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Remove the header information, remove or replace all instructional text and remove all inapplicable content from the document. For assistance with lay terminology, please see the Canadian Cancer Society Glossary of Terms at http://info.cancer.ca/e/glossary/glossary.html 

The Provincial consent form should NOT be on local letterhead, nor include local contact information and should follow the OCREB template. Centres should keep the version date of the APPROVED Provincial consent form, and add their local contact information and all pre-approved, centre-specific, consent form changes. 

Study Information and Assent Form

[Title]


 Researcher/PI: Dr. [Name]

Contact Number: [insert telephone number] 


Why is this study being done?
Sample language
You have a disease that is called _______________ (i.e. leukemia, brain tumor, etc.). This means unhealthy cells in your body are growing quickly and crowding the healthy cells, keeping them from doing their job. 

You will be treated with cancer fighting drugs called (i.e. chemotherapy). An operation and/or x-rays (called irradiation therapy) may be part of your treatment. 

You have been told what this research study is about. You know this research is being done to learn more about this disease and how to treat it. There may be additional tests that will be done if you are part of this study.


What will happen during the study?
Sample language
There is more than one treatment plan given on this study and the doctors do not know if one works better than the other(s). A goal of this study is to find out if one of the treatment plans is better. The treatment plan assigned to you will be chosen by a computer and not by your doctor, your parents or you. You have an equal chance of being assigned any of the treatment plans. This treatment may or may not help you.  You will have treatment for cancer anyway whether or not you agree to be part of this study.  







Are there good things and bad things about the study?
Sample language
Sometimes good things can happen to people when they are in a research study. These good things are called “benefits.”  The doctors hope that there will be a benefit to you from being part of this study but they do not know for sure.  One benefit of the study is that the information from this study can help other patients.  The doctors hope that these medicines will make your cancer go away completely.

Sometimes bad things can happen to people when they are in a research study. These bad things are called “risks.” The risks to you from this study are that you will be getting more drugs; you may lose your hair; and you may have to stay in the hospital for a longer period of time. This may make you feel bad/sick. There may be other things that happen to you that the doctors do not know about yet. The medicines you will be given can sometimes do other things like make you sick in your stomach, or make you feel tired, or give you a fever or get an infection. You and your family will be asked to tell your doctor if there are bad things that happen to you during this study. If there are, the doctor can give you other medicines that may help you to feel better.


Who will know about what I did in the study?
Sample language
If you are part of this study, information about how you feel, and information about your disease     _______________  (i.e. leukemia, brain tumor, etc.) will be shared with other doctors around the world to see which of the treatments we are using is best. During the study, if we feel your health may be in danger, we may have to report your results to your doctor. All the information collected about you for this study will be kept private and your name will not be used on the study records. When the study is finished the doctors will write a report about what was learned.  This report will not include your name or that you were in the study.


Can I decide if I want to be in the study?
Sample language
If you do not want to be part of this study that is O.K. No one will be upset or disappointed and you will still get treatment. If you say yes now, but change your mind later, you can say no to your doctor or nurse and you will still be taken care of by them. You also may tell your mother or father/or guardian that you do not want to be in the study and that is ok. Your parent(s)/guardian also are/is reading information about this study and will talk to you about it. Ask them questions if you do not understand what you have read or been told. They will help you to understand and to decide. Please ask the nurse or doctor any questions that you may have. They will also help you to understand.

If you have any questions about this study, you can talk to: [Name]

[bookmark: _GoBack]You have been given time to think about being in this research study and your questions have been answered. If you think of more questions later, you can ask him/her next time.

Your name at the end of this form means you agree to be in this study. 

You will be given a copy of this form to keep and so will your parent(s)/guardian.


Assent:


I agree to take part in this study.


___________________________________________		__________________
Printed Name/OR Signature(if applicable) of participant                          Date	



I was present when _____________________________________ (participant name) read this form and agreed, or assented to take part in this study.




_____________________________________	_______________________
Printed Name of person who obtained assent	Signature & Date


OR 

Complete the following section only if the participant is unable to read


I was present when this form was read to _____________________________ (participant name) and when he or she agreed, or assented, to take part in this study.





_____________________________________	_______________________
Printed Name of person who obtained assent	Signature & Date



*Wording should be very simple.  Sentences should use the active form at all times, and embedded phrases should be avoided. Larger font is recommended. 

Please note: More information regarding the assistance provided during the consent process should be noted in the medical record for the participant if applicable, noting the role or relationship of the impartial witness.
Version date of this form:		Page 2 of 4
Protocol number: xxx

		
