Introduction to ICF for adults temporarily incapable of making an autonomous decision


Title of the study: Official title in English and simplified version understandable for non-experts
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Research organisation: Name and address of CRO

Medical Ethics Committee: Identification of the Ethics Committee that issued the single opinion on the trial and the local Ethics Committee that took part in the approval process.
Local investigators: Name, affiliation and contact details 
I Information essential to your decision to take part (5 pages)  
Introduction

You are being invited to take part in a clinical study to evaluate an investigational medicinal product for the treatment of your disease. An investigational medicinal product is a medicinal product that is still being studied to evaluate its efficacy, safety or mode of action
. 

The sponsor and investigator hope that this medicinal product may offer advantages in the treatment of patients with the same disease as yours. There is, however, no guarantee that you will benefit from taking part in this study.
For the attention of the patient: It may be that when you were included in the study, you were incapable to decide for yourself whether or not to take part in this study. It is then customary to use a legal representative, who is asked to make a decision on the person’s participation in the study in the best interests of this person and taking into consideration his/her likely wishes. Your representative agreed to your participation in this study, knowing that once your clinical situation allowed, you would be informed of your participation in a clinical study and from that point would be free to continue with this participation or end it. We are now asking you to confirm whether or not you wish to take part.

For the attention of the legal representative: Because of his/her clinical situation, the person you represent is not currently deemed capable of deciding whether or not to participate with full awareness of the implications. You are therefore being invited to decide whether he/she should participate in this clinical study, taking into consideration his/her likely wishes.

In the remainder of this document, the sentences are worded as if we were directly addressing the person you represent.

Before you agree to take part in this study, we invite you to take note of its implications in terms of organisation, possible risks and benefits, to allow you to make a decision with full awareness of the implications. This is known as giving “informed consent”. 

Please read these few pages of information carefully and ask any questions you want to the investigator or his/her representative. There are 3 parts to this document: the information essential to your decision, your written consent and supplementary information (appendices) detailing certain aspects of the basic information.

If you take part in this clinical study, you should be aware that:
· This clinical study is being conducted after having been reviewed by one or more ethics committees.  

· Your participation is voluntary and must remain free from any coercion. It requires the signature of a document expressing your consent. Even after having signed this document, you can stop taking part by informing the investigator. Your decision not to take part or to stop taking part in the study will have no impact on the quality of your care or on your relationship with the investigator.
· The data collected on this occasion are confidential and your anonymity is guaranteed during publication of the results.

· Insurance has been taken out in case you should suffer any damage in connection with your participation in this clinical study.

· You will not incur any charges for the visits/consultations, examinations or treatments specific to this study.

· You may contact the investigator or a member of his/her team at any time should you need any additional information. 

Further information about your “Rights as a participant in a clinical study” can be found in appendix XX.

� Its use in the context of care has not been approved by the regulatory authorities, such as the European Medicines Agency (EMA) and the Food and Drug Administration (FDA) of the United States, or has already been approved by these authorities but for a disease other than that which is the subject of this clinical study. A description and the results of this clinical study will be available via (websites of the EMA � HYPERLINK "https://www.clinicaltrialsregister.eu/" ��https://www.clinicaltrialsregister.eu/�; FDA � HYPERLINK "http://www.clinicaltrials.gov/" ��http://www.clinicaltrials.gov/�) and published in specialised medical journals.
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