Protocol/Study #:                                                                                  Version Date:

USE APPROVED LETTERHEAD FOR YOUR INSTITUTION
OFFICIAL TITLE OF PROJECT

(Lay title in non-technical Language such as A study to see whether treatment A or treatment B is better for patients with cancer XXXX.)

BANKING OF (BLOOD/TUMOUR /URINE/BONE MARROW) SAMPLE FOR FUTURE RESEARCH

THIS IS FOR“BANKING” ONLY.  DO NOT USE FOR PHARMACOGENETIC, PHARMACOKINETIC OR OTHER TESTING
This form is part of the process of informed consent.  It is designed to explain what this research study is about and what will happen to your blood/tumour/urine/bone marrow sample(s) if you choose to be in the study.

If you would like to know more about something mentioned in this form, or if you have any questions regarding this study, please be sure to ask your doctor or nurse.  Read this form carefully to make sure you understand all the information it provides.  You will get a copy of this form to keep.  You do not have to take part in this study and your care does not depend on whether or not you take part.
(IF the sponsor is a drug company) 

This study is sponsored by (Pharmaceutical Company), the company that manufactures the drug (drug name) to be used in this study.  This study will take place at various centres throughout Canada and the United States and the Cross Cancer Institute/Tom Baker Cancer Centre is one of the centres.  (The Sponsor) will reimburse Alberta Health Services for costs related to conducting this study.

(OR IF the sponsor is a cooperative group)  This study is being conducted by the Radiation Therapy Oncology Group (RTOG) a multi-institutional research group of which the Cross Cancer Institute/Tom Barker Cancer Centre is a member. This study will take place at various centres throughout Canada and the United States, and the Cross Cancer Institute/Tom Baker Cancer Centre is one of the centres.  (Pharmaceutical Company) which manufactures the drug (drug name) will supply the drug for the study.  Alberta Health Services will be reimbursed for research related costs.
(IF the patient's physician is part of the study team:)  Your doctor, who is one of the researchers, will discuss the study with you. 

(OR IF the patient's physician is not part of the study team:) Your doctor has given us permission to ask you to be in this study.

Your participation in this study is entirely voluntary.  Please take your time to make your decision.  It is recommended that you discuss with your friends and/or family about whether to participate in this study.
“WHAT IS (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE BANKING?”

Your blood/tumour/urine/bone marrow will be put in a blood/ tumour/urine/bone marrow cell bank where it may be made available to investigators for future research projects. 

“WHAT (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE IS BEING BANKED?” 

Brief description of the disease.   We are asking your permission to store part of your blood/ tumour/urine/bone marrow sample for future research.  

“WHAT ARE THE RISKS OF GIVING A (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE FOR BANKING?”

Since the tumour will be (or already has been) removed for diagnosis or treatment, this study does not require the removal of any further tissue.  A blood sample will be obtained at the same time as blood tests, which are required for your medical care.  Therefore, there will be no additional risk of blood or tumour sampling.  

If tumour/blood/bone marrow/urine taken at times other than diagnosis or during medical care, please include any extra risks.  Possible biopsy/aspiration?  Risks associated with these procedures.  Ensure that this section accurately reflects the procedures required for collection of samples.

“WHAT ARE THE BENEFITS TO BANKING MY (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE?”

There will be no direct benefit to you from these studies and the results of these studies will not affect your treatment. The research that may be done with your sample(s) is not designed for you specifically. However, the knowledge gained may help us learn about, prevent or treat cancer or other conditions in the future.

“WHERE WILL MY (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE BE STORED?”

The samples and corresponding study data for patients on this study will be kept by the (Name of Headquarters and city).  Your sample that is collected for banking purposes will be stored in a secure area/storage.  

“WHO CAN ACCESS MY (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE AND INFORMATION?”

Your sample will be available for researchers from the (Sponsor) to use for future research. The researcher must provide the bank with an approval letter from an appropriate research ethics committee. As well, treatment information collected by your study doctor or your health information may be matched to your samples.  None of the samples or information given pertaining to the sample will include your name; a number will identify all samples.  Thus, none of these investigators will be able to identify you.

If required, your medical records pertaining to this study at the Cross Cancer Institute/Tom Baker Cancer Centre will be made available according to the Alberta Health Services policies and procedures to representatives of the following organizations:

· (If applicable) Sponsor, 

· Health Canada 

· Food and Drug Administration of the United States,
· Health Research Ethics Board of Alberta – Cancer Committee
· Members of the Regulatory/Audit team at the Cross Cancer Institute/Tom Baker Cancer Centre, for quality assurance purposes

· the National Cancer Institute of the United States for quality control, 

You will not be identified by name in any information otherwise released or in information resulting from this study when published.

“WILL I RECEIVE ANY OF THE RESULTS FROM THE RESEARCH CONDUCTED ON MY (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE?”

Reports about research done with your sample(s) will not be given to you or your doctor.  These reports will not be put in your health records. 

Sometimes sample(s) are used for genetic research (about diseases that are passed on in families).  Even if your sample(s) are used for this kind of research, you will not be told about the results and these results will not be put in your health records.

Your sample(s) will be used only for research and will not be sold.  The research done with your sample(s) may help to develop new products in the future, which may have monetary value, but you will not get paid.

“CAN I WITHDRAW MY (BLOOD/TUMOUR/URINE/BONE MARROW) SAMPLE AT ANYTIME?”

The choice to let (the Sponsor) keep the sample(s) for future research is up to you.  No matter what you decide to do, it will not affect your care in this study.  If you decide now that your sample(s) can be kept for research, you can change your mind at any time.  Just contact your study doctor and let him or her know that you do not want (the Sponsor) to use your sample(s), and they will be destroyed.  Otherwise, the sample(s) may be kept until they are used up, or until (the Sponsor) decides to destroy them.

“WHAT DO I NEED TO DO TO GIVE MY PERMISSION?”

Please read each sentence below and think about your choice.  After reading each sentence, circle “yes” or “no”.  If you have any questions, please talk to your doctor or nurse.  Remember, no matter what you decided to do about the storage and use of your sample(s), you can still be treated under the (Sponsor) protocol.
By signing this form, you are agreeing that:

1. Your blood/tumour/urine/bone marrow sample may be kept by (Sponsor) for use in future research to learn about, prevent, or treat cancer.

      YES



NO


2. Your sample(s) may be used for research about other health problems (for example: diabetes, heart        disease, etc). 

      YES              


NO
“WHO DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?”

For information about your disease and/or research related injury/illness, you may contact the Principal Investigator (name and telephone number), Co-Investigator (name and telephone number), Research Nurse (name and telephone number) or page them through the Cross Cancer Institute/Tom Baker Cancer Centre Switchboard at (XXX) XXX-XXXX to answer any questions you have about this study. 

If your doctor or study nurse has not been able to answer or resolve your questions and/or concerns about this study, or if you feel at any time that you have not been informed to your satisfaction about the risks, benefits, or alternatives to this study, or that you have been encouraged to continue in this study after you wanted to withdraw, you can call the Alberta Health Services Patient Concerns Department at XXX-XXX-XXXX or toll free at 1-877-XXX-XXXX.
UNDERSTANDING OF PARTICIPANTS 

I can refuse to take part or withdraw from this study at any time without jeopardizing my health care.  If I continue to take part in the study, I will be kept informed of any important new developments and information learned after the time I gave my original consent.

I also give consent for the Principal Investigator and Alberta Health Services (the Custodian) to disclose identifiable health information, as per the Alberta Health Information Act, to the organizations mentioned on the previous pages.    

I have read and understood all of the information in this consent form.  I have asked questions, and received answers concerning areas I did not understand.  I have had the opportunity to take this consent form home for review and discussion.  My consent has not been forced or influenced in any way.  I consent to participate in this research study.  Upon signing this form I will receive a signed copy of the consent. 
(PRINT NAMES CLEARLY)

____________________________          ___________________________         ___________________________
Name of Patient                             Signature of Patient                   Date
____________________________          ___________________________         ___________________________
Name of Person Obtaining             Signature of Person                  Date

Consent                                          Obtaining Consent

Patient Study Number or Hospital Number: _____________________
Was the patient assisted during the consent process in one of the ways listed below?

□  Yes          □  No

If yes, please check the relevant box and complete the signature space below:

□  The consent form was read to the patient, and the person signing below attests that the study

     was accurately explained to, and apparently understood by the patient.

□  The person signing below acted as a translator for the patient during the consent process.
________________________________         ____________________________

Signature of person assisting                    Date

In the consent discussion

Please note:  More information regarding the assistance provided during the consent process should be noted in the medical record for the patient if applicable.
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