Appendix A: Informed consent document for optional research on biological material.
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Standard format for an EORTC informed consent document for optional research on biological material 

Research on biological material includes only patients who choose to take part without compromising their possibility to participate to the proposed clinical trial.

1. Title of the research protocol: 




2. Research on biological material - objectives and description  

“Biological material, obtained during the diagnostic or surgical procedure that you undergo, may be used to investigate how cancer cells develop and behave, in order to adapt and improve treatment of cancer and help patients. Biological material can include: tumor tissue, skin, serum, blood, etc. 

· Provide a clear and easy explanation about which biological material will be used, how and at what time-point(s) it will be obtained.  

· Aims of this research must be presented in simple, clear and understandable manner. The extent of information to patient will depend on the depth of detail that the research question on biological material is described in the protocol: 

-research on biological material is stated and explained in some detail already at the time the clinical protocol was written.

- protocol only specifies that tissue collection take place for research purposes without stating a specific research plan 

- protocol does not specify any tissue collection activities, but as the diagnostic procedure (biopsy/operation) will be done any way, and material exists, application of this document would prevent possible use of this diagnostic material, in future, without any patient consent 

· If there is any possibility that research on biological material can be used/will reveal any kind of hereditary nature of disease this must be explained to the patient. “Research on biological material could reveal an association between hereditary genetic changes and occurrence of cancer.” 
· If there is no possibility that research on biological material can be used/will reveal any kind of hereditary nature of disease this must be explained to the patient: “This biological material will not be used to investigate any genetic (hereditary) tests.”

· Specify the frequency of hospital visits, examinations specifically imposed by research on biological material, including the follow-up examinations - only those required in addition to the clinical protocol. 
· Specify risks and side effects related to research on biological material (referring especially to additional biopsies/biological samples that are not directly covered by protocol treatment, scientific question and objectives…). “If you take part in this study, you will undergo the following additional tests and procedures,” if applicable.

“Part(s) of biological material taken during diagnostic process or surgical procedure that you undergo, may be used for research under the EORTC legal and scientific responsibility, to better understand and improve cancer care. Any research project conducted with this biological material will begin only if it has been previously approved by an Ethics/Scientific Committee according to all applicable laws.”

“If you consent for research on biological material, this also implies you agree to the storage of your biological material. This material can be stored for several years, as long as there is sufficient material to produce reliable analysis (also for future cancer research). The biological material will be handled and stored at the institution where you are/were treated, or at the institution where the tests are/were being performed, or at the EORTC Data Center in Brussels in accordance with all existing applicable laws.  Your doctor should be able to inform you where the biological material(s) is (are) stored.”

“The mission of EORTC, being a non-profit research organization, is to do everything it can in the best interests of cancer patients. Collaboration with third parties, including private companies, may be necessary for the EORTC to develop more effective treatments. It cannot be excluded that results from use of biological material could lead to acquisition of exclusive rights,  which are based on research discoveries. You will not receive any financial return. Should there be any financial return for the EORTC, it will be reinvested in cancer research only to improve cancer care.” 

3. Expected benefits

The results of the research studies on biological material are unlikely to be available in the foreseeable future. This is because research can take a long time and tissue samples and data must be taken from many patients before results are known.

New relevant information, that directly concerns your future health, may well be available from your treating doctor at the institution where you have been treated following the present protocol.”

4. 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 the research project on biological material is entirely voluntary and you will be given sufficient time to decide whether or not you are wishing to participate. You are free to decide at anytime without giving any reason that you no longer wish to participate in the research project on biological material. Withdrawal from this part will not affect your participation into the clinical research study or relationship with your treating doctor or the hospital staff in any way. In case of withdrawal, your data will not (no longer) be used in any analysis, unless it has already been completed prior to your withdrawal. Only data retained up until that time will be kept for research and analysis. All unused material will be returned to your treating doctor, if requested.”

5. Data protection 

Your consent for participation in the research on biological material also includes your consent to allow the use of the data in your medical/clinical record or data resulting from research on tissue 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,…). Handling of biological material will be done in such a way, that scientists, analyzing it for research purposes, will not be able to discover your identity.
“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 and 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.”

6. Ethics Committee
· Confirmation that the research went through the relevant ethical review and date of approval

In addition to the Ethical Committee review for your participation in the clinical trial, further ethical and scientific review will be conducted prior to any research with biological material. This is to verify that all conditions with respect to your safety and rights are respected. 
7. 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 give your biological material for cancer research, 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 study doctor if anything is unclear. You are entitled to keep a copy of this document after you and your study doctor have signed it.

Informed consent 

· I have been properly informed about the research on biological material 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 have been properly informed and accept collection, storage and research on biological material that I provide. I was given sufficient time to consider my participation. I accept that any data resulting from the research study on biological material 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 participation into the clinical research study or relationship with my treating doctor or the hospital staff in any way. The data collected on my behalf will be strictly confidential and treated according to the "European Union Directive on the protection of individuals with regard to the processing of personal data (Dir/95/46/EC) and the local applicable laws”.

(
I accept that future cancer research studies may be conducted on the biological material that I provide and that any data resulting from these studies can in the future be linked with other resources for research purposes. My participation to this is completely voluntary and I have the possibility to withdraw my consent at any time without explanation. This will not affect my participation in the clinical study nor my relationship with my treating doctor or the hospital staff in any way. The data collected on my behalf will be strictly confidential and treated according to the " European Union Directive on the protection of individuals with regard to the processing of personal data (Dir/95/46/EC)  and the local applicable laws”.

In case of an additional biopsy/biological sample, not directly correlated to protocol treatment and objectives, the following sentence MUST be added

( I accept additional tissue sampling for research purposes only.
In case of EORTC collaboration with a third party, I agree that my biological material can be used by:

· Another academic institution/organization

· Pharmaceutical company

All data (personal, clinical and research on biological material) collected on my behalf will be treated in compliance with the " European Union Directive on the protection of individuals with regard to the processing of personal data (Dir/95/46/EC)  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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