COMMENTARY:

	Italics are used for instruction text

	Normal font is used for template text

	The proposed order and names of the sections can vary and are provided as an example. 


Patient Information Sheet
for Children in the Age of from 10 till 14 Years
	Trial Protocol Number:
	

	Clinical Trial Title:
	

	Full Name of Principal Investigator:
	


1. WHY ARE YOU HERE?
Introduction to patient information
Example:

You are being invited to take part in scientific research. We want to understand if the investigational medication [specify the name of the medication] is safe for health and helps children with [specify the disease].
Only you and your parent(s) can decide whether you will participate in this trial or not. Please, read this document together with your parent(s). If anything is unclear to you, you may ask your parent(s) or the study doctor any questions. This document can contain words that you do not know. You can ask your parent(s) or the study doctor to explain to you what these words mean.
2. WHY is tHis trial conducted?
Short description of the research and, perhaps, nosology in plain and understandable language.

Example:

We conduct this trial because we believe that the investigational medication can help children with [specify the disease]. We also want to collect information about how this medication affects children’s body.
3. WHAT WILL BE happening TO YOU?

Description of the protocol visits and trial procedures. You need to describe in plain language the rules that the little patient should follow (taking the medication, keeping a diary, using additional equipment). If during the trial the patient is provided with any additional devices or materials, it should be indicated, mentioning whether they should be returned upon completion of the patient’s participation in the trial. You should also mention that certain medications should be discontinued.
Example:

First of all, the doctor will tell you and your parent(s) about the trial and you should decide together if you want you to take part in it.
Every time you will come to the doctor, the doctor will ask you how you feel, whether you were ill and if you have taken any new drugs since your last visit. Maybe you will have to stop taking other medications that you are taking now.
The doctor will listen to your lungs and heart, measure your height, weight and body temperature, heart rate and blood pressure (for which a special band will be placed around your upper arm), examine your eyes, mouth, ears, skin and joints.

Your doctor will also have to take from you a little blood sample for analysis to check how your liver and kidneys work. Your blood will also be checked for some dangerous substances and viruses.

You will need come to the hospital for examination when your parent(s) will tell you to do so. You should take the investigational medication exactly in the way your study doctor will tell you to. Your parent(s) will help you follow the rules of the trial. You will need to tell your parent(s) if you suddenly feel sick or strange. Your parent(s) will tell the study doctor about it.
4. WILL IT hURT DURING the TRIAL?
Describe expected risks and inconveniences to the trial patient and possible adverse reactions.

Example:

You can feel sick after the injection. The injection can be painful but the pain will go away fast. If you feel sick, you must tell your parent(s) or the study doctor about it.

We cannot predict everything that can happen to you in this trial (good or bad). If, during the trial, you feel worse, you must tell your parent(s) about it and they will tell the doctor who will help you.
5. WILL YOU BE CURED IF YOU PARTICIPATE IN the TRIAL?

Described expected benefits and/or advantages.

Example:

It is possible that the investigational medication will not improve your condition. We think that the medication will help children with [specify the disease] to feel better but it has not been proved yet. We cannot promise you that this medication will help you. But your participation in this study may help doctors know how to help other children with a disease like yours.
6. DO YOU hAVE TO PARTICIPATE IN the TRIAL?

Example:

You do not have to participate in this trial. Participation in the clinical trial is absolutely voluntary. You need to make a decision together with your parent(s). If you do not want to participate in the trial, tell your parent(s) about it. Nobody has the right to be mad at you for this. The study doctor will tell you and your parent(s) about other possible treatment methods.

You can agree to participate in the trial now and refuse later.
7. WHAT SHOULD YOU DO IF YOU HAVE QUESTIONS?

You can ask any questions about this trial. If anything is unclear to you, ask questions to the study doctor or your parent(s). If any questions arise later, you can call the study doctor and ask him/her.

If you have any questions, please, ask your study doctor:
	

	by calling:
	


Opinion on Participation in the Clinical Trial
I have read this document; its content has been explained to me and my questions have been answered. I do not mind to participate in this trial. I have received a signed and dated copy of this document.

	

	Patient’s full name (printed)

	
	
	

	Patient’s signature
	
	Date (for example, April 1, 2014)


I confirm that the trial has been explained to my child
	

	Parent’s/adoptive parent’s full name (printed)

	
	
	

	Parent’s/adoptive parent’s signature
	
	Date (for example, April 1, 2014)


A statement by an impartial witness (required where the parent/adoptive parent cannot read or write; an impartial witness shall be present throughout the explanatory conversation between the patient, the parent/adoptive parent and the person obtaining the consent, including discussion of information about the trial and conditions of participation therein):

I hereby confirm that the information provided in this document has been thoroughly explained to the patient and the patient’s parent/adoptive parent and they have had the opportunity to ask questions and to receive answers to them. 

	

	Impartial witness’s full name (printed)

	
	
	

	Impartial witness’s signature
	
	Date (for example, April 1, 2014)

	

	Full name (printed) of the clinical investigator obtaining the consent

	
	
	

	Signature of the clinical investigator obtaining the consent
	
	Date (for example, April 1, 2014)
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