital may
change, as well as the context of their care or the reason for the visit (transition from an acute epi-
sode to a chronic illness, repeated hospital stays, scheduled versus emergency stay, etc), their in-
terest in research and general consent might change accordingly.

We also observed that the probability of responding and granting consent is influenced by
the patient's sociodemographic profile (sex, age, religion, nationality and marital status), which will
not be discussed in more detail as it has been described in several previous studies [7, 9-11]. It
does, however, question the representativeness of people included in research projects conducted
using data covered by general consent. As previously reported, the extent to which patients under-
stand information and consent documents influences the response and consent rates [17]. Offering
multiple ways to inform patients about general consent might be a solution to better reach the di-
verse patient profiles and increase the variety of patients responding to general consent. Several
studies reported that users’ comprehension improved when an e-consent medium was used [18].
The potential of digital solutions that provide flexible and tailored information for patients, such as
dynamic consent platforms [19], needs to be explored with the help of patients and researchers.
However, digitisation of the consent process should be thought of as a complement to improve pa-
tient autonomy and understanding, not as a substitute for human interaction [20].

Patients’ preferences about general consent documents

Most questionnaire respondents stated that the printed material, website and support options of-
fered (hotline and e-mail) are sufficient to help them make their decision. However, the analysis of
the questionnaires, interviews and patient communications reveals that the information brochure
should be more concise, easier to understand and more attractive. Examples of research made
possible by general consent would also be greatly appreciated. Additionally, individual interviews
showed that the reason why patients receive general consent and the consequences of not re-
sponding need to be better explained.

Furthermore, the questionnaire revealed that the questions concerning the use of health-re-
lated personal data and biological material by the private sector and/or abroad were also those that
raised most concerns. As previously reported, the main concerns when deciding whether to grant
general consent are lack of trust, data privacy and an objection to profit-making through the use of
health-related data [21-24]. Emphasising the patient-centred benefit of this third-party use of
health-related personal data and biological material, as well as better communication about the
means used to protect privacy may help patients feel more comfortable about sharing their data
with researchers from the private sector or abroad [25]. Furthermore, digital dynamic consent plat-
forms offering transparency and more consent choices may offer patients greater confidence and
peace of mind in their choices [24, 26].
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We should keep in mind that, even though a random sample of individuals that did not fill in
the general consent form was selected for interviews, most respondents in the three qualitative
models were favourable towards general consent, meaning that the interpretation of the data dis-
cussed must be taken with caution.

Limitations of the study

The large sample size gives the results their strength, but it could also lead to some effects ap-
pearing statistically significant without representing an operationally relevant difference. In addi-
tion, data are based on administrative data extracted from hospital databases. Although efforts
have been made to ensure that these data are collected accurately (through iterative quality
checks), some inaccuracies may persist due to data entry errors, despite careful data consistency
and data cleaning checks when deriving the analysis dataset.

The extended duration of data collection — over 10 years — cannot exclude a time effect. In-
tercurrent events, such as the SARS-CoV-2 pandemic, could have influenced perceptions of the
healthcare system and biomedical research, and therefore the reception of information on general
consent by patients [24] .

Questionnaire respondents displayed a recruitment bias: patients who responded to general
consent were overrepresented, particularly those who granted general consent. In contrast, non-
respondents to general consent and general consent refusers were severely underrepresented,
something that cannot be compensated for by statistical methods. Furthermore, the questionnaire
was distributed only via mailings to patients receiving general consent via modality 1, which may
influence some responses. Therefore, the data collected via the questionnaire must be interpreted
with caution as respondents’ profile reveals a specific population that is generally favourable to-
wards research and general consent.

Conclusion

The results presented in this study are based on a substantial volume of information. These data

allowed us to confirm the validity of several practices, draw lessons from more than ten years of

experience in the field of general consent and propose four practical recommendations for general

consent practice:

— Promote general consent information before or during the hospital visit or stay, whether in
written or oral form.

- If a patient has not replied to the general consent request, repeat the information in a more fa-
vourable clinical context.

— Diversify information channels and explore digital options to offer more-personalised and
adapted information.

- Simplify, clarify and illustrate general consent documentation with concrete examples of re-
search carried out using general consent.

These recommendations should help increase the number of patients properly informed and there-

fore patients who complete the general consent form. Indeed, if modalities of general consent ad-

ministration are adapted according to patients’ needs and preferences, and if the content and for-

mat of the information allow for better understanding of general consent, we assume that the re-

sponse rate will increase and, more importantly, so will the rate of truly informed and autonomous

decisions.

This study focused on patients' perspectives on general consent information within a broad-
er institutional approach to patient and public involvement and engagement. The relatively high re-
sponse rate to the questionnaire suggests that many patients value the idea of improving under-
standing of the consent request and legitimise its informed and well-understood nature. It is essen-
tial to involve patients in the development of general consent and in the establishment of guide-
lines relating to its administration.

Availability of data and materials

The datasets generated and analysed during the current study were deposited under restricted ac-
cess in the institutional repository of CHUV due to the sensitive nature of the data. Metadata are
publicly available on Zenodo and accessible via the DOI provided in the dataset reference (https://
doi.org/10.5281/zenodo.15683552). Access to the data may be granted upon reasonable request to
the Principal Investigator and is subject to a data transfer and use agreement.
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Appendix

Supplementary Table 1: Statistic description of the sample for the evaluation of factors impacting the

GC response and consent rate

Modality 1 Modality 2 Modality 3 Modality 4 Overall
(N=25134) (N=4666) (N=41706) (N=106717) (N=178223)
GC positioning
No 1685 (6.7%) 32 (0.7%) 12030 (28.8%) 47588 (44.6%) 61335 (34.4%)

Yes

Consent secondary use

No

Yes

Missing
Age

Mean (SD)

Median [Min, Max]

Age category
18-29
30-39
40-49
50-59
60-69
70-79
>80

Gender
F
M

Civil status
Single
Divorced
Married
Separated
Widowed
Missing

Type of visit
Out patient
Inpatient
Emergency
Missing

Reason for care

Accident

lliness

Missing
Department

23449 (93.3%)

3906 (15.5%)
19543 (77.8%)
1685 (6.7%)

57.9 (19.1)

60.0 [18.0, 102]

2419 (9.6%)
2872 (11.4%)
3049 (12.1%)
4082 (16.2%)
4674 (18.6%)
4541 (18.1%)
3497 (13.9%)

11748 (46.7%)
13386 (53.3%)

4790 (19.1%)
3794 (15.1%)
12544 (49.9%)
819 (3.3%)
3171 (12.6%)
16 (0.1%)

8739 (34.8%)
15655 (62.3%)
76 (0.3%)
664 (2.6%)

2479 (9.9%)
21972 (87.4%)
683 (2.7%)

4634 (99.3%)

568 (12.2%)
4066 (87.1%)
32 (0.7%)

58.0 (17.6)
60.0 [18.0, 104]

396 (8.5%)
409 (8.8%)
576 (12.3%)
899 (19.3%)
985 (21.1%)
916 (19.6%)
485 (10.4%)

2585 (55.4%)
2081 (44.6%)

983 (21.1%)
754 (16.2%)
2314 (49.6%)
144 (3.1%)
466 (10.0%)
5 (0.1%)

3181 (68.2%)
1349 (28.9%)
36 (0.8%)
100 (2.1%)

60 (1.3%)
4505 (96.5%)
101 (2.2%)

29676 (71.2%)

5364 (12.9%)
24312 (58.3%)
12030 (28.8%)

51.9 (18.3)
52.0 [18.0, 104]

5658 (13.6%)
6516 (15.6%)
6519 (15.6%)
7781 (18.7%)
6771 (16.2%)
5732 (13.7%)
2729 (6.5%)

23036 (55.2%)
18670 (44.8%)

12386 (29.7%)
5251 (12.6%)

20148 (48.3%)
1215 (2.9%)

2592 (6.2%)
114 (0.3%)

40282 (96.6%)
1267 (3.0%)
67 (0.2%)
90 (0.2%)

4108 (9.9%)
36651 (87.9%)
947 (2.3%)

59129 (55.4%)

13196 (12.4%)
45933 (43.0%)
47588 (44.6%)

47.8 (19.0)
46.0 [18.0, 121]

21889 (20.5%)
21012 (19.7%)
16260 (15.2%)
17335 (16.2%)
12931 (12.1%)
10764 (10.1%)
6526 (6.1%)

59445 (55.7%)
47272 (44.3%)

40359 (37.8%)

11680 (10.9%)

45902 (43.0%)
2908 (2.7%)
5387 (5.0%)
481 (0.5%)

71188 (66.7%)

10977 (10.3%)

24539 (23.0%)
13 (0.0%)

15310 (14.3%)
89407 (83.8%)
2000 (1.9%)
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116888 (65.6%)

23034 (12.9%)
93854 (52.7%)
61335 (34.4%)

50.4 (19.2)
50.0 [18.0, 121]

30362 (17.0%)
30809 (17.3%)
26404 (14.8%)
30097 (16.9%)
25361 (14.2%)
21953 (12.3%)
13237 (7.4%)

96814 (54.3%)
81409 (45.7%)

58518 (32.8%)
21479 (12.1%)
80908 (45.4%)
5086 (2.9%)
11616 (6.5%)
616 (0.3%)

123390 (69.2%)

29248 (16.4%)

24718 (13.9%)
867 (0.5%)

21957 (12.3%)
152535 (85.6%)
3731 (2.1%)
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DAL_207
DC_202
DCI_225
DCV_212
Admin. DPT
Psychiatric DPT
DFME_213
DM_200
DMLP_210
DNC_208
DO_209
DRM_211
Missing

Confession
Other + invalid codes

Catholics
Jewish
Muslims
Orthodox
Protestants
None

Jehovah's witness

Missing

Citizenship

African
American
Asian
European
Oceania
Other/Stateless
Switzerland
Missing

Number of GC
information

1
2+

GC Version

GC 2020
GC CHUV
Missing

2459 (9.8%)
5944 (23.6%)
8426 (33.5%)
3517 (14.0%)
2 (0.0%)
12 (0.0%)
1598 (6.4%)
1107 (4.4%)
0 (0%)
1457 (5.8%)
481 (1.9%)
129 (0.5%)
2 (0.0%)

552 (2.2%)
9547 (38.0%)
69 (0.3%)
1262 (5.0%)
423 (1.7%)
8434 (33.6%)
2578 (10.3%)
77 (0.3%)
2192 (8.7%)

541 (2.2%)

456 (1.8%)

410 (1.6%)
5734 (22.8%)

11 (0.0%)

2 (0.0%)
17936 (71.4%)

44 (0.2%)

25134 (100%)
0 (0%)

0 (0%)
24649 (98.1%)
485 (1.9%)

286 (6.1%)
687 (14.7%)
811 (17.4%)
77 (1.7%)
0 (0%)
199 (4.3%)
561 (12.0%)
709 (15.2%)
0 (0%)
1082 (23.2%)
59 (1.3%)
134 (2.9%)
61 (1.3%)

111 (2.4%)
1758 (37.7%)
18 (0.4%)
176 (3.8%)
67 (1.4%)
1486 (31.8%)
604 (12.9%)
20 (0.4%)
426 (9.1%)

70 (1.5%)
73 (1.6%)
60 (1.3%)

929 (19.9%)
2 (0.0%)

0 (0%)

3518 (75.4%)
14 (0.3%)

4613 (98.9%)
53 (1.1%)

438 (9.4%)
4225 (90.5%)
3(0.1%)

9935 (23.8%)
7150 (17.1%)
547 (1.3%)
2836 (6.8%)
23 (0.1%)
72 (0.2%)
4125 (9.9%)
9879 (23.7%)
0 (0%)
3468 (8.3%)
2541 (6.1%)
708 (1.7%)
422 (1.0%)

1720 (4.1%)
14206 (34.1%)
93 (0.2%)
2595 (6.2%)
886 (2.1%)
10348 (24.8%)
6233 (14.9%)
121 (0.3%)
5504 (13.2%)

1336 (3.2%)
823 (2.0%)
1285 (3.1%)

9859 (23.6%)

18 (0.0%)
2 (0.0%)

28232 (67.7%)

151 (0.4%)

37259 (89.3%)
4447 (10.7%)

23550 (56.5%)
18156 (43.5%)
0 (0%)

19074 (17.9%)
12666 (11.9%)
25018 (23.4%)
6100 (5.7%)
1783 (1.7%)
125 (0.1%)
13297 (12.5%)
16215 (15.2%)
0 (0%)
5178 (4.9%)
2105 (2.0%)
4380 (4.1%)
776 (0.7%)

4126 (3.9%)
32707 (30.6%)
286 (0.3%)
7836 (7.3%)
2167 (2.0%)
21312 (20.0%)
18664 (17.5%)
240 (0.2%)
19379 (18.2%)

3758 (3.5%)
2758 (2.6%)
3470 (3.3%)
29035 (27.2%)
56 (0.1%)
11 (0.0%)
67038 (62.8%)
591 (0.6%)

100639 (94.3%)
6078 (5.7%)

93340 (87.5%)
13377 (12.5%)
0 (0%)

31754 (17.8%)
26447 (14.8%)
34802 (19.5%)
12530 (7.0%)
1808 (1.0%)
408 (0.2%)
19581 (11.0%)
27910 (15.7%)
0 (0%)
11185 (6.3%)
5186 (2.9%)
5351 (3.0%)
1261 (0.7%)

6509 (3.7%)
58218 (32.7%)
466 (0.3%)
11869 (6.7%)
3543 (2.0%)
41580 (23.3%)
28079 (15.8%)
458 (0.3%)
27501 (15.4%)

5705 (3.2%)
4110 (2.3%)
5225 (2.9%)

45557 (25.6%)

87 (0.0%)
15 (0.0%)

116724 (65.5%)

800 (0.4%)

167645 (94.1%)
10578 (5.9%)

117328 (65.8%)
60407 (33.9%)
488 (0.3%)
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Supplementary Table 2: Statistic description of the sample of questionnaire respondents

Overall
(N=2445)
Age
Mean (SD) 51.0 (18.8)
Median [Min, Max] 51.0[18.0, 99.0]
Missing 514 (21.0%)
Gender
Female 1181 (48.3%)
Male 882 (36.1%)
Missing 382 (15.6%)
Education
Other 81 (3.3%)
Federal certificate or diploma, ES (specialist school) 239 (9.8%)
Federal Certificate of Competence (CFC) 534 (21.8%)
Compulsory schooling 238 (9.7%)
HES (University of Applied Sciences), University, EPF (Federal Institute of Technology) 740 (30.3%)
Maturité (secondary school diploma) 182 (7.4%)
Missing 431 (17.6%)
Category
Other 45 (1.8%)
Patient 1946 (79.6%)
Friend or relative 25 (1.0%)
Missing 429 (17.5%)
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Supplementary Figure 1: Logistic regression of response rate among informed patients (A) and

consent rate among responders (B)

The number of values for each category is shown between brackets.

Modality 1: GC oral presentation by GC dedicated collaborators,

Modality 2: GC oral presentation by medical doctors, nurses or administrative collaborators within the
wards,

Modality 3: Information by mail prior to visit/hospitalization, with or without reminder letter,

Modality 4: Information by mail after visit/hospitalization, with or without reminder letter.
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Madality 1 (21859) - +

Modality 2 (4118) - |—0—|

Modality 3 (34913) - |-o-|
Modality 4 (84766) - |-o-|
Qutpatient (101656) - +
Inpatient (25038) - H
Emergency (18962) - H
Accident (16536) - +

liness (129120) - H

Informed one time +

(with or without reminder) (135964)
Informed multiple times _ H
due to system/version changes (9692)

VersionCG 2020 (93463) - +
VersionCG CHUV (52193) - H
Female (80374) - +
Male (65282) - H
Age 18-29 (22139) - +
Age 30-30 (24449) - H
Age 40-49 (21585) - H
Age 50-59 (25300) H
Age 60-69 (21950) - H
Age 70-70 (19043) - H
Age >80 (11190) - H
No religious affiliation (27337) - +
Other (6300) - H
Catholic (56228)- H
Jewish (450) - l—o—'
Muslim (11425) - H

Orthodox (3406) - |-o-|
Protestant (40066) - H

Jehova's witness (444) - | ~ _I

Switzerland (97987) - +

Africa (4519) - |-o-|

Americas (3251) =

|...|
Asia (3840) - |-o-|

Europe (36003) - H
Oceania (56) - '—0—1
Single (45147) - +
Divorced/Dissolution _ H
of registered partnership (18561)
Married/ _

Registered partnership (67674)
Separated (4358) -

Widowed (9916) - H

0.07 0.26 1.00 383
Odds Ratio
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Modality 1 (21277) =
Modality 2 (4094) -
Modality 3 (25330) -
Modality 4 (47880) -
Outpatient (68890) -
Inpatient (21091) -
Emergency (8600) -
Accident (9145) -

lliness (89436) -
Informed one time

(with or without reminder) (94537)
Informed multiple times _
due to system/version changes (4044)

VersionCG 2020 (52635) -
VersionCG CHUV (45946) -
Female (54231) -

Male (44350) -

Age 18-29 (11443) -

Age 30-39 (14632) -

Age 40-49 (13710) -

Age 50-59 (17783) -

Age 60-69 (17057) -

Age 70-79 (15411) -

Age >80 (8545) -

No religious affiliation (17579) -
Other (3721) -

Catholic (38324) -

Jewish (292) -

Muslim (5550) - |—0-|

Orthodox (1928) - |—.—|

Protestant (30873) -
Jehova's withess (314) - |—0—|

Switzerland (71517) =

Africa (1996) -

Americas (1662) -

Asia (1912) -

Europe (21460) -

Oceania (34) - I *

Single (26136) -

Divorced/Dissolution _

of registered partnership (13199)
Married/ _

Registered partnership (48862)

Separated (2751) -

Widowed (7633) -

e
[+l

-
-+
1.00 2.25
Odds Ratio
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Supplementary Table 3: Logistic regression of response rate among informed patients. Odds ratios,
95% confidence interval lower bounds (cinf) and 95% confidence interval upper bounds (csup) are

described. Number in brackets represent the total number of patients within each category.

Variable odds cinf csup
Modality 1 (21859) 1.00 1.00 1.00
Modality 2 (4118) 4.44 2.93 6.74
Modality 3 (34913) 0.12 0.11 0.14
Modality 4 (84766) 0.07 0.07 0.08
Outpatient (101656) 1.00 1.00 1.00
Inpatient (25038) 1.10 1.03 1.16
Emergency (18962) 0.87 0.82 0.92
Accident (16536) 1.00 1.00 1.00
lliness (129120) 1.23 1.17 1.28
Informed one time (with or without reminder) (135964) 1.00 1.00 1.00
Informed multiple times due to system/version changes (9692) 0.41 0.39 0.43
GC version 2020 (93463) 1.00 1.00 1.00
GC version CHUV (52193) 1.76 1.70 1.83
Female (80374) 1.00 1.00 1.00
Male (65282) 0.90 0.88 0.93
Age 18-29 (22139) 1.00 1.00 1.00
Age 30-39 (24449) 1.33 1.28 1.39
Age 40-49 (21585) 1.41 1.34 1.48
Age 50-59 (25300) 1.67 1.59 1.76
Age 60-69 (21950) 2.02 1.92 2.14
Age 70-79 (19043) 2.20 2.08 2.33
Age >80 (11190) 1.64 1.53 1.76
No religious affiliation (27337) 1.00 1.00 1.00
Other (6300) 0.79 0.75 0.85
Catholic (56228) 0.87 0.84 0.90
Jewish (450) 0.65 0.53 0.81
Muslim (11425) 0.54 0.52 0.57
Orthodox (3406) 0.67 0.62 0.73
Protestant (40066) 1.01 0.97 1.05
Jehovah's witness (444) 0.88 0.70 1.11
Switzerland (97987) 1.00 1.00 1.00
Africa (4519) 0.47 0.44 0.51
Americas (3251) 0.47 0.43 0.50
Asia (3840) 0.58 0.54 0.63
Europe (36003) 0.66 0.64 0.68
Oceania (56) 0.57 0.31 1.05
Single (45147) 1.00 1.00 1.00
Divorced/Dissolution of registered partnership (18561) 0.98 0.94 1.03
Married/Registered partnership (67674) 1.26 1.22 1.30
Separated (4358) 0.84 0.78 0.91
Widowed (9916) 0.96 0.90 1.03
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Supplementary Table 4: Logistic regression of consent rate among responders. Odds ratios, 95%
confidence interval lower bounds (cinf) and 95% confidence interval upper bounds (csup) are described.

Number in brackets represent the total number of patients within each category.

Variable odds cinf csup
Modality 1 (21277) 1.00 1.00 1.00
Modality 2 (4094) 1.58 1.40 1.77
Modality 3 (25330) 0.92 0.86 0.98
Modality 4 (47880) 0.89 0.83 0.95
Outpatient (68890) 1.00 1.00 1.00
Inpatient (21091) 0.88 0.83 0.94
Emergency (8600) 0.72 0.67 0.78
Accident (9145) 1.00 1.00 1.00
lliness (89436) 1.24 1.17 1.32
Informed one time (with or without reminder) (94537) 1.00 1.00 1.00
Informed multiple times due to system/version changes (4044) 0.83 0.76 0.89
GC version 2020 (52635) 1.00 1.00 1.00
GC version CHUV (45946) 1.28 1.21 1.35
Female (54231) 1.00 1.00 1.00
Male (44350) 1.29 1.24 1.34
Age 18-29 (11443) 1.00 1.00 1.00
Age 30-39 (14632) 1.18 1.11 1.25
Age 40-49 (13710) 1.07 1.00 1.14
Age 50-59 (17783) 1.06 0.99 1.14
Age 60-69 (17057) 1.02 0.94 1.09
Age 70-79 (15411) 0.79 0.74 0.86
Age >80 (8545) 0.53 0.49 0.58
No religious affiliation (17579) 1.00 1.00 1.00
Other (3721) 0.72 0.66 0.79
Catholic (38324) 0.87 0.83 0.92
Jewish (292) 0.74 0.56 0.98
Muslim (5550) 0.37 0.34 0.39
Orthodox (1928) 0.50 0.45 0.56
Protestant (30873) 0.98 0.93 1.03
Jehovah's witness (314) 0.34 0.27 0.43
Switzerland (71517) 1.00 1.00 1.00
Africa (1996) 0.64 0.58 0.71
Americas (1662) 0.84 0.74 0.96
Asia (1912) 0.63 0.56 0.70
Europe (21460) 0.81 0.78 0.85
Oceania (34) 0.41 0.20 0.86
Single (26136) 1.00 1.00 1.00
Divorced/Dissolution of registered partnership (13199) 1.15 1.08 1.22
Married/Registered partnership (48862) 1.22 1.16 1.27
Separated (2751) 1.24 1.11 1.38
Widowed (7633) 1.01 0.93 1.08
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Supplementary Table 5: Responses to the questionnaire

_ Overall
respondents

| authorize that clinical data and biological samples collected during my care

are made available to researchers (Q9).

1 — | haven’t understood 13 (0.6%)

2 10 (0.4%)

3 19 (0.8%)

4 82 (3.5%)

5 — | understood 2197 (94.7%)

Missing 124

My decision concerns data and samples collected in the past and the future

(Q10).

1 — | haven’t understood 39 (1.7%)

2 25 (1.1%)

3 68 (3%)

4 114 (5%)

5 — | understood 2054 (89.3%)

Missing 145

My data and samples can be used in studies conducted at CHUV or in

collaboration with public or private institutions (Q14).

1 — I haven’t understood 39 (1.7%)

2 25 (1.1%)

3 75 (3.3%)

4 120 (5.2%)

5 — | understood 2031 (88.7%)

Missing 155

Data and samples can be transmitted to investigators in Switzerland or abroad,

if the same level of data protection is ensured (Q15).

1 — I haven’t understood 44 (1.9%)

2 29 (1.3%)

3 70 (3.1%)

4 121 (5.3%)

5 — | understood 2022 (88.5%)
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Missing 159

The investigators that receive data and samples won't know my identity (Q16).

1 — I haven’t understood 19 (0.8%)

2 11 (0.5%)

3 25 (1.1%)

4 78 (3.4%)

5 — I understood 2159 (94.2%)
Missing 153

| might be recontacted if results relevant for my health are discovered. At that
time | could decide whether | would like to learn more about these results

(Q17).

1 — | haven’t understood 28 (1.2%)

2 17 (0.7%)

3 38 (1.7%)

4 92 (4%)

5 — | understood 2112 (92.3%)
Missing 158

My decision is valid for an unlimited time period, but | can change my mind at
any time (Q18).

1 — I haven’t understood 19 (0.8%)

2 9 (0.4%)

3 23 (1%)

4 66 (2.9%)

5 — | understood 2177 (94.9%)
Missing 151

| can revoke my consent any time, without giving a reason (Q19).

1 — I haven’t understood 21 (0.9%)

2 7 (0.3%)

3 22 (1%)

4 54 (2.4%)

5 — | understood 2184 (95.5%)
Missing 157

If | don't want my data and samples to be reused for research purposes, | can
refuse point A of the general consent (Q20).

1 — I haven’t understood 24 (1.1%)
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2 4 (0.2%)

3 21 (0.9%)

4 59 (2.7%)

5 — | understood 2107 (95.1%)
Missing 230

If | refuse secondary use of my data and samples for research purposes, this
will not have any consequence on the care received at CHUV (Q21).

1 — I haven’t understood 20 (0.9%)

2 6 (0.3%)

3 14 (0.6%)

4 53 (2.4%)

5 — | understood 2121 (95.8%)
Missing 231

If | do not fill in the consent form, the law authorizes on an exceptional basis
that my data and samples may be used, if the competent ethics committee
grants special autorisation (Q22).

1 — | haven’t understood 44 (2%)

2 23 (1%)

3 58 (2.6%)

4 89 (4%)

5 — | understood 1991 (90.3%)
Missing 240

If | have questions about general consent, | can call the hotline and/or look at
the website and/or discuss with a medical doctor/nurse during my visit (Q23).

1- 1 haven’t understood 16 (0.7%)

2 6 (0.3%)

3 25 (1.1%)

4 73 (3.3%)

5 — | understood 2100 (94.6%)
Missing 225

How do you rate the layout and presentation of the information leaflet and GC
declaration? (Q24)

1 — Not clear at all 13 (0.6%)
2 10 (0.4%)
3 13 (0.6%)
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4 25 (1.1%)
5 44 (1.9%)

6 57 (2.5%)

7 115 (5%)

8 340 (14.7%)
9 324 (14%)

10 — Perfectly clear

1374 (59.4%)

Missing 130

How do you rate the understanding of information and GC declaration content?

(Q25)

1 — Not understandable 10 (0.4%)

2 10 (0.4%)

3 12 (0.5%)

4 21 (0.9%)

5 54 (2.3%)

6 38 (1.6%)

7 103 (4.5%)
8 317 (13.7%)
9 365 (15.8%)

10 — Perfectly understandable

1378 (59.7%)

Missing

137

Is any information missing from the information leaflet and GC declaration?
(Q26)

No 2137 (93.1%)
Yes 158 (6.9%)
Missing 150

Were the received documents sufficient to make your decision? (Q28)

No, | needed to clarify some aspects using other information supports

132 (5.6%)

Yes

2241 (94.4%)

Missing

72

If no, specify: hotline

Unchecked

123 (93.2%)

Checked

9 (46.8%)
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If no, specify: e-mail at info.cg@chuv.ch
Unchecked

Checked

If no, specify: website
Unchecked

Checked

If no, specify: | spoke with a close relative
Unchecked

Checked

If no, specify: | spoke with a MD/nurse
Unchecked

Checked

If no, specify: other
Unchecked

Checked

How would you prefer to be informed about GC? (Q29)
GC documents, website, hotline and email are sufficient
An oral information would be appreciated

Missing

An oral information by a nurse

Unchecked

Checked

Missing

An oral information by a medical doctor

Unchecked

Checked

Missing

An oral information by a collaborator of the admission desk

Unchecked
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125 (94.7%)

7 (5.3%)

114 (96.3%)

18 (13.6%)

72 (54.5%)

60 (45.4%)

105 (79.5%)

27 (20.5%)

115(87.1%)

17 (12.9%)

1677 (73.3%)
611 (26.7%)

157

569 (74.1%)
199 (25.9%)

1677

475 (61.8%)

293 (38.2%)

1677

658 (85.7%)
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Checked

Missing

An oral information by a collaborator of the GC dedicated team

Unchecked

Checked

Missing

An oral information by others

Unchecked

Have you been worried about some information concerning GC (Q31)

No
Yes

Missing

Is contributing to research important to you? (Q34)

1—No at all
2

3

9

10 — It is essential

Missing

How did you receive GC documents? (Q7)
By post, BEFORE visit

By post, AFTER visit

By MD/nurse DURING visit

Admission desk

Other

Several

Missing

How did you fill in/do you want to fill in GC documents? (Q8)
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110 (14.3%)

1677

564 (73.4%)
204 (26.6%)

1677

722 (94%)

2149 (91.4%)
203 (8.6%)

93

28 (1.2%)

6 (0.3%)

11 (0.5%)

14 (0.6%)

75 (3.2%)

41 (1.8%)

79 (3.4%)
213 (9.2%)
180 (7.8%)
1675 (72.1%)

123

436 (21.4%)
1492 (73.4%)
32 (1.6%)

1 (0%)

51 (2.5%)

21 (1%)

412
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A: Yes/ B:Yes 1435 (76.3%)

A: Yes/ B:No 283 (15.1%)
A: No/ B:No 129 (6.9%)
| don’t think to fill in the GC form 8 (0.4%)

| don’t know 25 (1.3%)
Missing 565

How do you prefer to consent? (Q30)

In writing 1830 (81.2%)
Orally 369 (16.4%)
Without preference 54 (2.4%)
Missing 192

Was the moment when you received GC information appropriate? (Q32)

1 — Not appropriate 57 (2.5%)

2 28 (1.2%)

3 58 (2.5%)

4 42 (1.8%)

5 123 (5.4%)
6 107 (4.7%)
7 96 (4.2%)

8 215 (9.4%)
9 190 (8.3%)
10 - Appropriate 1367 (59.9%)
Missing 162

What would have been the best moment for you to receive information about

GC? (Q33)

Before my visit/hospitalization 482 (24.5%)
During my visit/hospitalization 654 (33.3%)
After my visit/hospitalization 586 (29.8%)
Other 100 (5.1%)
several 143 (7.3%)
Missing 480

What’s your overall satisfaction rate concerning the GC information received?

(Q35)

1 — Not satisfactory 11 (0.5%)
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2 2 (0.1%)

3 12 (0.5%)

4 12 (0.5%)

5 60 (2.6%)

6 68 (2.9%)

7 113 (4.9%)
8 339 (14.6%)
9 444 (19.1%)

10 — Very satisfactory 1261 (54.3%)

Missing 123

Some questions were omitted in the table since they concerned administrative aspects (1-6), were

referring to the CHUV genomic biobank (11-13) or were collecting free text comments (27 and 36).

Supplementary Table 6: GC status of questionnaire recipients and declared GC status of

questionnaires respondents

Questionnaire Recipients

Questionnaire Respondents

Response on general consent

Response to Q8* of the

form questionnaire
9
N % of total % of fe.t”m N % of total con/;i;)tfent
decision answer
AGREED general consent 4750 34% 75% 1718 70% 93%
REFUSED general consent 1548 11% 25% 129 5% 7%
Did not return consent form? 7500 54%
Don't know/Don't intend to answer® 41 2%
Missing/No answer selected® 404 17%
Incoherent responses® 153 6%
Total 13798 100% 100% 2445 100% 100%

*Q8: How did you fill in/do you think to fill in GC form?

a8 This answer could not be evaluated in the questionnaire. As the questionnaire was anonymous it was not possible

to determine if a questionnaire respondent sent back their GC form.
b This answer in the questionnaire is considered as equivalent to a non-response to GC
¢ These answers concern only the questionnaire. Missing or incoherent responses to GC form were not registered
in the database which contains only the final response.
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Supplementary Document 1: Questionnaire

Have you received the documentation
on broad consent?
Tell us what you think.

W are currantly running a study with the aim of producing recommendations to improve our broad consant
documentation, so thatit mests patients’ needs and expactations as closely as possibla.

Your opinion is valuable and will help us to improve the understanding and the presentation of our
documentation, as well as how we provide information.

How can | share my views?
Once you have familiarised yourself with the broad consant form and the accompanying information,
please complete the questionnaire below, which is in three parts:

1. Your personal details.
2. Your understanding of the essential elements of broad consant.
3. Your needs and expectations about the content, format and distribution of the broad consent

docurnentation.
You can choosa whether to share your views:
Oniline {avallable In French only)

'E Scan the 20 bar code or visit the page
% www.chuv.eh/enguete-cg

I wrlting

Complete the attached questionnaire and place it in the "Questionnaire anonyme™ envelopa, Seal the
envelope and fold it in twio, Then place it in the postage-paid envelope. Add your declaration of consent
{or not), at your discretion, and post the envelope back to us.

The questionnaire is anonymous. It will not be possible for us to link your answers to your identity. All
answers will be entered into a secure databasa hosted by CHUW.

EE

Cantrs hospitaliar
univarsiare vaudol s w

@Vald
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Your personal details

1. Ara you
[0 Male [0 Femals [0 Other

2. How old are you?

3. What Is your mother tongue?
O French O German O Italian [ English O Spanish O Portuguese
[ Other Pleasea give daetails:

4. How would you assess your understanding of English?
Mot good at all 1 2 % 4 5 6 7 B 89 10 Excellant

5. Ara you

[0 A patient
[ Afriend or relative. Please give details:
[0 Other. Please give datails:

6. What Is your highest level of qualification?

O Compulsory schooling

O CFC {Federal Certificate of Competencea)

[ Maturité isecondary school diploma)

[ Federal certificate or diploma, ES (specialist schoal)

[0 HES iUniversity of Applied Sciences), University, EPF (Federal Institute of Technology)
[ Other Please give details:

7. How did you recelve the documentation on broad consent?

[ By post befora my stay in hospital /fconsultation

[0 By post after my stay in hospital/consultation

[ From a doctor/other health professional when | was in hospital
[ From the counter in the central reception arsa at CHUY

[ Other. Please give details:

8. How did you complete/are planning to complete the bread consemt form?

[0 ¥ES to the rause of my data/samples (point A) and YES to contributing to the Genornic Biokank
{point B)

[ YES to the reusa of my data/samples (point A) and NO to contributing to the Genomic Biobank

{point B}

MO to the reusa of my datassamplas (point A) and NO to contributing to the Genormic Biobank

{point B)

I am not intending to retum my completed declaration of consent

Please explain why:

| don't know

e

o o gd
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Your understanding
of broad consent

| didn't
By answerlng YES to polnt A of the broad consemt forme understand | understood
9.1 give parmission for the medical data and biological
samples collected during rmy care to ba made available to 1 2 3 4 5
researchers.
10. Thig includes my data and/or samples collected in the 1 2 g 4 5
pastand in the futura.
| didn't
By answering YES to polnt B of the broad consent form: understand | understood
1.1 give permission for a blood sample to be collected for the 1 2 q 4 5
CHUY Genomic Biobank (BGC).
12. My blood sampla will allow the BGC to carry out genatic 1 2 g 4 5
analyses for research.
13. Mo other collection of additional samples/data will ba
authorised apart from the sample collectad for the CHUW 1 2 2 4 5
Genomic Biobank.
By answering YES to polnts A and B, or only polnt A | didn't
of the broad consemt forme understand | understood
14. My data/samples can be used in studies conducted at 1 2 g 4 5
CHUV or in partnership with public or private institutions.
15. Data and samples can be sent to researchers In
Switzerland and abroad if the same level of data 1 2 3 4 5
praotection is guaranteed.
16. Tha researchars who accass my data and samples will not 1 2 g 4 5
know my identity
17.1 may be contacted again if any results relevant to my
health are found. At that point, | will be able to decide 1 2 3 4 5
if | want to know mora.
18. My decisions are valid indefinitely but | can change 1 o q 4 5
my mind at any tima.
19. | may withdraw my consent at any time, without having i 9 e a 5
to give a reason.
20. If | don't want my data and samples to be used for
resaarch purposes, | can answer 'no’ to point A of the 1 2 3 4 5
declaration of consent form.
21. If | do not agree to my data and samples belng reused
for research orto comtribute to the BGC, there will not ba 1 2 3 4 5
any consequances for the care | receive at CHLV,
5
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22, If | do not return my declaratlon of consent, the law pro-
vides that my samples and data can be used for research
on an exceptional basis, subject to the approval of the
relevant ethics committes

23. If | have any questlons about broad consent, | can phonea
the hotline and/or check the broad consent (CG) website
andfor discuss my concerns with a doctorfother health
care professional whean | visit CHUW,

Your needs and expectations about
the content, format and distribution
of the broad consent form

The questions balow will halp you assess the information leaflet, the declaration of consent form and the
wiays in which the broad consent form is distributed.

24, How clear Is the layout and presentation of the Information leaflet and declaratlon of consent
form? (organlsation of text, font slze, format, etc.)

Mot clear at all 1 2 3 4 &5 & 7 8 89 10 Completely clear

25, How easy Is It to understand the comtent of the Information leaflet and declaration of consent form?
{cholce of vocabulary, simplicity of sentences, etc.)

Mot easy Complataly
to understand at all 1 2 3 4 65 6 7 8 3 10 understandable

26. Inyour oplnlon, ks there any Information missing inthe Information leaflet and declaration of consent
form?
YES O MO
If YES, what:

27. Do you have any suggestions to make our documentation clearer and easler to understand?

teed]
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28. Were the documents you recelved enough for you to make a declslon?

O Yes

O Mo, | felt the need to clarify certain points with help from other sources {multiple answers allowed):
Hotline

E-mail to info.cg@chuv.ch

Broad consent websits

| discussed it with a friend or relative. Please give details:
| discussed it with a doctor or other health care professional.

oooogoao

Please give details:

[ ©Other. Please give details:

29, How do you think Information abouwt broad consent should be provided?
[ The printed documents and wabsite along with the hotlinefemail address are sufficient
[ An oral presentation would be appreciatad

If applicable, state who you think should provide this information:

O Anurse

O Adoctor

[ A member of staff from admissions

[ A member of the team responsible for broad consent

[ Other. Please give details:

Why?

310, Would you prefer to authorise the reuse of your data:
[ inwriting, by confirming your agreement in a docurment that you sign

[ orally, by confirming your agreement to the professional who has provided you with the information.
He or she will than record your decision in your fila. You will therefore not sign any docurmeant
3. Have you been worrled by any Informatlon regarding broad consent for research?

YES O NO [
If YES, please give datails:

03 W

32. Do you think that the polnt at which you recelved the broad consent form was:

Mot at all appropriate 1 2 3 4 & & 7 & 8 10 Appropriate
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33. What would have been the bast time for you to recalve Information on broad consent?

[ Beafore my stay/consultation at CHUWY
[0 Duwring my stay/consultation at CHUY
[ After my stay/consultation at CHUY

[0 Other Pleass give details:

Why?

34, |s contributing to research Important to you?
Mot at all 1 2 % 4 & & 7 8 9 10 It's essential

Why?

35. What overall satlsfaction score would you give to the Information recelved about broad consent
as a whole?

Unsatisfactory 1 2 3 4 & 8 7 8 9 10 Very satisfactory

36. Do you have any genaral suggestions that would halp us Improve how we inform patlents about
broad consent?

If you would like to explors these questions in more detail in an individual telephone interview or focus
group, you can contact us on 021 21418 78 (Monday to Thursday from 2.00 to 1200 and 12.00 to 16.00)
or by email at info.cg@chuv.ch

Thank you for taking part!

e
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Supplementary Document 2: Interview guide

Entretiens avec personnes informeées non-positionnées
Critéres de sélection

*  Ontregu bes 2 courriers CG (1™ enveoi et rappel) et min. 8 - max. 20 semaines se sont écoulées

depuis le 1™ emvoi
*  Diversité dge et genre
*  Diversité modalité de réception du courrier (avant/aprés visite a 'hapital)

Prise de contact

1. 5MS
2. Puis appel téléphonique

SIS -
Bonjour/Bonsoir,

Jem'appelle |xx| et je suis |chargge de recherche | au sein de I'unité du consentement a la recherche
du Centre hospitalier universitaire vaudois [CHUWY).

Le CHUY vous a récemment envoyé des documents relatifs au consentement général pour la
recherche. Vous n'avez pas encore répondu. Les raisons pour lesquelles vous ne 'avez pas fait et votre
point de vue nous intéressent en vue d'améliorer notre processus et le taux de réponss.

Auriez-vous un peu de temps a8 m'accorder pour un entretien de 30 minutes ? Jessaierai de wous

teléphoner le X (j} X (h). 51 cet horaire ne vous convient pas, n"hésitez pas & répondre a cet sms ou 3
m’écrire par email © | mxo @chuv.ch | pour me faire part de vos disponibilités.

Répondeur :

Bonjour Madame, Monsieur, X,

C'est xox, chargée de recherche & I'Unité de consentement 3 la recherche du Centre hospitalier
universitaire vaudois [CHUY). Je vous ai envoyé un SMS vendredi pour vous annoncer mon appel. Si
Vous aviez un moment plus tard, n'hésitez pas & me rappeler au o X xo0 ou 3 m'envoyer un SMS et je
vous rappellerai selon vos disponibilités. Une belle journée.

TELEPHONE -

Suite SMS [éléements g développer lors du premier appel téléphonigue)

Bonjour Madamse, Monsieur, X,

C'est |xmx|chargée de recherche| au sein de Funité du consentement 3 la recherche du Centre

hospitalier universitaire vaudois. Je vous ai envoyé un SM3 vendredi pour annoncer mon appel. Auriez-
Vous un peu de temps a me consacrer maintenant pour vous expliquer ma démarche ?

55 NOWN -
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Comvenir d'un awtre moment.
5Ol -

Le CHUY wous a réecemment envoye des documents relatifs au consentement geéneéral pour |a
recherche. Vous n"avez pas encore répondu. Vous n'avez peut-Etre pas trowve le temps d'y répondre,
ou peut-gtre avezr-wous été dérangé.e par un aspect de ce consentement. Votre point de vue et les
raisons pour lesquelles vous n'avez pas répondu nous intéressent afin de nous améliorer.

En tant que chargee de recherche au sein de I'équipe de Funité du consentement 3 |a recherche, mon
role est celui d'une chercheuse. le ne suis pas perscnnellement impliguge dans les activites
opérationnelles de 'unité et n'y ai pas d'enjeu. Mon objectif est de comprendre les raisons pouwr
lesquelles les patients ne se positionnent pas sur le consentement, afin d'identifier si cela est lié au
processus ou a la forme du consentement lui-meéme qui powrrait alors Etre améliore OU si le non-
positionnemsant des patients est le résultat d'une autre problematigue.

En Fabsence de prise de position, le cadre légal suisse préveit que les échantillons et les données
recueillis dans le cadre de soins peuvent étre utilisés dans le cadre de |a recherche. |l tient cependant
& coeur 3 'unite que chague personne qui regoit la demande de consentement général puisse prendre
position afin que sa wolonté soit respectée.

C'est dans ce contexte gue je souhaiterais vous rencontrer pour un entretien d'au maximem 30
minutes pour discuter autour du consentement genéral, de son processus et de sa documentation. Je
serais heursuse de me déplacer et de vous rencontrer en personne ou, si cela vous convient mieux, de
vous renconfrer par vidéoconférence ou d'en parler par t€léphone.

Seriez-vous d'accord de participer a cet entretien 7

STNON -

Je vous remercie pour le temps que vous m’avez accorde et vous souhaite une trés bonne journee.

5§ QU - planifier un rendez-vous ou, si demandé, mener I'entretien directement.
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Guide d"entretien

Merd pour votre temps J o avoir accepté de me rencontrer [de me parler] aujouwrd hui.
Yai prépare quelques questions pour guider notre échange. Vous £tes libre de ne pas répondre a 'uns
ou Fautre des questions. Vous pouvez également demander 3 interrompre |'entretien a tout moment.

Mes questions ne sont ni des jugements ni des reproches. Vos réponses nous permettront de nous
améliorer.

Je souhaiterais enregistrer |'entretien afin de ne pas aveir a prendre trop de notes et de pouvoir mieux
me concentrer sur notre échange. 5i vous acceptez, je retransarirai 'entretien et rendrai son contenu
anonyme, puis je détruirai enregistrement. Aucune information ne pouwrra étre mise en relation avec
votre identité ou avec watre suivi meédical.

Par ailleurs, sivous le souhaitez, vous pourrez relire la transcription de notre entretien.

Est-ce que vous acceptez que notre entretien soit enregistre 7

STNON -

Pas de probléme. Je vais prendre des notes pendant notre discussion.

SiOL

Merd, je vais débuter I'enregistrement maintenant.

Comme mentionné, je souhaiterais discuter avec vous du consentement général gui wous 3 &té envoyé
et de vos idées a ce sujet.

Avant que je ne vous appelle, vous n'aviez pas répondu ou pas encore répondu 3 ce consentement.
Enwircn 40 % des patient.e.s gui regoivent le consentement général n'y répondent pas.

Seriez-vous d'accord de me parler des raisons qui vous ont retenu-e de renvoyer le consentement
general ¥

|5l LA PERSOMME ME DEVELOFPE PAS APRES LA PREMIERE QUESTION :|Est-ce la modalité
d'information par courrier qui n‘était pas, n'est pas, la bonne pour vous ? Qu est-ce ke moment choisi
pour envoyer la documentation qui n'était pas approprié ? Peut-8tre est-ce le sujet, la recherche, qui
ne vous a pas parle ? Ou, =i vous avez eu Foccasion de consulter |z documentation relative au
consentement, Cest peut-étre cette documentation qui vous a décourage, sa forme, ses contenus ou
son volume ?

Lancer quelques pistes mais apres, laisser parler Penguéte-e §
Chemin faisant, aborder :
*  Modalité :

= Ouelle modalité aurait été préférable de votre point de vue 7 Une présentation orale,
par exemple, lors d'une visite au CHUV ou_._
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*  Moment :

Ouand auriez-vous souhaité recevoir le consentement géneral 7
Ju'avez-vous ressenti lorsgue vous awez regu le courrier du consentement général 7
(Inquigtude, azacement, stonnement.._)

*  Documentation :

Avez-vous eu Poccasion de consulter etfou dexaminer la documentation associée au
consentement géndral ?

Ou'en avez-vous pensé ¥

Ou'aver-vous pensé de sa forme (par exemple longueur texte, mise en page) ou de
son contenu [clarté du vocabulaire, points délicats) ?

Certains éléments de cette documentation vous ont-ils lzissé perplexe, préoccupd, ou
ennuyeé ¥

Avez-vous des suggestions pour amidliorer cette documentation ?

* Rapport a la recherche :

Quelle est votre point de wue, en général, sur la recherche ? Avez-vous eu une
experience personnelle ou avez-vous un vecu avec la recherche ?

* Rapport au CHUVW -

Ouel est votre point de vue, en général, sur le CHUW, son personnel, votre prise en
charge ¥

*  Mesures d"accompagnement :

Avez-vous des recommandations nous permettant d'améliorer notre démarche et
mieux familiariser les patientes et patients du CHUV au sujet du conzsntement
geéneral ?

Avant que nous terminions entretien, y a-t-il quelgue chose que vous aimeriez savoir ou ajouter a ce
que nous avons discuté ensemble ?

Je vous remercie pour cet échange, cela nous est trés utile. Je vais maintenant arréter
I'enregistrement.

[5i lefla participant-e continue 4 parler du consentement général, passibilité de demander de
redémarrer Fenregistrement pour capturer les informations importantes]

N'hésiter pas & nous contacter si vous avez des questions par rapport 3 Fétude. Vous pouvez me

joindre directement & Jocoo@ chuv.chou au fooso g

Merd pour votre participation et votre temps. Je vous souhaite une belle suite de joumés.

[Fir de Fentretien)

/La personne parle-t-elie couramment/bien le frangois ou I"échange en francais est-il difficile ? La
personne parfe-t-elle un pew d'elle-méme ? Voir pour en savoir plus sur =a formation/dernier dipldme,
mais pas nécessaire;
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Supplementary Document 3: GC information and consent form for adult patients (English version)

Participation in research

Information on the use of health data and samples for research
purposes and general consent to research

Cur ability to diagnose and treat diseases has made considarable progress over recent decades.
This has been made possible thanks to the continued afforts of medical research, in which several
generations of doctors, scientists and patients have played an active part.

A significant proportion of this research relies on the use of patients’ clinical data found in medical
files, such as the results of laboratory analyses, medical treatmants or genetic predispositions. Any
biological material (such as blood, urine or tissue samples) collacted during a stay in hospital and
which is no longer needad for the patient’s care can also be extramaly valuable for research purposas.

This document explains how you can contribute to medical progress. It also explains how wa protact

your data and your rights.

Thank you for your interest and attention.

How can you contribute to research?

*ou can make a contribution to resaarch by agresing that your data and biological samples that are
no longer needed can be stored, passed on and reused for ressarch purposas. Data and samples
include thosa that have been collected in the past. Thay alzo include any that are collactad for your

care during current and future stays and consultations at CHUW.

Your consent is voluntary.

It remiaing in effect for an indefinite pariod, or until you withdraw it. You may withdraw your consent at
any time, without having to give a reason. To do so, you simply need to inform the Research Consent

Unit at the address shown on the back of this document.

If you decide not to particpate in research by ticking “NO" for statement A, your clinical data and

biclogical samples cannot be used for research.

If you do not sign the consent form, ie. if you do not respond, the law provides that samples and data
can be used for research on an exceptional basis subject to authorisation from the relevant ethics

committee. It is therefore important for you to make your wishes clear.

Your decision will not have any effect on your medical treatment.

w Corgantemant ganéral

#vald
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What happens if you withdraw your consent?

If you withdraw your consent, your data and samples kept for research will be destroyed, subjact to
legal requirements. They will no longer be available for new research projects. This does not apply
to data and samples that have already been usad.

How are your health data and biological samples protected?

Data are stored at the hospital and protected in accordance with the legal requirements in effect1.
Only authorised hospital staff, such as the doctors in charge of your care, have access to your data
and samples in a way that identifies you.

Your biological samples are stored in biobanks. This ensures that your samples are managed correctly
and linked to the data contained in your medical file. Samples and data may be used for a variaty
of purposes, including research. They are subject to safety and quality standards (www.chuvch/
consentement-ganaral).

If your data and samples are used for a research project, they are coded or anonymised.

« The term “coded” means that any personal information (for example, your name or date of birth) is
replaced by a coda. The key that indicates which code corresponds to which individual is kept in
complate safety by a person who is not involved in the research project. People who do not have
access to the coding key are not able to identify you.

+ The term "anonymisad” means that the link between the biological material or associated data and
the individual is permanently broken. According to the law, data are deamed to be ancnymised when
they cannot be linked to a particular person without excessive effort. In principle, it is no longer
possible to identify the person concerned, though absolute anonymisation cannot be guaranteed.
Once the data and samples have bean anonymisad, it is impossible to prevent their use, even if
the person concerned withdraws their consant. [t will also not be possible to inform them of any
research results that may be relevant to their health. Similarly, anonymised samples or data are
not destroyed if consent is withdrawn.

The majority of research projects use coded data, particularly if they might produce results that
would ba relevant for the health of the people concerned.

You have the same rights to data protection in relation to research as you do for your care, in particular,
the right to access your personal information.

Who can use your health data and samples?

Data and samples can be usad by researchars who have been granted authorisation by the ralevant
Reszarch Ethics Committee. Research projects are carried out in the hospital or in conjunction
with other public institutions (such as other hospitals or universities) and private entities (such as
pharmaceutical companies) in Switzerland or abroad.

Projects may include genetic analyses for research purposes.

Data or samples can only be sent abroad for research purposes if the data protection conditions in
the destination country are at least as stringent as those applied in Switzerland.

* In partioular, the Federal Act on Ressarch irvokving Human Beings and data protection ksgislation

24
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Will you be informed of research results?

In principle, the research carried out using your samples and data will not reveal any individual
information about your health. In rare cases, however, relevant results may be discovered, for which
treatments or preventive actions are available. In this case, you would be informed. If you do not
wish to receive such information, please contact the Research Consent Unit at CHUY, at the address
indicated at the end of this document.

Will your participation involve any financial costs or benefits?

Your participation will not involve any additional costs for you or your insurance company. The law
doas not allow any commercial use of data or samples. There will therefore not be any financial
benefit for you or the hospital.

The Genomic Biobank at CHUV (BGC) is a collection of blood samples
donated by patients on a voluntary basis.

It was spacially created to conduct genetic analyses for research purposes. The BGC links genstic
data with the data in patients” medical files. This is a leading resource for carrying out research on
developing new treatments and preventive measures.

If you answered “YES" for the reuse of your data and samples in statement (), pleasa tell us whether
you are also willing to contribute to the BGC by responding to statement @.

What does this mean for you in practical terms?

If you consant to contribute to the BGC, a 7.5 ml sample of blood may be taken. If possibla, this will
be done at the same time as a blood sample needed for your care, to avoid another neadle prick.
The blood sample is only taken once, even if you stay in the hospital on more than one occcasion.

Your decision will not have any affect on your medical treatment.

Where are samples kept?

Samples are coded and stored safely in dedicated freezers at CHUV. The conditions governing access
to the samples, their use and transmission are described in the biobank regulations, which can ba
found on the website indicated on the back of this document.

What happens if you withdraw your consent?
If you withdraw your consent, the blood sample collected specifically for the BGC is destroyed.

Is there a charge for the additional sample for the BGC?

Muo, thera iz never a charge for samples or analyses carried out for ressarch purposes. They do not
involve any additional costs for you or your insurance company.

E
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You can let us know your decision by completing and signing the consent
form.

The consent form is in threa sections:

@ Please complete your last name, first name and date of birth, and then indicate whether or not
you agree to the use of your health data and samples for research purposes.

If you agree to the use of your health data and samples for research purposes (i.e. you have
answered “YES" to statement A), please indicate whether or not you also wish to contribute to
CHUV's Genomic Biobank.

@ Sign and date the form to confirm your decision.

Once you have completed the consent form, please return it to us at the address shown on the back
of thiz document.

If you have any questions or if you wish to withdraw your consent, please don't
hesitate to contact us.

By post:

CHUY-Départernent de la formation et recherche
Unité consenternent général

Boite aux lettras N7

Rue du Bugnaon 21

1011 Lausanne

info.ca@chuvch

By phone:
021 3141878
Mon-Fri 07:30-12:00 and 13:00-16:00

Further information
www.chuv.ch/consentement-general

CHIV 31 [s2m
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Consent form for use of health data
and samples for research purposes

Last name and first name Date of birth

ﬂ | conzent to my health data and unused biolegical samples collected during care (outpatient
consultations and hospital stays) being kept, passed on and used for research purposes.

[ vEs O Mo

If you ticked "YES", please respond to statement B. f you ticked "MO", please go directly to point C.

E | agree to donate an additional blood sample of 7.5 ml to CHUV's Genomic Biobank for genetic analyses
for rezsearch purposes.

« An additional blood sample of 7.5 ml may be taken during my care at CHUW.
« This sample will be used to carry out genetic analysss for research purposes.

[ ves [ no

However you respond, pleass go to point C.

® Confirmation of my decision

| have understood:

« the explanations about the use of my clinical data and biclogical samples for research purposes, as detailed in the
information leaflet;

« that | am free to contact the Research Consent Unit at CHUV using the details shown at the bottom of this form, or a health
professional with responsibility for my care at CHUV, if | require any further information or explanations;

« that my personal data are protected and will only be used for research in a coded or anonymised form;

« that my data and biclogical samples may be used in national and international research projects, in the public and private
sactors;

« that projects may include genetic analyses of my samples for ressarch purposes;

« that | may be contacted again if any results relevant to my health are found;

« that my decision is voluntary and has no effect on my medical treatment;

« that my decision is valid for an unlimited period, unless | withdraw my consent;

« that | may withdraw my consent at any time, without having to give a reason;

« that if | tick "MO" for statement A when signing the form, my clinical data and biokgical samples cannot be used for
research purposes:

«that if | do not sign the consent form (no response), the law provides that my data and samples may be used on an
exceptional basis if the relevant ethics committes grants special authorsation.

Place and date Patient’s signature

Please do not hesitate to contact us if you have any questions or comments

w Unitd du consentament & la rechercha
Rua du Bugnon 24, 1041 Lausanne
021 314 18 78 - infocg@chuw.ch

AT - (50 e mnrrea | A narel

Y2ide Ik w21
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Supplementary Document 4: GC information leaflet for adult patients (French version)

- » M s N o . . N

Part|c| per a |a recherche Notre §apac1teadlagnosthue'retatralter les male@es

: a considérablement progressé au cours des derniéres
Information sur l'utilisation des données de santé dé i c X 2g2 ibl a s
et des échantillons a des fins de recherche écennies. Ces progres ont ete D‘OSSI €s grace a
et le consentement général a la recherche I'effort soutenu de la recherche médicale a laquelle
plusieurs générations de médecins, scientifiques,
patientes et patients ont activement participé.

Une part importante de cette recherche repose sur l'utilisation des données
cliniques des patient-es figurant dans les dossiers médicaux, telles que
les résul d'anal de lat ire, les traif édi ou les
prédispositions génétiques. Tout matériel biologique collecté durant le
séjour hospitalier et qui n'est plus nécessaire pour les soins (sang, urine,
échantillons de tissus, par exemple) peut aussi étre extrémement précieux
pour la recherche,

C d'inf ion vous expliq Vous pouvez
aux progrés de la médecine. Il vous fournit des explications sur la protection
de vos données et sur vos droits.

Nous vous remercions pour votre intérét et votre attention.
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Comment pouvez-vous contribuer a la recherche?

Vous pouvez contribuer a la he en que vos d ées et
échantillons biologiques résiduels soient conservés, transmis et réutilisés a
des fins de recherche. Les d| ges et é illons incluent ceux qui ont été

collectés par le passé. lls comprennent aussi ceux qui seront collectés pour
vos soins durant vos séjours et consultations au CHUV, actuels et futurs.

Votre consentement est volontaire.

l reste valable pour une durée indéfinie ou jusqua un éventuel retrait. Vous
pouvez retirer votre consentement en tout temps sans avoir a justifier votre
décision. Pour cela, il suffit que vous en informiez I'Unité du consentement
A la recherche a l'adresse indiquée au dos de ce document.

Si vous décidez de ne pas participer  la recherche en cochant «NON» au
point A, vos données cliniques et échantillons biologiques ne pourront pas
&tre utilisés pour la recherche.

Si vous ne signez pas le formulaire de consentement, c'est-a-dire en cas
d'absence de réponse de votre part, la loi prévoit que les échantillons et
données peuvent étre utilisés a titre exceptionnel pour la recherche aprés

parla ission d'éthique te. Il est donc important
pour vous d'exprimer votre choix.

Votre décision n'a aucun effet sur votre traitement médical.

En principe, il nest plus possible d'identifier la personne concernée,
méme si une anonymisation absolue ne peut pas étre garantie. Une fois
les données et les échantillons anonymisés, leur utilisation ne peut pas
étre échéeaucasoilla née retire son

Elle ne peut pas non plus étre ée des ¢ ls ré de
recherche pertinents pour sa santé. De méme, les échantillons ou données
anonymisés ne sont pas détruits en cas de retrait du consentement,

La majorité des projets de recherche utilisent des données codées, en
particulier lorsqu'ils peuvent générer des résultats pertinents pour la santé
des personnes concernées.

Les droits relatifs a la protection de vos données dans le cadre de la
recherche sont les mémes que dans le cadre des soins, notamment le droit
d'accéder & vos données personnelles.

Qui peut utiliser vos données de santé et échantilbons?

Les données et échantillons peuvent &tre utilisés par des chercheurs-euses
ayant recu une autorisation de la commission d'éthique de la recherche
compétente. Les projets de recherche sont menés dans I'hdpital ou en
collaboration avec d'autres institutions publiques (d'autres hépitaux
ou universités, par exemple) et des entités privées (des compagnies
pharmaceutiques, par exemple) en Suisse ou & €tranger.

Les projets peuvent inclure des analyses génétiques  des fins de recherche.

La transmission de données ou déchantillons & I'étranger & des fins de
recherche n'est possible que si les conditions de protection des données
dans le pays de destination sont au moins équivalentes a celles appliquées
en Suisse.

Que se passe-t-il si vous retirez votre consentement?

Dans ce cas, vos données et é illons d 4 la recherche sont
détruits, sous réserve des exigences légales. lls ne sont dés lors plus
isponibles pour de projets de recherche. Cela ne concerne

pas les données et les échantillons déja utilisés.

Comment vos données de santé et vos échantillons biologique

sont-ils protégés?

sont gistrées a |'hopital et dans le respect
des exigences légales en vigueur*. Seuls les collaborateurs autorisés de
I'hopital, des médecins en charge de vos soins par exemple, ont accés a
vos données et ¢ sous forme i

Vos échantillons biologiques sont stockés dans des biobanques. Celles-ci
assurent la bonne gestion des échantillons et leur lien avec les données
contenues dans votre dossier médical. Ces échantillons et ces données
peuvent étre utilisés a des fins différentes, dont la recherche. Elles
sont soumises a des normes de sécurité et de qualité (www.chuv.ch/
consentement-general).

Si vos données et échantillons sont utilisés pour un projet de recherche,
ils sont codés ou anonymisés.

« Le terme «codé» signifie que toutes les informations personnelles
(par exemple votre nom ou votre date de naissance) sont remplacées
par un code. La clé qui permet de savoir quel code correspond a quel
individu est conservée en toute sécurité par une personne qui n'est pas
impliquée dans le projet de recherche. Les p quine
pas la clé de codage ne sont pas en mesure de vous identifier.

« Le terme «anonymisé» signifie que le lien entre le matériel biologique
ou les données associées et I'individu est définitivement rompu. Selon
la loi, des données sont dites anonymisées lorsqu'elles ne peuvent étre
mises en relation avec une personne déterminée sans engager des efforts
démesurés.

* En particulier la loi sur la recherche sur étre humain et la législation sur la protection des données.

Serez-vous informé.e des résultats de recherct

La recherche menée avec vos échantillons et données ne révélera en
principe aucune information individuelle pour votre santé. Dans de rares cas,
il pourrait toutefois arriver que des résultats pertinents soient découverts,
pour lesquels des traitements ou des actions de prévention sont disponibles.
Dans ce cas, vous en seriez informé-e. Si vous ne souhaitez pas recevoir une
telle i ion, veuil ez I'Unité du alarecherch
du CHUV a l'adresse indiquée a la fin de ce document.

Votre participation engendre-t-elle des frais ou des bénéfice

financiers

Votre participation n‘engendre aucuns frais supplémentaires pour vous
ou votre assurance. La loi exclut la commercialisation des données et des
échantillons. Ainsi, aucun avantage financier ne sera généré pour vous
ou pour I'hdpital.
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La Biobanque génomique du CHUV (BGC) est
une collection d’échantillons de sang de patientes
et patients volontaires.

Elleaété itué acial pour des
ades fins de recherche. La BGC permet d'associer les données génétiques
avec les données du dossier médical. C'est une ressource de premier ordre
pour réaliser des recherches en vue de lles thérapies et de mesures
préventives.

Si vous avez répondu «OUI» pour la réutilisation de vos données et échan-
 tillons & la proposition @, merci de nous dire si vous acceptez de contribuer
également a la BGC en répondant a la proposition 0.

Vous pouvez nous communiquer votre décision
en remplissant et en signant la déclaration de
consentement.

La déclaration de consentement comprend trois étapes:

Aprés avoir noté vos nom, prénom et date de naissance, indiquez

sl vous acceptez ou refusez l'utilisation de vos données de santé et
échantillons a des fins de recherche.

Si vous avez accepté l'utilisation de vos données de santé
et échantillons a des fins de recherche (réponse «OUI» a la
proposition @), indiquez si vous souhaitez ou non contribuer en
plus a la Biobangue génemigque du CHUV,

Signez et datez la déclaration, afin de confirmer votre décision.

Lorsque vous avez complété la déclaration de consentement, vous
pouvez nous la faire parvenir en la renvoyant a l'adresse indiquée
au dos de ce document.

Concrétement qu'est-ce que cela implique pour vous?

Si vous consentez a participer a la BGC, un échantillon de 7,5 mL de sang
pourra étre prélevé. Le prélévement sera réalisé si possible lors d'une prise
de sang déja prévue pour vos soins, afin de ne pas impliquer de pigire
supplémentaire. Le préléevement de sang est effectué une seule fois, méme
en cas de séjours répétés,

Votre décision n'a aucun effet sur votre traitement médical.

Ou les échantillons sont-ils conservés?

Ces échantillons sont conservés sous forme codée et sécurisée dans des
congélateurs dédiés du CHUV. Les ditions d'accés aux échantill

de leur utilisation et de leur transmission sont décrites dans le réglement
de la Biobanque qui peut étre consulté sur le site internet indiqué au dos
de ce document.

Que se passe-t-il si vous retirez votre consentement?

Si vous retirez votre desang

collecté pour la BGC est détruit.

Le prélévement supplémentaire pour la BGC est-il facturé?

Non, ce prélévement et les pour la ne sont
en aucun cas facturés. lls n'entrainent aucuns frais pour vous ou votre
assurance.

Si vous avez des questions ou si vous
souhaitez retirer votre consentement,
n'hésitez pas a nous contacter

Par courrier

je la formatic

consentement a la recherct
s N

Informations complémentaires

huv.ch/consentement-g
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