Introduction to ICF for inclusion in a clinical study in an emergency.


Title of the study: Official title in English and simplified version understandable for non-experts
Sponsor of the study: Name and address of the enterprise, hospital, university or other organisation;
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

Given your clinical condition when you were admitted to intensive care, you were unable to decide for yourself whether or not to take part in the above-mentioned study.
It is then customary to use a legal representative (usually a close relative), 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.
For some studies, the study treatment must be started as soon as possible after the patient is admitted to intensive care. Waiting until the legal representative arrived to inform him/her of the study and obtain his/her consent for the participation of the patient he/she represented would mean the normal care would be provided and the investigational treatment could no longer be offered under these conditions.

Under highly specific conditions and for studies where a patient’s participation is highliy likely to benefit the progress of his/her clinical situation, the ethics committee in charge of evaluating the study may exceptionally agree to the use of an investigational treatment both without the consent of the patient and without the consent of the legal representative, in accordance with the provisions of Chapter VI of the Law of May 2004 related to experiments on humans.

You should be aware that the ethics committee agreed to the application to this study of the emergency procedure on dd/mm/yyyy.

You were therefore included in this study without your prior consent in view of the critical situation you were in but possibly also without the consent of your legal representative, as it was not possible to obtain his/her consent in due time.
When the ethics committee approves the emergency procedure, the investigator undertakes to obtain the consent of the legal representative as soon as possible and your consent once the improvement in your clinical situation allows you to be informed correctly of the objectives and procedures of the study and to agree to them.

Your representative agreed to your participation in this study on dd/mm/yyyy knowing that you would be made aware of your participation in a clinical study and be free at that time to agree to continue to take part or to withdraw.
We are now asking you to confirm whether or not you wish to take part and invite you to take note of the document informing you fully of the objectives and procedures of the study but also of the possible risks and benefits of this investigational treatment and of your rights as a participant in clinical study.
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.
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.

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.

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

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