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Information sheet for the participants (12-17 years)
Title of the study: Enter the simple title of the study here

EudraCT-number: Vul hier het EudraCT-nummer van de proef in

Sponsor of the clinical study: Universitair Ziekenhuis Gent OR Universiteit Gent

Dear,

You are invited to participate in a clinical study to evaluate a new 
drug for the treatment of your disease
. A clinical study is a research study that helps us to find new treatment options. You and your parents or legal representatives may decide together if you want to participate in this study. You don't have to decide right away, you get time to think about it and to ask questions. This letter contains more information about the study and can help you make a decision. It is important that you understand everything in this letter. Your parents have received a similar information letter and we will also ask their permission to participate in the study.

1 What is the purpose of this study?

We invite you to participate in a clinical study to investigate the effect of the study drugs on your treatment.

It’s a randomized/blind/open/crossed/a study that compares the study drug with the current standard treatment/with a placebo 
study.

The sponsor of this study is xxx. Students from the department xxx will be part of the research team.
2 what does participation in the study includes for you?

As part of your participation in the study and taking into account your medical situation, part of the visits and examinations that we describe will be part of the standard care in our hospital while others are necessary for the study.
Give a simple description of the study and the treatment.

Describe here the aspects of the study that are experimental.

3 How many participants will be included in this study?

A total of xxx (state the expected number of participants in the study) children/young adults 
will participate in this study. Xxx patients will be included in Belgium
.

4 WHAT IS THE DURATION OF THIS STUDY?

The expected total duration of the study is xxx (describe here the expected number of days/weeks/months/years that the study will last for a participant).

For this study xxx extra visits to the hospital are necessary, compared to if you would not participate in this study.
5 What is expected from you?

For the study to run smoothly, it is important that you fully cooperate with the doctor and that you follow his/her instructions properly.
In addition, it is important that you and your parents/legal representatives respect the following items:

6 WHICH procedures WILL be performed in the context of the study?

6.1 Procedures:

Describe here the procedures, activities or examinations that will be conducted during the study (e.g. ECG, blood pressure measurement, blood test,...). Also state the procedures that will be performed during screening.

In total, approximately xxx (enter here the total amount of blood (in ml) that will be taken during the study, including for screening) ml of blood will be taken specifically for the study.

6.2 Study progress:

If you decide to participate in the study and if all the conditions for participation are met, you will need to undergo the following tests and investigations:

Please give a schematic overview of the procedures that will be carried out during the study, including screening (per visit, per group ...).

6.3 Collection of biological samples:
Describe the path that the collected human body material will follow (storage, locations, destruction and dispatch to another center ...).

If human body material is stored, include the following clause: Your samples collected and analyzed in the context of this study will be pseudonymized (also referred to as “coded”) OR anonymized (there is no link with your name in this case) 
after collection. You remain the "owner" of your human body material. This means that you can always ask that your stored samples are destroyed by the biobank. In that case you should contact the responsible doctor of the study at UZ Ghent
, who will then ensure that the stored body material is destroyed.


7 WHAT ARE YOUR RIGHTS WHEN PARTICIPATING IN THIS STUDY?
Your decision to participate in this study is entirely voluntary. If for any reason and at any time you decide not to participate, you can tell your doctor. Your doctor and the nurses won't mind if you don't want to participate. The doctor will then discuss with you how your illness can be treated. You can also refuse to have information collected about you.

If, during the course of the study, your doctor feels that this study is not the best treatment, the doctor may remove you from the study and suggest a possibly better treatment.

The doctor conducting this study will inform your general practitioner/pediatrician about your participation in the study.

This study was evaluated by the Ethics Committee of University Hospital Ghent and University Ghent.
 The study is thus carried out in accordance with national laws. Your data will be treated confidentially and given a code (pseudonymized) OR are anonymous (no link to your name is possible in this case) 
in order to respect your privacy. The doctor will also ensure that insurance is taken out to protect and/or treat you in the event of damage and/or injury resulting from your participation in this study (Allianz Global Corporate & Specialty – policy number for UZ Ghent BEL001889 – policy number for UGhent BEL000862
). You can ask questions about the study at any time.
8 WHO CAN YOU CONTACT IN CASE OF PROBLEMS OR QUESTIONS
If you have any questions during your treatment or if there are any problems, you can always talk to your parents, the nurses and your doctor:

Name 
and phone number of your doctor or somebody from his/her team:

…………………………………………………………………………………………………

…………………………………………………………………………………………………

INFORMED CONSENT FORM FOR THE PARTICIPANTS (12-17 YEARS)
First and last name of the participant:………………………………………………
	I have read the document "Information letter for the participants (12-17 years)" page 1 to xxx (enter the page number of the end of the information letter here, so the page before this page) and I received a copy. I received an explanation about the study and I was able to ask all my questions.



	I understand that my participation in the study is voluntary and that I can stop the study at any time without having to give a reason.



	I understand that certain data will be passed on to researchers but that my privacy will be respected at all times.

Tick the box "YES" if you agree; if not, tick the box "NO".


	I agree that participating in the study will imply that:
	YES
	NO


	1) I agree to fully cooperate with the doctor-investigator. I will inform him/her if I notice any unexpected or unusual symptoms.
	
	

	2) Information about my disease will be collected and coded and passed on to researchers of the study..
	
	

	3)  My samples will be examined and stored in a biobank for further research on my disease. 
	

	

	4) XXXX
	
	

	5) XXXX
	
	


	Name and first name of the participant


	Signature
	Date

	Name and first name of the doctor-investigator*


	Signature
	Date


2 copies must be completed. The original is kept by the investigator in the hospital for a period of 25 years, the copy is given to the participant.

*Tick by the investigator if agreed
	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.
	


��Vermeld hier de titel van de studie en vereenvoudigd voor niet medisch opgeleide deelnemers


�OF aan te passen naar de internationale opdrachtgever indien van toepassing.


��Weglaten indien niet van toepassing


�Deze inleiding is geschikt voor alle klinische onderzoeken en moet zodanig worden overgenomen voor alle klinische fase II- en III-onderzoeken; (de verwijzing naar “behandeling van uw ziekte/uw gezondheid”) moet worden verwijderd voor fase I-onderzoeken)


�Beschrijving van de doelstellingen van de studie in een aantal regels en vermelding van het/de voornaamste inclusiecriterium/-criteria zoals beschreven in het protocol.


�Aanduiden wat van toepassing is – ook uitleggen wat deze termen betekenen ! in begrijpbare taal voor minderjarige deelnemers


��Beschrijving van het opzet van de studie in voor de deelnemer te begrijpen bewoordingen


�Geef een korte beschrijving van de studie, de behandeling, het onderzochte studiegeneesmiddel, met precisering van aard en werkingsmechanisme van het geneesmiddel, de dosis en de toedieningswijze. 





Een uitgebreider overzicht van de procedures en het studieverloop kunnen hieronder in sectie 6 “procedures” vermeld worden.


�Gelieve onderscheid te maken tussen standaardzorgen en studie-gerelateerde zorgen (eventueel schematisch in tabelvorm, kan ook bij de sectie “procedures” vermeld worden)


�Aanpassen naar de situatie binnen de studie


��Schrappen in het geval van een nationale studie


�Beschrijf hier de regels die de deelnemer in acht moet nemen. Beschrijf hier ook de beperkingen en restricties voor de deelnemers (vb. inzake co-medicatie, nuchter zijn, niet zwanger zijn (indien van toepassing)…)


��Beschrijf hier alle procedures die zullen uitgevoerd worden tijdens de studie (vb. ECG, bloedafnames, afname van biopsie, interviews, vragenlijsten…).


�Korte beschrijving invoegen van:


het verloop van de studie: screeningsfase, onderzoeksfase (aantal en frequentie van de onderzoeken), voortijdige of geplande beëindiging van de studie, opvolgingsfase. 


Een duidelijk schema (flowchart) is vaak beter te begrijpen.


�Schrappen wat niet van toepassing is


�Aan te passen per centrum in het geval van een multicentrische studie


�Indien stalen na afloop van de proef overgebracht worden naar een prospectieve research biobank, volgende clausule toevoegen: 





At the end of the study, your samples will be transferred and stored in a prospective research biobank (Name of the biobank) for future scientific research solely in the context of your disease/pathology or treatment. Such a new study must always be submitted and approved by the ethics committee. The objectives of the future study should correspond to the objectives of this study. A biobank is a facility where human body material (such as blood, urine, tissue samples...) is stored together with additional data relating to this material. 


The medical administrator of this biobank is Prof. Dr. XXX (Contact details of the medical administrator: Name, telephone number, e-mail address).


���Alinea schrappen indien geen MLM gecollecteerd wordt


�Schrappen indien dit niet van toepassing is


�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”


�Schrappen wat niet van toepassing is! Let op het onderscheid tussen gepseudonimiseerde (=gecodeerde) data en anonieme data!


�Voor nieuwe studies vanaf 2020 valt de verzekering zowel voor UGent als UZ Gent onder Allianz en dient deze info van de verzekeraar vermeld te worden – beide polisnummers mogen blijven staan!





!!! Bij studies opgestart vóór 2020 met opdrachtgever UZGent, (in het geval van een amendement aan het ICF) dient de informatie van KBC te blijven staan.


Zie onderstaande tekst:





KBC Insurance – Polisnummer W8/28963726/0100 �


�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 !


��Indien de studie uit verschillende deelaspecten bestaat, gelieve voor elk doel/deelaspect van de studie de expliciete toestemming van de patiënt/deelnemer te vragen (dit is verplicht in het kader van de GDPR wetgeving) – bijvoorbeeld als (bloed/urine)stalen worden gecollecteerd, bij afname van vragenlijsten, …





�Indien van toepassing gelieve de deelnemer te laten afvinken voor volgende zaken:


- I agree that my email address will be used for sending questionnaires..





- I agree that at the end of the study my samples will be transferred to a prospective research biobank for future scientific research solely in the context of my disease / pathology or treatment. Such new study must always be submitted and approved by the ethics committee.


�Aanpassen naargelang de studie aub





Informed consent form participants 12-17 years old – version xxx (enter the version number of the final ICF here) dd. DD/MMM/YYYY (enter the date of the final ICF here) 

