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Introduction

[6a] Background and rationale

People are living longer, therefore the population is aging. By 2061, the number of people older than
55 years in Belgium will increase by a third to 35.4% of the total population. The number of people
older than 85 is expected to double (1). Thus, healthy ageing is more crucial than ever to avoid
straining the health care system.

The World Health Organization (WHO) defines healthy ageing as “the process of developing and
maintaining the functional ability that enables wellbeing in older age”. (2) Chan's study from 2023
provides a good summary of the impact of oral health on healthy aging (3). Poor oral hygiene causes
caries and periodontitis, resulting in a high level of tooth loss in older generations. Older people are
also more susceptible to xerostomia or oral cancer (4). The effects of poor oral health extend beyond
the mouth and have an impact on overall health e.g. the risk of aspiratory pneumonia-related death
(4). Poor oral health is also associated with cardiovascular disease and diabetes (5). Additionally,
tooth loss, xerostomia and oral cancer can cause chewing and swallowing problems, which can lead
to reduced nutritional uptake (6). Furthermore, the psychological impact of oral health should not
be ignored. Poor oral health can lead to pain, feelings of shame and reduced social contact. All of
these have an impact on the quality of life of older adults (7).

Despite the fact that oral health is an important part of overall health, oral diseases are the most
prevalent condition worldwide (8). Chan's 2021 systematic review reports a median untreated caries
prevalence of 46% in Europe in older adults aged 60 years or above (9). Research from 2016 reported
poor oral health among frail elderly people in Belgium. There was a high treatment need, and oral
health was distressing (10).



Most oral diseases are preventable by maintaining good daily oral hygiene and periodic professional
care (11-13). However, dental attendance is low in older adults. Research in Belgium from the period
2019-2021 showed that only 34% of the population received preventive oral care and 26% of the
population did not go to the dentist at all (14). Likewise, a recent oral health consumption analysis
indicated that 41.7% of adults over 65 years in Flanders in the period 2020-2022 had no contact with
the dentist at all and only 32.2% of them went for regular dental checkups. Once more, it was
confirmed in our own interview studies with older people that the majority did not have a regular
dental check-up. The main reasons for not seeking dental care are bad previous experiences, not
knowing its importance, edentulousness, fear of the dentist, perceived costs and practical issues in
reaching a dental office (15-17).

There is little research on the effect of oral screening campaigns for improving oral health in older
people. Therefore, the aim of this study is to investigate the effect of a low-threshold contact with an
oral health professional, including an oral health examination, on dental attendance of older people
(65 years of age or older).

[6b] Explanation for choice of comparators

Our interview studies and a review of literature showed that older people are not aware of the
importance of regular dental attendance and don’t always have enough skills to schedule a dental
visit and find a new dentist after retirement of their previous one. (16, 18)

The intervention group will be provided with tools to facilitate dental contact and will be informed
about the importance of regular dental visits. Participants are given the opportunity to receive an
oral examination. Afterwards, each participant will receive brochures with oral hygiene instructions
to take home. Participants will receive information about any identified oral pathology. A referral
letter for the dentist and a report for the general practitioner will also be prepared to increase social
influence. If the participant doesn’t have a dentist, the participant will receive a list of contact
information for dentists in the area.

In the control group, no oral examination will be performed. However, participants will be given a list
of nearby dentists and flyers with oral hygiene instructions.

In this way, we want to find out whether the presence of a dental professional with tailored advice is
crucial to motivate an elderly person to good oral care.

[7] Objectives

The objective is to determine whether offering a low-threshold oral check-up to older adults,
including oral health counselling, referral and report letters and a list of nearby dentists, results in a
higher likelihood of contacting a dentist in the following 4 months compared to a control group that
only received general oral health promotion leaflets and a list of nearby dentists.

Research hypothesis
We expect that elders who had a low-threshold oral check-up and received information about their
oral situation will be more likely to contact a dentist.

[8]Trial design

This trial is designed as a randomized, controlled, non-blinded, superiority trial with two parallel
groups. Randomization will be performed as block randomization with a 1:1 allocation. For practical
reasons, each block will consist of 8 to 12 people.



Methods: Participants, interventions and outcomes

[9] Study setting

The study will be conducted within two specific regions in Flanders, Belgium. All service centers
within the primary care zones RITS and Scheldekracht will be invited to participate in the study.
Organizations focusing on older people will also be contacted to spread our call for participation in
the study.

[10] Eligibility criteria

Older people are included when they meet the following criteria: they are 65 years of age or older,
home-dwelling within the selected regions, they are Dutch speaking, and they did not have a dental
check-up in the last 12 months. (19) By home-dwelling, we mean anyone who does not reside 24/7 in
a residential care facility. If it concerns a couple, only one person can participate. Participants should
have sufficient cognitive ability to answer the questions. If we ask the questions and find that the
older person is unable to answer them adequately due to cognitive impairment, he or she will not be
included in the study.

[11a] Interventions

After filling out the interview based questionnaire (see Appendix), the participants will be
randomized between the control group and the intervention group. This will ensure that there are
equal numbers of frail people in both groups.

The participants in the intervention group will receive an oral examination. Subsequently,
information about any identified problem will be given. Lastly, participants will receive a referral
letter for their dentist and a report for the general practitioner. If the participants don’t have a
regular dentist, they will also be given a list with contact information of dentists in the area.

Both the intervention and the control group will receive a flyer with oral hygiene instructions
adapted to their needs and if necessary a list with contact information of dentist in the area. These
flyers are evidence-based brochures compiled by the Flemish institute of oral health ("Gezonde
Mond") on performing good oral hygiene.

[11b] Interventions - modifications
If an elderly person is randomized into the intervention group but refuses to have on oral
examination, this will be noted.

If an elderly person in the control group asks for an oral examination because of a particular
problem, the elderly person will be given the advice to contact a dentist.

[11c] Interventions — adherence
At the end of the initial contact, participants will be reminded that they will receive a phone call after
4 months. All participants will receive a pen with the logo of Gerodent PLUS as a gift.

[11d] Interventions — concomitant care
No concomitant care is prohibited to the participants. The intent of the study is to examine whether
older people find access to regular care due to our intervention.

[12] Outcomes

Primary Outcome Measures
Participants will be contacted 4 months after the initial contact by telephone to ask if they contacted
a dental professional since the first contact. We will make four attempts to contact them, two in the



morning and two in the afternoon. Contact information of partner or caregiver will also be included,
in case the participant cannot be reached.

If the older person has contacted a dental professional within 4 months of our initial contact, then
this is considered a success. Due to a shortage of dental professionals in Flanders, there is often a
fairly long waiting period before a patient can get an appointment. In addition, many professionals
have implemented a patient stop. So we want to give the elders enough time to find a dental
professional. Differences in proportions will be reported.

Intervention group Control group

Contacted a dentist within 4
months

Not contacted a dentist within
4 months




[13] Participant timeline

Selecting centra located in the chosen region

Sending invitations to these centra asking them to
participate

Informed consent for questionnaire

Questionnaire

Frailty Assessment

Randomization

Allocated to the Intervention Group

Allocated to the Control Group

Informed Consent for Screening

Flyer with oral hygiene instructions and a list of
nearby dentists

Screening of oral status

Giving information about
identified problem

Giving referral letter for
dentist and report for family
doctor

Giving a flyer with oral
hygiene instructions and a list
of nearby dentists

t =4 months

Telephone questionnaire

t =4 months

Telephone questionnaire




[14] Sample size

We expect to activate 30% of the participants in the intervention group; in the control group, we
expect a maximum of 10%. To detect a mean difference of 20% with equal allocation to both groups
would require 129 persons in total. To allow for 33% drop-out, 194 persons will be recruited.
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[15] Recruitment

Service centers within the RITS and Scheldekracht primary care zones will be asked if they are willing
to participate in the study. A date will be arranged with the interested centers when the study can
take place in their facilities.

Organizations and other local initiatives will also be contacted to spread our call for participation in
the study. Older people will be able to sign up at a participating service center to participate in the
study.

Furthermore, home nursing and home care service organizations in the region have agreed to assist
with participant recruitment.



Methods: Assignment of interventions

Allocation

[16a] Sequence generation

Participants will be randomly assigned to either control or intervention group with a 1:1 allocation.
Randomization will be stratified by frailty. Random permuted blocks will be created using SAS v9.4
with variable sizes to avoid that the treatment allocation can be predicted. For practical reasons
block size will vary between 8 and 12.

[16b] Allocation concealment mechanism and [16c] Implementation

A randomization list (prepared by RC) will be processed in REDCap by a HIRUZ staff member.
Screeners will not have access to this list. Allocation concealment will be ensured as the REDCap-
program will not release the randomization code until the questionnaire was completed.

[17] Blinding (masking)

This study is an open trial. The researchers at timepoint 1 are not blind to allocations. Participants in
the control group will not be informed by the researchers that other participants might receive an
oral examination. Participants in the intervention group will be told that due to an excess of time,
they will also receive an oral examination. There is no procedure for unblinding needed.

At timepoint 2 the person will be contacted again by a different researcher than the researcher of
the first contact, that way the researcher does not know in which group the participant was assigned.

Methods: Data collection, management and analysis

Data collection methods

[18a] Plans for assessment and collection of outcomes

The study will be piloted outside the region where the study takes place. Researchers PM and TC will
be trained for screening of the oral status by researcher ADV. Interrater reliability will be calculated
(20). Piloting will not be terminated until sufficient agreement is established.

No x-rays will be taken due to ethical concerns. Examiners will use a head lamp, a mouth mirror and
periodontal probe for the oral examination. Denture plaque will be evaluated using methylene blue
staining.

A script was integrated into the questionnaire on REDCap. It will not only display the questions, but
will also display reminders so that no part of the survey can be forgotten (see Appendix). For
example, researchers will have to check off that the informed consent form was signed or whether
referral letters were completed and given to the participants. After each section of the
guestionnaire, the researcher will need to confirm that all questions in this section were completed.

Using REDCap, a calendar will be created automatically showing when the participants should be
called for the questionnaire at timepoint 2.

[18b] Plans to promote participant retention and complete follow-up
- Atthe end of the initial contact, participants will be reminded that they will be called again 4
months later. Contact information for a partner, child or caregiver will also be noted. If a
participant indicates they prefer to receive a letter, the home address will be noted.
- All participants will receive a pen with the logo of Gerodent PLUS as a gift.
- A 33% drop-out rate was taken into account when calculating the sample size.



- Refusal of the oral examination will be noted. However, since we are working from the
intention to treat principle, the participant will remain in the intervention group.

[19] Data management

Data will be collected exclusively electronically through REDCap. REDCap is a secure web application
for building and managing online surveys and databases. The type of activity that an individual user
may undertake is regulated by the privileges associated with his/her account.

Once all data are collected, a copy of REDCap will be kept on the secure servers of Ghent University.
Only members of the research team will have access to the data. If needed, data will be transferred
using a Secure File Transfer platform, Belnet Filesender.

Statistical methods

[20a] Statistical methods for primary and secondary outcomes

Two weeks after the last telephone questionnaire was scheduled, we will end the data collection and
the statistical analysis will be executed. The intervention group will be compared against the control
group for having consulted a dentist within 4 months after the initial contact. Differences in
proportions will be reported, logistic regression models will be used.

[20b] Methods for additional analyses (e.g. subgroup analyses)
Subgroup analyses will be purely exploratory:

- Impact of age on outcome

- Impact of gender on outcome

- Impact of education on outcome

- Impact of financial situation on outcome

- Impact of frailty on outcome.

- Impact of whether participant is dentate or edentulous on outcome.

- Impact of whether participant experienced oral problems the previous 6 months on
outcome.

[20c] Methods in analysis to handle protocol non-adherence and any statistical methods to
handle missing data

All randomized participants will be included in the “intention to treat”-analysis. This means that a
participant allocated to the intervention group, who refuses an oral examination will remain in the
intervention group.

If we cannot reach a participant at timepoint 2, the specified proxy will be contacted. If it appears
that the participant has since died, they will be considered as drop-out. If it appears that the
participant is not available (e.g., due to hospitalization), we will submit the questionnaire to the
proxy. When we cannot reach an individual at all, we will address this missing data by applying
multiple imputation per randomization arm. We will check for having natural teeth and when the last
dental visit occurred, but this is not an exhaustive list.

10



Can we contact the participant?

Yes No

Submit telephone questionnaire to participant Can we contact a proxy?

Yes No

Is the participant available? Multiple Imputation

Yes No

Due to death of the participant: drop-out of the study

Submit telephone questionnaire to participant i . i .
Due to illness: submit telephone questionnaire to proxy

Methods: monitoring

[21] Data monitoring
Since this study has no major safety concerns, no data monitoring committee will be composed. No
interim analysis will be conducted.

[22] Harms

An adverse event refers to an unwanted side-effect during the study, which may or may not be
causally related to the intervention or other aspects of participation in the study. We expect no such
events to happen because of the design of the intervention. However, participants are informed that
when an injury does occur, they may contact the investigator or a member of the research team.
Contact information is included in the informed consent form.

[23] Auditing

There will be no auditing.

Ethics and dissemination

[24] Research ethics approval

This study was approved by an independent Medical Ethics Committee affiliated with Ghent
University Hospital and Ghent University. The study is conducted according to the guidelines for good
clinical practice (ICH/GCP) and the Declaration of Helsinki established to protect people participating
in clinical studies. (Reference number ONZ-2023-0350). Written informed consent will be obtained
from all the participants.

11



[25] Protocol amendments

Any modification to the protocol of the study will need a new approval by the Medical Ethics
Committee, an amendment will be requested. The decision to amend the protocol will be discussed
within the research team.

[26] Consent or assent

The informed consent forms [32] were approved by the Medical Ethics Committee affiliated with the
Ghent University Hospital and Ghent University. The forms are addressed to the elderly person living
at home. The participants should read the informed consent forms thoroughly and discuss them with
the researcher. After all questions have been answered and upon agreement, the participant should

sign the forms in the space provided.

The informed consent form requests the participant's permission to use his pseudonymized data for
future scientific research in the same/similar research domain.

[27] Confidentiality

All the data will be collected pseudonymized. Each participant will be given a coded identification
number. The key will be kept on a secured server of UGent to which only researchers of the
Gerodent PLUS project will have access. The informed consent forms will be stored separately from
study participants records identified by code number.

The informed consent form requests the participants permission to share the results of the oral
examination with the family doctor or dentist. A referral and report letter will be given to the
participant for these professionals.

Raw data will not be shared with members outside of the Gerodent PLUS-research team.

[28] Declaration of interests
The researchers declare that they have no competing interests.

[29] Access to data
Only members of the Gerodent PLUS-research team will have full access to the data. Raw data will
not be shared with the sponsor or with journals.

[30] Ancillary and post-trial care
No disadvantages are expected for elderly people participating in this study; therefore no
arrangements are made for ancillary care and post-trial care.

[31] Dissemination policy
Results of this study will be published and will be communicated to the Flemish Government. No
professional writers will be used.

No later than 3 years after the collection of the final results, a description of the trial methods
(including the protocol), deidentified data and all analyses will be shared upon request.
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Appendices

[32] Informed consent materials

ICF — questionnaire

TMF ICF Prospective Observationsl: Version 2.0; Effective Date 2023-06-12 Pege1/5

Information letter for participants

Study title: PLUS: oral status of elderly people living at home

Dear,

You are invited to participate in a study. Before you decide to participate in this study,
please take sufficient time to read this information letier carefully and discuss it with
the investigator or his/her representative. Also, take the time to ask questions if there
are ambiguities or if you would like additional information. This process is called
“informed consent” to participate in a study. Once you have decided to parlicipate in
the study, you will be asked to sign the consent form on the back.

1. DESCRIPTION AND PURPOSE OF THE STUDY
Gerodent PLUS is a project of Ghent University. The aim of this project is to improve
oral health in frail elderly people living at home. We want to improve oral health by
improving cooperation between health care providers (e.g. denfist, general
praciitioner and pharmacist) and access to care

‘We kindly ask you if you would take the time to answer some questions. This will take
a maximum of 1 hour of your time.

‘We would also like to ask you if we may contact you by phone 4 months later to
answer another short questionnaire. This will take approximately 10 minutes of your
time.

This study was pre-approved by an independent Committee on Medical Ethics
affiliated with Ghent University Hospital and Ghent University. The study is conducted
according to the g lines for good clinical practice (ICH/GCP) and the Declaration
of Helsinki established to protect people participating in clinical studies.

The sponsor of this study is Ghent University. This data collection is conducted under
the supervision of Prof. Dr. Barbara Janssens. Students of the Department of Oral
Health Sciences will be part of the research team

This study is made possible by the Flemish Agency for Care & Health

2 CONSENT AND REFUSAL
Participation in this study is completely voluntary. You may refuse to have the oral
examination performed without having to give a reason and without in any way
affecting the further relationship with the researcher.

3. BENEFITS
By participating in this study, the resulis obtained may lead to new and more efiective
methods for the prevention, identification and treatment of oral health problems in
elderly people living at home.

Informed consent form — Version 2.0, dd. 2023/08/12

TMF ICF Prospective Observationsl: Version 2.0: Effective Date 2023-06-12 Pege3d/s

violating confidentiality. This can only be done within the limits permitted by the
relevant laws. By signing the consent form, after prior explanation, you consent to
this access.

To obtain mere substantive information about the study and to exercise your rights,
please contact the study team.

The Data Protection Officer can also provide you with more information on the
proteclion of your personal data if you wish. Contact details: Hanne Elsen,
privacy@uqent.be

The Belgian supervisory authority responsible for enforcing daia protection legislation
can be reached at the contact details below:

Gegevensbeschermingsautoriteit (GBA)
Drukperssiraat 35 — 1000 Brussel

Tel +322 274 48 00

e-mail: contact@apd-gba.be

Website: www gegevensbeschermingsautoriteit be

6. INSURANCE

The sponsor provides compensation andfor medical treatment in the event of
damage and/or injury resulting from participation in this clinical trial. For this purpose,
an insurance policy with faultless liability has been taken out in accordance with the
Law on Experiments on the Human Person of May 7, 2004, the Belgian Law of May
7. 2017 on clinical trials on medicinal products for human use and the Belgian Law of
December 22, 2020 on medical devices (Allianz Global Corporate & Specialty,
Uitbreidingstraat 86, 2600 Berchem; Tel: +32 33 04 16 00; policy number for UZ Gent
BEL001889 - policy number for UGent BEL0O00862).

7. CONTACT
If an injury occurs as a result of the study, or if you require additional information
about the study or about your rights and obligations, you may contact the investigator
or a member of his or her team:
Responsible researcher: Prof. Dr. Barbara Janssens (barbarae janssens@ugent be)

Executive Aster De (aster.d 1gent.be)

Adres: C. Heymanslaan 10 (1P8), 8000 Gent

Phone number: +32 9 332 02 81

Email address: gerodentplus@ugent be

Informed consent form — Version 2.0, dd. 2023/06/12

TMF ICF Praspective Observationsl: Version 2.0: Effective Date 2023-06-12 Pege2/5

4. COST
Participation in this study entails no additional cost to you, but it also offers no
financial benefit.

5. PROCESSING OF PERSONAL DATA

In accordance with the Belgian law of August 22, 2002 on patient's rights, the
General Data Protection Regulation (AVG or GDPR) (EU) 2016/679 of April 27, 2018,
and the Belgian law of July 30, 2018, on the protection of natural persons with regard
to the processing of personal data and on the free movement of such data, your
privacy will be respected and you may access the data collected about you. Any
incorrect data can be corected at your request. Your other rights (including the right
to resfrict the processing of your (personal) data, the right fo have your (already
collected) data erased in certain circumstances, and the right to lodge a complaint)
will also be safeguarded.

For more information on the rights you have and how fo exercise them, please visit
the UGent website (htips:/iwvrw.ugent univgent/p: /p htm)

Your participation in the study means that your data will be processed for the purpose
of the clinical study. This processing of data is necessary for the performance of a
task carried out in the public interest according to Article 6, paragraph 1 (e) and is
necessary for the purpose of scientific research according to Arlicle 9, paragraph 2 (j)
of the General Data Protection Regulation

All information collected during this study will be pseudonymized (in doing so, your
data can sfill be linked back to your personal file by means of a code). The key fo the
codes will only be accessible to the researchers. The collected pseudonymized data
can be shared with other (future) researchers. This may lead to reuse of your
pseudonymized data for future academic research projecis and studies exclusively in
the context of the same or similar disease/pathology or treatment. Such new study
and data reuse must always be submitted and approved by the ethics committes. If
you wish your data not fo be used for future research, you can contact the DPO for
this purpose (see conltact details under chapler 5).

Only the pseudonymized data will be used for data analysis and in any
documentation, reports or publications (in medical journals or congresses) about the
study. Confidentiality of your daia is thus guaranteed at all times.

Both personal data and data concemning your health will be processed and kept for at
least 10 years after the end of the study and for security reasons regarding the study
conducted and its (possible) follow-up.

The data controller is the institution of the study's principal investigator, Prof. Dr.
Barbara Janssens (Ghent University). Her research team will have access to your
personal data. For data protection purposes, the data will be processed by persons
belonging to the research team and designated by and under the responsibility of the
principal investigator, including internal employees with non-health care professions.

Representatives of the sponsor, auditors, the Medical Ethics Commitiee and the
competent authorities, all bound by professional secrecy, have direct access to your
medical records to check the procedures of the study andior the data, without

Informed consent form — Version 2.0, dd. 2023/05/12

TMF ICF Prospetive Observationsl: Version 2.0: Effective Dete 2023-06-12 Pege /5

CONSENT FORM FOR PARTICIPANTS

I have read and understood the document “Information Letter for Parficipants” pages 1
through 3 and have been given a copy of it. | have been explained the nature, purpose and
duration of the study and what is expected of me

| understand that parficipation in the study Is voluntary and that | may withdraw from the
study at any time without giving a reasen for this decisicn and without affecting my continued
treatment

| am aware that this study was approved by an independent Commites on Medical Ethics
attached to Ghent University Hospital and the University of Ghent and that this study will be
conducted according 1o the guidelines for good dinical practice (ICH/GCP) and Ihe
Declaration of Helsinki, established to prolect people parficipating in experiments. This
approval was in no way the impetus for deciding to participate in this study

| have been informed that bolh personal data and dala conceming my health will be
processed and kept for at least 10 years after the end of the study. | am informed that | have
the right to access and comrect this data. Since this data Is processed for medical scientific
purposes, | understand that access to my data may be delayed until afler the study has
ended. If | want access fo my data, | will contact the researcher responsible for its

| am aware that my pseudonymized data will be used for current scientific research
I am aware thal my pseudonymized data may be used for future academic scientinc
research within the framework of the samefsimilar research field. Such new study should
always be submitted and approved by the ethics committe. If | wish my data not to be used
for future research, | will contact the DPO (see contact details under section 5).

| understand that my primary care physician and dentist will be informed of my participation

in this study and any problems present in my mouth,

Infarmed consent form — Version 2.0, dd. 2023/08/12
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TMF ICF Prospective Observatiansl: Version 2.0, Effective Date 2023-05-12 Pege§/5

Check bax by parficipant if agreed

1 agree to participate in this study consisting of the following mandatory aspects
as explained under section 1 of the information letter
- | agree to answer a questionnaire.

- | agree to be contacted after 4 months for a short telephone
questionnaire.

Name of parficipant Signature Date

Name of researcher Signature Date

T copies shoukd b= complated. The original wil b2 kepl by e researcher in the hospiial for 3t least 10 years, e
‘opy Wil be given to the paricipant
“Check box by resesrcher if agresd

Toartfy that | hawe orslly provided the necasssry information ragarding this stugy (the nature,
purpose, and foresessble effscts) s well &5 & copy of the information document to the
participart

T confirm that no prassure has been exarizd on the paricipant @ get Rimiher 1o agree fo
participste in the study snd | sm wiling to snswer any sdditionsl questions.

Informed consent form — Version 2.0, dd. 2023/08/12
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Information letter for participants
Study title: Gerodent PLUS: oral status of elderly people living at home

Dear,

You are invited to parficipate in a study. Before you decide to parficipate in this study,
please take sufficient time to read this information letter carefully and discuss it with
the investigator or his/her representative. Also, take the fime to ask guestions if there
are ambiguities or if you would like additional information. This process is called
“informed consent” to participate in a study. Once you have decided to parficipate in
the study, you will be asked fo sign the consent form on the back

1. DESCRIPTION AND PURPOSE OF THE STUDY
Gerodent PLUS is a project of Ghent University. The aim of this project is to improve
oral healih in frail elderly people living at home. We want to improve oral health by
improving the cooperafion between health care providers (e.g. dentist, general
praciitioner and pharmacist) and access to care.

To this end, on the one hand we want to map the oral health of 65+ people living at
home. On the other hand, we also want to find out whether a low-threshold initial oral
examination is sufficient to make the elderly visit a dentist again, when this would not
be the case now

‘We kindly ask you if you would take the time fo have an examination of your mouth
by a dentist (in training). This will take about 40 minutes of your fime. Afterwards, we
will update you on your oral health and what you can do about it if any problems are
identified.

This study was pre-approved by an independent Medical Ethics Commitiee affiliated
with Ghent University Hospital and Ghent University. The study is conducted
according to the guidelines for good clinical practice (ICH/GCP) and the Declaration
of Helsinki established to protect peaple participating in clinical studies.

The sponsor of this study is Ghent University. This data collection is conducted under
the supervision of Prof. Dr. Barbara Janssens. Students from the Depariment of Oral
Health Sciences will participate

2. CONSENT AND REFUSAL
Participation in this study is completely voluntary. You may refuse to have the oral
examination performed without having to give a reason and without in any way
affecting the further relationship with the researcher.

3 BENEFITS
By participating in this study, you will receive an oral examination and will be
explained about any identified problems in your mouth. In addition, you will receive
information on hov: to improve your oral health.

Informed consent form — Version 2.0. dd. 2023/08/12
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Furthermore, the resulls obtained may lead to new and more efficient metheds for the
prevention, identification and treatment of oral health problems in elderly people
living at home.

4. COST
Participation in this study entails no additional cost to you, but it also offers no
financial benefit

5. PROCESSING OF PERSONAL DATA

In accordance with the Belgian law of August 22, 2002 on patient's rights, the
General Dala Protection Regulalion (AVG or GDPR) (EU} 2016/679 of April 27, 2018,
and the Belgian law of July 30, 2018, on the protection of natural persons with regard
to the processing of personal data and on the free movement of such data, your
privacy will be respected and you may access the dala collected about you. Any
incorrect data can be comected at your request. Your other rights (including the right
to restrict the processing of your (personal) data, the right to have your (already
collected) data erased in cerfain circumstances, and the right o ledge a complaint)
will also be safeguarded

For more information on the rights you have and how lo exermse them, please visit
the UGent website (htips #wvw ugent be/nl/u Klaring him).

Your participation in the study means that your data will be processed for fhe purpose
of the clinical study. This processing of data is necessary for the performance of a
task carried out in the public interest according to Article 6, paragraph 1 () and is
necessary for the purpose of scientific research according to Ariicle 9, paragraph 2 (j)
of the General Data Protection Regulation

All information collected during this study will be pseudonymized (in doing so, your
data can still be linked back to your personal file by means of a code). The key to the
codes will only be accessible to the researchers. The collected pseudonymized data
can be shared with other (future) researchers. This may lead to reuse of your
pseudonymized data for future academic research projects and studies exclusively in
the context of the same or similar disease/pathology or treatment. Such new study
and data reuse must always be submitted and approved by the ethics committee. If
you wish your data not fo be used for future research, you can contact the DPO for
this purpose (see contact details under chapter 5).

Only the pseudonymized data will be used for data analysis and in any
documentation, reports or publications (in medical journals or congresses) about the
study Cnnﬁdema\ny of your data is thus guaranteed at all times.

Both personal data and data concerning your health will be processed and kept for at
least 10 years after the end of the study and for security reasons regarding the study
conducted and its (possible) follow-up

The data controller is the institution of the study's principal investigator, Prof. Dr.
Barbara Janssens (Ghent University). Her research team will have access to your
personal data. For data protection purposes, the data will be processed by persons
belonging to the research team and designated by and under the responsibility of the
principal investigator, including internal with health care

Informed consent form — Version 2.0. dd. 2023005112
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Representatives of the sponsor, auditors, the Medical Ethics Commitiee and the

mpetent all bound i secrecy, have direct access to your
medical records fo check the procedures of the study andfor the dafa, without
violating confidentiality. This can only be done within the limits permitted by the
relevant laws. By signing the consent form, after prior explanafion, you consent to
this access.

To obtain more substantive information about the study and to exercise your rights,
please contact the study team.

The Data Protection Officer can also provide you with more information on the
protection of your personal data if you wish. Contact deiasilss Hanne Elsen,
privacy@ugent be

The Belgian supervisory authority responsible for enforcing data proteciion legislation
can be reached at the contact details below:

Gegevensbeschermingsautoriteit (GBA)
Drukperssiraat 35 — 1000 Brussel

Tel +32 2274 48 00

e-mail: contaci@apd-gba be

Website: www_gegevensbeschermingsautoriteit be

6 INSURANCE

The sponsor provides compensation andfor medical treatment in the event of
damage and/or injury resulting from participation in this clinical trial. For this purpose,
an insurance policy with faultless liability has been taken out in accordance with the
Law on Experiments on the Human Person of May 7, 2004, the Belgian Law of May
7, 2017 on clinical trials on medicinal products for human use and the Belgian Law of
December 22, 2020 on medical devices (Allianz Global Corporate & Specialty;
Uitbreidingsiraat 86, 2600 Berchem; Tel: +32 33 04 16 00; policy number for UZ Gent
BEL001889 - policy number for UGent BEL000862).

7. CONTACT
If an injury occurs as a result of the study, of If you require additional information
about the study or about your rights and obligations, you may contact the invesfigator
or @ member of his or her team

Responsil

esearcher: Prof. Dr. Barbara Janssens (barbarae janssensi@uaent be)
Executive - Aster De (aster it.be)

Adres: C. Heymanslaan 10 (1P8), 9000 Gent
Phone number: +32 9 332 02 81

Email address: gerodentplus@uqgent be

Infarmed consent form — Version 2.0, dd. 2023/05/12
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Check box by participant if agreed

| agree to pariicipate in this study consisting of the following mandatory aspects
as explained under section 1 of the information letter
| agree to have my mouth and testh examined

Name of pariicipant Signature Date

Name of researcher” Signature. Date:

T copies should be complet=d. The original wil b= Kept by the researchar in the haspial for a1 least 10 years. e
sopy will be given to the participant
*Gheok box by researcher if agreed

Toerty that | have orally provided the necessary information regarding this study (the naturs,
purpose, and foresessble =ffscts) as well == & copy of the information document to the
participant

I confirm that no pressure has been exeried on the participant to get himiher to agree fo
participete in the study and | am willing to snswer sny sdditicnsl questions.

Informed consent farm — Version 2.0, dd. 2023/05/12
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CONSENT FORM FOR PARTICIPANTS

1 have read and understood the document “Information Letler for Pariicipants™ pages 1
through 3 and have been given a copy of if. | have been explained the nature, purpose and
duration of the study and what is expected of me

1 understand thal participation in the study is voluntary and that | may withdraw from the
study at any time withoul giving a reason for this decision and without affecting my confinued
treatment

1am aware that this study was approved by an independent Committee on Medical Ethics
attached to Ghent University Hospital and the University of Ghent and that this study will be
conducted according to the guidelines for good clinical practice (ICHIGCP) and the
Declaration of Helsinki, established to protect people participating in experiments. This
approval vias in no way the impetus for deciding to parficipate in this study

I have been informed thal both persenal data and dala conceming my health will be
processed and kept for at least 10 years after the end of the sfudy. | am informed that | have
the right to access and corect this data. Since this data is processed for medical scientific
purposes, | understand that access to my data may be delayed unfil after the study has
ended. If | want access lo my data, | wil contact the researcher responsible for ils
processing.

| am aware that my pseudonymized data will be used for current scientific research

| am aware that my pseudonymized data may be used for future academic scientiic
research within the framework of the samefsimilar research field. Such new study should
always be submitted and approved by the ethics committee. If | wish my data not to be used
Tor future research, | will contact the DPO (see contact defails under secfion 5).

I understand that my primary care physician and dentist will be informed of my parlicipation

in this study and any problems present in my mouth.

Infarmed consent form - Version 2.0, dd. 20230512

[33] Biological specimens
No biological specimens will be collected.
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