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ONE-PAGE SUMMARY 5 

INTRODUCTION 

1 
INVITATION TO TAKE PART IN THE 
RESEARCH STUDY 6 
Your participation is completely voluntary 

2 
ORGANIZATION AND RESPONSIBILITY 7 
Who is the sponsor of the study? 

STUDY-RELATED INFORMATION 

3 
AIM OF THE STUDY 8 
Why is this study implemented? 

4 
OTHER THERAPIES FOR YOUR 
CONDITION 8 
Are there any therapeutic alternatives? 

5 
PARTICIPANT SELECTION 8 
Why am I being asked to participate in this 
study? 

6 
STUDY PROCEDURES AND PROTOCOL 9 
What treatments will I take and when? What 
tests and other procedures will be done 
during the course of the study? 

7 
YOUR PARTICIPATION IN THE STUDY 14 
What will I have to do if I take part? 

8 
POSSIBLE BENEFITS 15 
What are the possible benefits of taking part 
in this study? 

9 
POSSIBLE RISKS 15 

What are the possible risks of taking part in 
this study? 

10 
CONTACT IN CASE OF PROBLEMS 19 
What should I do if there is a problem? 

11 
SHARING STUDY INFORMATION 19 
Will I receive information on new study 
results? 

12 
RIGHT TO WITHDRAW 19 
What will happen if I don’t want to continue 
participating in the study? 

13 
SAMPLES 20 
What will happen to any samples I give? 

14 
END OF THE STUDY 21 
What will happen after the study has 
finished? 
What will happen to the results of the study? 

ORGANISATIONAL 
INFORMATION 

15 
REIMBURSEMENT 22 
Are there any costs to cover? Do I receive 
any kind of reimbursement? 

16 
FURTHER INFORMATION AND CONTACT 
DETAILS 22 
Contact in case of questions 

RISKS AND SIDE-EFFECTS 23 

DATA PROTECTION 26 

GLOSSARY OF TERMS 27 

GLOSSARY OF TESTS 28 

CONSENT FORM 29 


