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Information sheet for the participants

Title of the study: Enter the official title as stated on the protocol



Dear,

You are invited to participate in a study. Before you decide to participate in this study, take sufficient time to read this information sheet carefully and discuss this with the investigator/medical team or other people of your choice. Please take time to ask questions if there are any uncertainties or if you require additional information. This process is called "informed consent" for participation to a study. Once you have decided to participate in the study, you will be asked to sign the consent form at the end of this information sheet.	Comment by De Puysseleyr Adelien: In het geval van gezonde deelnemers gelieve overal de term “doctor” te vervangen door “investigator”

DESCRIPTION AND PURPOSE OF THE STUDY

You will receive an xxx (enter here the purpose of the normal contact with the patient where the patient will be asked to participate in the study, e.g. regular consultation with the doctor, examination, etc.).
The department xxx (enter the name of the department here) conducts an investigation to xxx (enter the subject of the investigation here and why the study is being conducted).
We kindly ask you to take the time to complete a questionnaire for us. This will take approximately xxx (insert the time it takes to carry out the study-specific interventions) of your time.	Comment by De Puysseleyr Adelien: Aan te passen naargelang de studie

This study was evaluated by the Ethics Committee of University Hospital Ghent and University Ghent. The study is conducted in accordance with the guidelines of good clinical practice (ICH/GCP) and the Helsinki Declaration, written to protect those involved in clinical studies.	Comment by De Puysseleyr Adelien: In het geval van een multicentrische studie toevoegen: ““which has issued a favorable opinion after consulting the Ethics Committees of each Belgian center where the study will be conducted”

The sponsor of this study is xxx. This collection of data is carried out under the supervision of Prof. Dr. xxx (enter here the person responsible for the database, this person is also responsible for protecting the data that will be stored in the database). Students from the department xxx will be part of the research team.

CONSENT AND REFUSAL

Your participation in this study is entirely voluntary. You can refuse to complete the questionnaires and you are free to withdraw from this study at any time, without having to justify your decision. This will not affect your treatment, medical follow-up, the quality of your subsequent care or the relationship with the investigator or the treating doctor. 	Comment by De Puysseleyr Adelien: Weglaten indien niet van toepassing

ADVANTAGES

Participation in this study will probably not bring you any medical or other benefits. However, the results obtained can lead to new and more efficient methods for the treatment of xxx (enter here for which pathology).	Comment by De Puysseleyr Adelien: Pas aan indien nodig

COSTS

Your participation in this study does not entail any additional costs for you, but it also offers no financial benefits.

PROCESSING OF PERSONAL DATA

In accordance with the Belgian law of August 22, 2002, relating to the rights of the patient, the General Data Protection Regulation (or GDPR) (EU) 2016/679 of April 27, 2016 and the Belgian law of July 30 2018, on the protection of individuals related to the processing of personal data and on the free movement of such data your privacy will be respected and you will be able to access the data collected about you. Each error can be corrected at your request.	Comment by De Puysseleyr Adelien: Deze zin weglaten indien enkel gezonde deelnemers gerekruteerd zullen worden
Your other rights (i.e. including the right to restrict the processing of your (personal) data, the right to have your (already collected) data erased in certain circumstances, and the right to lodge a complaint) are also safeguarded.
For more information on the rights you have and how to exercise them, please visit the website of UZ Ghent or UGhent.	Comment by De Puysseleyr Adelien: Indien studie met opdrachtgeverschap UZGENT: 
Vul de zin aan met:
“you can visit the website of UZ Ghent (https://www.uzgent.be/patient/gegevensbescherming/u-neemt-deel-aan-wetenschappelijk-onderzoek)”.	Comment by De Puysseleyr Adelien: Indien studie met opdrachtgeverschap UGENT: 
Vul de zin aan met: 
“you can visit the UGhent website (https://www.ugent.be/nl/univgent/privacy/privacyverklaring.htm) or the project-specific website (if this exists, please add the link).”

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, as mentioned in article 6, paragraph 1 (e) and is necessary for the purpose of scientific research in accordance with Article 9, paragraph 2 (j) of the General Data Protection Regulation.

All information collected during this study will be pseudonymised (here your data can still be linked to your personal file by means of a code). The key to the codes assigned to you will only be accessible to the investigator/treating doctor or to his/her appointed replacement. In this study, data can also be collected via an electronic questionnaire. Therefore, you will be asked to provide a personal email address at which you wish to receive this questionnaire. 	Comment by Defraye Charlotte: Binnen klinisch onderzoek: voorkeur voor pseudonimiseren (cfr. RUZB nota).

Indien toch anoniem: gelieve advies van de DPO in te winnen (ook i.v.m. de modus operandi van het anonimiseren) en dit advies mee te uploaden in het onderzoeksportaal.	Comment by De Puysseleyr Adelien: Enkel laten staan indien vragenlijsten naar een e-mail adres worden gestuurd (vb. via ePRO), zo niet deze paragraaf verwijderen
The pseudonymised data collected can be shared with other (future) researchers. This may lead to re-use of your pseudonymised data for future academic research projects and studies, exclusively in the context of the same or a similar disease/pathology or treatment. Such new studies and re-use of data always need to be submitted to and approved by the ethics committee. If you wish your data not to be used for future research, you can contact the DPO for this purpose (see contact details under chapter 5).	Comment by Defraye Charlotte: Ook indien u in het portaal heeft aangeduid dat gegevens niet met andere onderzoekers zullen gedeeld worden, is het veiliger om deze alinea te vermelden in het ICF. Indien er dan toch toekomstig academisch onderzoek met de gegevens zou gebeuren, werden de deelnemers hier reeds over geïnformeerd.

Opgelet: dit geldt enkel voor toekomstig academisch onderzoek binnen de EER en landen op de witte lijst. Voor toekomstig onderzoek in een land buiten de EER dat niet op de witte lijst staat: gelieve HIRUZ CTU te contacteren om het ICF correct op te stellen.
Only pseudonymised data will be used for analysis and in any type of documentation, reports or publications (in the medical scientific literature and/or at medical conferences) concerning this study. Therefore, confidentiality of the data will always be guaranteed. 	Comment by Defraye Charlotte: Binnen klinisch onderzoek: voorkeur voor pseudonimiseren (cfr. RUZB nota).

Indien toch anoniem: gelieve advies van de DPO in te winnen (ook i.v.m. de modus operandi van het anonimiseren) en dit advies mee te uploaden in het onderzoeksportaal.

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 safety reasons regarding the study conducted and its follow-up (if any).	Comment by De Puysseleyr Adelien: Ter info: 

Voor geneesmiddellenstudies is de bewaartermijn minstens 25 jaar; voor Medical Device studies en experimenten minstens 10 jaar.

Gezondheidsgegevens in een patiëntendossier moeten bij wet bijgehouden worden minstens 30 jaar tot max. 50 jaar na laatste patiëntencontact.

Voor een geneesmiddelenstudie: gelieve het ICF proef te gebruiken zie https://hiruz.be/ctu/templates/ “Templates for clinical trials with medicinal product (NL: “Proef”)’ 

The controller of the data is the institution of the principal investigator of the study, Dr. XXX (mention the PI of the study here) (UZ Ghent). His/her research team will gain access to your personal file. 	Comment by De Puysseleyr Adelien: In geval van multicentrische studies met U(Z) Gent als lokaal deelnemend centrum:

The controller of the data is the institution of the principal investigator, XXX (to be completed with central institution and the name of the central principal investigator). The research team of the local (principal) investigator, XXX (to be completed with local principal investigator from UZ Ghent) will have access to your personal data.


In geval van internationale studies met U(Z)Gent als nationaal coördinator/lokaal deelnemend centrum:

The controller of the data is the international sponsor of the study, XXX (to be completed with the name of the international sponsor and country). The national coordinator of the study, XXX, will also have access to the coded data of all participants in Belgium (to delete if there is no national coordinator). However, only the research team of the local (principal) investigator, XXX (to be completed with local principal investigator from UZ Ghent) will have access to your personal data.
In the context of data protection, the data will only be processed by personnel belonging to the research team and designated by and under the responsibility of the principal investigator, including internal employees with a non-healthcare profession.	Comment by Burggraeve Lieselot: Deze zin enkel toevoegen indien er medewerkers met een niet-gezondheidzorgberoep de gegevens zullen verwerken.
Data from the patient file are processed in the context of improvement processes of the organization and health care in general.	Comment by Burggraeve Lieselot: Deze zin toevoegen indien het EPD (elektronisch patiënten dossier) wordt geraadpleegd voor de studie.

In case your data has to be transferred to a country outside the European Economic Area (EEA), U(Z) Ghent will ascertain whether the country of destination offers an adequate level of protection. If the country to which U(Z) Ghent wishes to transfer data does not offer adequate guarantees, U(Z) Ghent itself will enforce adequate guarantees by means of model agreements, made available by the European Commission, or other accepted measures. 	Comment by Defraye Charlotte: Verwijderen indien data niet getransfereerd zal worden naar een land buiten de EER.	Comment by Defraye Charlotte: Advies van de DPO: Wanneer geweten is dat er een data transfer naar een land buiten de EER gebeurt, moet dit in het Data Transfer Agreement worden ingebouwd: het moet een incidentele doorgifte betreffen, maw enkel voor het doel van de betreffende studie en er moet uitdrukkelijke toestemming aan de patiënt gevraagd worden voor die specifieke data transfer NADAT voldoende informatie gekregen werd over de mogelijke risico’s.
	Comment by Defraye Charlotte: Gelieve onderstaande zin toe te voegen wanneer de data wordt getransfereerd naar een land buiten de EER dat niet op de witte lijst staat: 

The processing of your data is based on consent, as mentioned in GDPR article 6, paragraph 1(a).

Voor dergelijke datatransfer dient expliciete toestemming gevraagd te worden in het toestemmingsformulier.

Representatives of the promoter, auditors, the Medical Ethics Committee and the competent authorities, all bound by professional secrecy, can have direct access to your medical records under the responsibility of the investigator (or one of his/her collaborators) in order to check the study procedures and/or the data, without violating its confidentiality. This is only possible within the limits of the relevant laws. By signing this consent form and having received the preliminary explanations, 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 further information on the protection of your personal data if required. Contact details: Katya Van Driessche, dpo@uzgent.be OR Hanne Elsen, privacy@ugent.be.	Comment by De Puysseleyr Adelien: Katya Van Driessche is de contactpersoon voor de studies met patiënten aan UZ Gent. 

Voor de studies zonder patiënten van UZ Gent gelieve de gegevens van Hanne Elsen, privacy@ugent.be toe te voegen

In geval van multicentrische studie dient elk centrum zijn DPO contact gegevens toe te voegen, dit is mogelijk via een comment bubble en kan zo ingediend worden dat de gegevens mogen aangepast worden door het desbetreffende centrum.


The Belgian supervisory Data Protection Authority responsible for enforcing data protection legislation can be reached via the following contact details:

Data Protection Authority (DPA)
Rue de la Presse 35 – 1000 Brussels
Tel: +32 2 274 48 00
E-mail: contact@apd-gba.be
Website: www.dataprotectionauthority.be

INSURANCE

The sponsor provides compensation and/or medical treatment in the event of damage and/or injury as a result of participation in this clinical study. For this purpose, insurance has been taken out with faultless liability in accordance with the Human Experiments Act of 7 May 2004, the Belgian Law of 7 May 2017 on clinical trials with medicines for human use and the Belgian Law of 22 December 2020 on medical devices (Allianz Global Corporate & Specialty; Uitbreidingstraat 86, 2600 Berchem; Tel: +32 33 04 16 00; policy number for UZ Ghent BEL001889 – policy number for UGhent BEL000862). 	Comment by Defraye Charlotte: Voor internationale studies waarbij U(Z)Gent een verzekering voorziet voor alle Belgische deelnemers:

U(Z)Gent provides compensation and/or medical treatment for all Belgian participants in the event of damage and/or injury resulting from participation in this clinical study.

CONTACT

If an injury occurs or if you would like to receive more information about this study or about your rights, you can contact the investigator or an employee of his/her team at any time during the course of the study:	Comment by De Puysseleyr Adelien: Vul hier de coördinaten in van één of meerdere contactpersonen. 

Minstens de NAAM van de PI dient vermeld te worden!!
Gelieve in eerste instantie een telefoonnummer van het secretariaat of studie coördinator te vermelden

In het geval van multicentrische studies: contactgegevens aan te passen per centrum !

In geval van internationale studie met nationaal coördinerend centrum: ook gegevens van coördinerende investigator toevoegen.

Name:

Address:

Telephone number:



INFORMED CONSENT FORM FOR THE PARTICIPANTS 

	I have read and understood the document “Information sheet for the participants” page 1 to page xxx (enter here the page number of the end of the information letter, so the page before this page) and I have received a copy of this document. I have been informed about the nature of the study, its purpose, its duration and what is expected of me. 

	I understand that participation in the study is voluntary and that I can withdraw from the study at any time without giving a reason for this decision and without this having any influence on my further treatment.

	I am aware that this study has been approved by an independent Medical Ethics Committee at UZ Ghent and Ghent University and that this study will be conducted according to the guidelines for good clinical practice (ICH/GCP) and the declaration of Helsinki, designed to protect people participating in experiments. This approval should under no circumstances be taken as an incentive to participate in this study.	Comment by De Puysseleyr Adelien: Aanpassen indien multicentrische studie (cfr. Sectie 1) – zelfde zin toevoegen:

In het geval van een multicentrische studie toevoegen: “which has issued a favorable opinion after consulting the Ethics Committees of each Belgian center where the study will be conducted”

	I have been informed that both personal data and data concerning my health are processed and stored for at least 10 years after the end of the study. I am aware that I am entitled to access and correct this information. As this data is processed for medical-scientific purposes, I understand that access to my data may be postponed until after the end of the study. If I want access to my data, I will address the doctor-investigator who is responsible for the processing of the data.

	I am aware that my pseudonymised data will be used for current scientific research.

	I am aware that my pseudonymised data may be used for future scientific academic research within the framework of the same / a similar research field. Such new study should always be submitted and approved by the ethics committee. If I wish my data not to be used for future research, I will contact the DPO (see contact details under section 5).

	Optioneel toe te voegen indien van toepassing voor de studie:
I understand that my GP will be informed about my participation in this clinical study.



Tick by the participant if you agree

	I agree to participate in this study consisting of the following mandatory interventions as explained under section 1 of the information letter:	Comment by Defraye Charlotte: Gelieve de verplichte deelaspecten van de studie hier te beschrijven (= studie-interventies die nodig zijn om de primaire/secundaire eindpunten te bereiken)(indien van toepassing). Indien de deelnemer niet akkoord gaat met deze deelaspecten, kan hij/zij niet deelnemen aan de studie.

Voorbeelden:
Invullen vragenlijsten
Gebruik e-mailadres voor versturen van vragenlijsten
….
· xxx
· xxx
· xxx
	

	· Please note: This study requires data transfer to a country outside the EEA. By ticking this box, I give my explicit consent for this data transfer outside the EEA. If I do not give this consent, I cannot participate in the study.	Comment by Defraye Charlotte: Schrappen indien niet van toepassing.

Cfr. de interne regel van de DPO van UZ Gent dient expliciete toestemming gevraagd te worden voor data transfer naar een land buiten de EER dat niet op de witte lijst staat. 

Indien deze data transfer vereist is om deel te kunnen nemen aan de studie, dient dit hier onder ‘verplichte interventies’ toegevoegd te worden. 

Indien deze data transfer optioneel is bij deelname aan de studie of kadert binnen toekomstig academisch onderzoek, dient deze alinea aangepast en toegevoegd te worden onder ‘optionele deelaspecten’ i.p.v. hier.
	




I agree to participate in the following optional aspects of the study :	Comment by Defraye Charlotte: Gelieve de optionele deelaspecten van de studie hier te beschrijven (aan te passen of verder aan te vullen)(indien van toepassing). Dit zijn zaken waarmee de deelnemer niet akkoord moet gaan om aan huidige studie te kunnen deelnemen.
	· XXX
	



	Name and first name of the participant



	Signature
	Date

	Name and first name investigator*



	Signature
	Date


2 copies must be completed. The original is kept by the investigator in the hospital for a period of at least 10 years, the copy is given to the participant.

* Tick by the investigator if you agree

	I declare that I have provided the necessary information regarding this study (the nature, the purpose, and the foreseeable effects) orally and a copy of the information document to the participant.
	

	I confirm that no pressure has been exerted on the participant to allow him/her to participate in the study and I am prepared to answer any additional questions.
	



Tick by the witness/interpreter if agreed	Comment by Defraye Charlotte: Deze sectie schrappen indien niet van toepassing voor de studie.

	I was present during the entire information process and I confirm that information about the aims and procedures of the study was given appropriately, that the participant understood the study and that consent to participate in the study was given voluntarily.
	

	Name, first name and qualification of the witness/interpreter




	Signature
	Date



Informed consent form – Version X.X (enter the version number of the final ICF here) dd. YYYY/MM/DD (enter the date of the final ICF here) 

