Appendix A: Informed consent document for clinical trials
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Standard format for an EORTC informed consent document for clinical trials

This is a clinical trial. 

Clinical trials include only patients who choose to take part. 

Please take your time to make your decision.

1. Title of the research protocol 
_______________________________________________


_________________________________________________________________________

2. Invitation to participate in the study

"The EORTC __________________ Group is initiating a research study on patients that have a disease similar to yours. The study will be conducted at the European level under the supervision of doctors recognized as experts in this field of medicine. You are invited to take part to this clinical research project after having received full information about the study."
3. Introduction

· Present situation with regards to the patient's disease

· The proposed treatment is given as part of a clinical research project (investigational situation)

· The reason for the research

· The nature of the research (specify if phase I, II, III, feasibility)

· Global background of the research circumstances, research and achievements previously carried out by the EORTC Group concerned, aims, importance and expected outcome for the patient and the community

4. Description of the research

· Treatment description including the different arms

· Treatment allocation (explain randomization ...) 

“If you decide to participate it means you will be selected at random (often by a computer) to be in one group or another. Neither you nor your doctor can choose the treatment.”

· Anticipated duration of stay in the hospital

· Method of administration (specify if IV push, IV infusion, tablets ...)

· Description of procedures and methods in case of surgery and/or radiotherapy

· Duration and frequency of treatment

· Expected duration of subject participation in the trial

· Frequency of hospital visits, examinations, blood samples, scans ...

· Follow-up examinations after completion of the study treatment

· Number of patients to be included in this study and study duration

5. Description of foreseeable risks and discomforts

· Expected side effects and their frequency based on previous experience

· Severity and possible duration of side effects and in addition whether they are reversible and over what period of time

· Possible prevention of side effects or methods to decrease their severity

· Available treatments for side effects

· The possibility of unexpected side effects or complications

· Description of conditions that the patient must follow to participate in the study: visits and evaluation compliance, contraception ...

6. Description of the ultimate goal of the clinical research project

· Precise summary of the major objective

· Statement on  endpoints

7. Expected benefits (description of possible expected benefits)
· For the patient: disease control 

· How alternative treatments compare with the trial treatment as far as disadvantages, risks and benefits are concerned

· Benefits for science and the community

· New information and potential benefits: 

“We hope this research could teach us more about cancer. This might enable us to improve the treatment and so help other patients with cancer in the future. However, nobody can predict whether you will directly benefit from participating in the clinical study.”

8. Voluntary participation 

· Participation in a study is completely voluntary and will have no prejudicial impact on the subject relation with the doctor and the hospital team without loss of benefits

· Withdrawal is possible at any time with no explanation specifically required. 

"Your participation in this clinical research project is entirely voluntary and you will be given sufficient time to decide whether or not you wish to participate. You are free to decide at any time without giving any reason that you no longer wish to participate in the trial. Withdrawal from the trial will not affect your subsequent treatment or relationship with your treating doctor or the hospital staff in any way. Only data retained up until that time will be kept for research and analysis. ".

9. Data protection 

Your consent for participation in this Protocol also includes your consent to allow the use of the data in your medical/clinical record to be used for research purposes. Your consent also includes allowing this data to be linked to data coming from other sources (such as cancer registries, medical/clinical records,…). 

“All data (personal, clinical, economic and data coming from research on biological material) collected on your behalf will be treated in compliance with the "Directive on the protection of individuals with regard to the processing of personal data” and the national  applicable laws.” 

· Explanation of the use of the data 

· Recorded medical information may be checked by authorized persons under strict confidentiality (health authorities, pharmaceutical industry representatives...). In case there is NO drug supply by the company, please adapt the following chapter.

" It is very important that the information collected is accurate therefore, from time to time, this collected information may be checked against your medical records. Duly authorized persons (EORTC research staff, national and/or foreign health authority representatives or certain persons from the company supplying the trial medication) may have access to your medical records. With the exception of access by the duly authorized persons to your personal data on your medical record, all information will be strictly confidential.” 
· Pathology review (if applicable)

“To verify the initial diagnosis (done by the pathologist in your hospital), glass slides or representative images of tumor material (taken at the time of establishing the diagnosis or during surgical procedure you undergo) might be reviewed by a pathologist(s) expert(s) in this field (generally using the microscope). The expert(s) will not necessarily be working in the hospital where you receive(d) protocol treatment, nor even the same country. In some cases, a sample of your tumor biopsy, removed at the time of establishing the diagnosis or during a surgical procedure that you may undergo, might be used to perform additional examination necessary to assure the correct diagnosis.”

NOTE: 
to be adapted on a case by case basis 
(EORTC, educational grant or fully supported study):


"This clinical research project is conducted under the legal framework of EORTC 

without any other financial contribution.”

or 

with partial financial contribution of “company/organization identification”.”

or 

with financial contribution of “company/organization identification”.”

OR

“This trial is conducted under the legal and financial framework of “company/organization identification””.

And always relevant:

"The EORTC, which is responsible for the conduct of this trial, has asked your treating doctor to disclose any existing conflict of interest he/she may have as a result of his/her activities related to this trial. The EORTC has set up procedures to ensure the integrity of this process".

10. Insurance

· Patient's rights in case of damage or claims

· Insurance aspects

“The sponsor of the Study has obtained a clinical trial insurance in accordance with the applicable legislation”

“If you need to undergo another medical treatment, we advise you to inform the study doctor to ensure this will not have any effect on your participation to the trial”.

“Everything has been done and will continue to be done to prevent additional health problems occurring as a result of your taking part in this trial”.

11. Ethics Committee

· Confirmation that the research went through the relevant ethical review and date of approval

This research protocol has been submitted to the ethics committee whose mission is to verify that all conditions with respect to your safety and rights are respected. Approval to this research has been given by the Ethics Committee of ______________ on ________________
12. Contact persons

· Name, address and telephone numbers of the doctor and/or relevant staff should be clearly stated in case of questions or emergencies.

In case of any problem or question, your doctor will be pleased to answer any further questions and may be contacted as follows:

Name of the doctor:
_____________________________

Hospital:
_____________________________________

Telephone:
____________________________________
If you consent to join this trial, you will be given a telephone number of the hospital that you can contact at any time if you feel unwell or have further questions. With your agreement, your family doctor will also be informed about your taking part in this trial and what is involved, if you agree.

Please take your time to consider this information and do not hesitate to ask further questions to your doctor if anything is unclear. You are entitled to keep a copy of this document after you and your doctor have signed it.

Informed consent 

· I have been properly informed about the clinical research study and have been given sufficient time to consider my participation.

(
I have received a copy of the patient information sheet.

· All my rights have been clearly explained to me.

(
I agree to participate in the clinical research study entitled _______________________________ and to be registered in EORTC study number ______. I accept that any data resulting from this clinical research study can be linked with other resources for research purposes. My participation is completely voluntary and I have the possibility to withdraw my consent at any time without explanation. This will not affect my relationship with my treating doctor. The data collected on my behalf will be strictly confidential and treated according to the "Directive on the protection of individuals with regard to the processing of personal data” and the local applicable laws”.

(
I have been informed that the data collected may be used in the future for cancer scientific research purposes while confidentiality will be ensured.

All data (personal, clinical and research on biological material) collected on my behalf will be treated in compliance with the "Directive on the protection of individuals with regard to the processing of personal data” and the national applicable laws. 

My consent does not discharge the organizers of the research from their responsibilities and I keep all my rights guaranteed by the law.
Patient's name: 
__________________________

Patient's signature:
___________________
Date: ________________

Person designated by the investigator to participate in the informed consent process:

Name: 
________________________________

Signature:
______________________________
Date: ________________

Investigator's name:
______________________

Title/Position: 
___________________________

Investigator's Signature:
___________________
Date: ________________

This document has been prepared taking the following documents into account:

· World Medical Association Declaration of Helsinki, adopted by the 18th World Medical Assembly, Helsinki, Finland June 1964. Revised 1975, 1983, 1989, 1996 and on October 6, 2000 in Edinburgh, Scotland (www.wma.net).

· ICH-GCP Guidelines; Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95), 
Sept. 1997.

· International Ethical Guidelines for Biomedical Research involving Human Subjects, Council for International Organizations of Medical Sciences (CIOMS), Geneva 1993.

· WHO: Operating Guidelines for Ethics Committee that Review Biomedical Research, Geneva, 2000.
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