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Introduction

……..(Short statement of general introduction to the study)…………
Your/your child’s participation is voluntary

You/your child are being invited to participate in this study because you/your child have a disorder of …………….. Your/your child’s participation is entirely voluntary, so it is up to you/your child to decide whether or not to take part in this study.  Before you/your child decide(s), it is important for you to understand what the research involves.  This consent form will tell you/your child about the study, why the research is being done, what will happen to you/your child during the study and the possible benefits, risks and discomforts.  

If you wish to participate, you/your child will be asked to sign this form.  If you/your child do decide to take part in this study, you/your child are still free to withdraw at any time and without having to give any reason for your/your child’s decision.

If you/your child do not wish to participate, you/your child do not have to provide any reason for your/your child’s decision not to participate nor will you/your child lose the benefit of any medical care to which you/your child are entitled or are presently receiving.

Please take time to read the following information carefully and to discuss it with your family, friends, and doctor before you/your child make a decision.  

Who is conducting the study?
This work is being conducted by ……………….. The investigators have not received remuneration from any funding agency for conducting or being involved with any part of the study nor have they received remuneration from commercialization of research findings.
Purpose

This study has several objectives. The first objective is to describe in detail the ……….. The second is to search for the genetic causes of such disorders and the biological mechanism by which these result in disease. The third is to identify the changes in the body tissues that cause the symptoms of these disorders. In summary, the main goal of the study is to understand better the cause of these disorders to thereby help other researches and physicians to identify therapies that ameliorate the disease in affected individuals and their families.

.
Who can participate in the study?
All individuals with ……………………. are invited to participate in this study. These can be children, adolescents or adults seen through the Department of ………….. or the Department of …………. at the ……………………..  In addition, immediate family members will be invited to participate in aspects of the study focused on the identification of the genetic causes of such disorders. The entire study will last as long as is required to understand the disease. You/your child maybe contacted intermittently during this period in order to facilitate understanding of the disease; however, we do not anticipate that you will be contacted more than once every three years.

Who should not participate in the study?
Families and individuals without ………………… should not participate in this study.

What does the study involve?

This research will be conducted at the ……………... You/your child will be one of approximately …… subjects to be invited to participate in this study.

Procedures

…………………… will collect clinical and behavioural information including but not limited to clinical reports, results of laboratory, behavioural, psychological, educational and psychoneural testing, pathology and autopsy reports, histopathology specimens, electron micrographs of tissue pathology, and photographs to define the features of the disorder. 
…………………………. or a co-investigator will extract genetic material (DNA) from a small quantity of your/your child’s blood to search for changes in your DNA that cause ………………….. He or a co-investigator will search for those DNA changes using several different methods.  Cells from the blood sample you/your child will provide will also be preserved so that future studies on these blood cells can be done without having to draw your/your child’s blood again.  The DNA and cell lines used in these studies will be stored at ………………………..  These will be used solely for studies of ……………………….. The DNA and cell lines will be destroyed upon completion of our studies of these disorders.

Other specimens such as tissue specimens will be used to study how the ill organs are affected. Tissue specimens will be obtained and used only if a tissue sample is taken for other medical reasons. If a subject dies during the course of the study and an autopsy is medically indicated, the same tissue specimens used for the autopsy will be used for this study to understand this disorder. These tissue specimens can then be saved for this study. The tissue used in these studies will be stored at …………………………. and used solely for the study of disorders of ………………... The analyses will be conducted in collaboration with …………………... The samples will be stored for as long as it takes to conduct the study. Should the next of kin wish to withdraw the subject from the study, they may request to have the samples destroyed. Otherwise, the tissue will be destroyed upon completion of our studies.

If you/your child agree(s) to take part in this study, the procedures and visits you/your child can expect will include the following:
………………………. or a co-investigator will draw blood from a vein in your/your child’s arm.

a) From children, no more than 1 ml. (1/5 teaspoon) of blood per 500 grams (1 pound) of body weight will be taken. No more than 10ml (2 teaspoons) of blood will be taken from any given individual.

b) The testing done in this study is investigational and done solely for research purposes.

c) No medication or other intervention is included in this study.

d) Photographs will be taken of you or your child.  These will be used for teaching and publication purposes only. These photographs will be kept in the investigator’s offices for the length of the study. A separate consent form is enclosed for this purpose.

What are the possible harms and side effects of participating?

The blood drawing involves only minor local discomfort and the risk of minor infection and minimal bruising from the needle puncture when blood is drawn. Unforeseeable and/or unknown risks/discomforts may occur.

Results of the study may identify you/your child as belonging to a high risk group based on your genetic status.  This may reduce your ability to obtain health and/or life insurance. To attempt to eliminate the risk of discrimination by insurance providers, we will not disclose information to insurance companies.  The research results will be released only to those research subjects that request such information.

What are the benefits of participating in this study?

No one knows whether or not you/your child will benefit from this study.  We do not expect direct benefits to you/your child from taking part in this study.  We hope that the information learned from this study can be used in the future to benefit other people with the same or a similar disease.

What are the alternatives to participating in this study?

The only alternative to participating in this study is non-participation.  Your/your child’s non-participation will in no way affect your health care.

What happens if I decide to withdraw my consent to participate?

Your/your child’s participation in this research is entirely voluntary.  You/your child may withdraw from this study at any time.  If you/your child decide(s) to enter the study and to withdraw at any time in the future, there will be no penalty or loss of benefits to which you/your child are otherwise entitled, and your/your child’s present or future medical care will not be affected. If you/your child decide(s) to withdraw, please contact …Principal Investigators or designated individuals… at XXX-XXX-XXXX…or the physician who enrolled you/your child in the study.
The study doctor(s)/investigators may decide to discontinue the study at any time, or withdraw you/your child from the study at any time, if they feel that it is in your/your child’s best interests. 

If you choose to enter the study and then decide to withdraw at a later time, all information and tissues collected during your/your child’s enrolment in the study will be retained for analysis.  By law, this information and tissue cannot be destroyed until the completion of the study.

Can I be asked to leave the study?

The investigators may decide to stop you/your child from taking part in this study at any time. You/your child could be removed from the study for reasons related only to you/your child (for example, if you moved and were no longer contactable) or because the entire study is stopped. The sponsor may stop the study at any time.

After the study is finished

Your/your child’s referring doctor may be able to provide you/your child with part of your/your child’s information while the study is in progress and the rest of your/your child’s information at the end of the study.  Results of testing will be provided only to the physician who has referred you/your child to this study or to another physician whom you/your child designate. He or she will explain the testing results and their implications. Genetic counselling will be available to you in the event that the study finds any abnormalities.

What will the study cost me?

You/your child should not incur any costs for your/your child’s participation in this research study and if study related expenses arise you/your child will not be reimbursed for them.  Additionally, you/your child will not be paid for participating in this study.

Will my taking part in this study be kept confidential?

Your/your child’s confidentiality will be respected. During storage and use, your/your child’s blood, DNA, tissues, and cell lines will be coded with numbers and stored in a secure area.  No information that discloses your/your child’s identity will be released or published without your/your child’s specific consent to the disclosure.  However, research records and medical records identifying you/your child may be inspected in the presence of the Investigator or his or her designate, Health Canada, and the UBC Research Ethics Board for the purpose of monitoring the research.  However, no records which identify you/your child by name or initials will be allowed to leave the Investigators' offices.
What happens if something goes wrong?

Signing this consent form in no way limits your/your child’s legal rights against the sponsor, investigators, or anyone else.

Who do I contact if I have questions about the study during my participation? 

If you/your child have any questions or desire further information about this study, you/your child can contact …Principal Investigators or designated individuals… at XXX-XXX-XXXX. 

Who do I contact if I have questions about my rights as a subject during the study?
If you/your child have any concerns about your/your child’s rights as a research subject and/or your/your child’s experiences while participating in this study, contact the Research Subject Information Line in the University of British Columbia Office of Research Services at 604-822-8598.
Subject consent to participate
By signing this form, I/my child voluntarily agree(s) to participate in this research study on disorders of thinking and physical development.

· I have read (or have had it read to me) and understood the subject information and consent form. 

· I have had sufficient time to consider the information provided and to ask for advice if necessary. 

· I have had the opportunity to ask questions and have had satisfactory responses to my questions. 

· I understand that all of the information collected will be kept confidential and that the result will only be used for scientific objectives. 

· I understand that my participation in this study is voluntary and that I am completely free to refuse to participate or to withdraw from this study at any time without changing in any way the quality of care that I receive. 

· I understand that I am not waiving any of my legal rights as a result of signing this consent form. 

· I understand that there is no guarantee that this study will provide any benefits to me. 

· I have read this form and I freely consent to participate in this study.  

· I have been told that I will receive a dated and signed copy of this form.  

Regarding the participation of children

The parent(s)/guardian(s) and the investigator are satisfied that the information contained in this consent form was explained to the child to the extent that he/she is able to understand it, that all questions have been answered, and that the child assents to participating in the research.
___________________________
__________________________
_______________

Printed name of subject’s


Signature



Date

legally acceptable representative 
___________________________
__________________________
_______________

Printed name of witness


Signature 



Date

___________________________
__________________________
_______________

Printed name of principal investigator/
Signature 



Date

designated representative 

___________________________
__________________________
_______________

Printed name of translator (if applicable)
Signature 



Date

Subject’s assent to participate in research
I have had the opportunity to read this consent form, to ask questions about my participation in this research, and to discuss my participation with my parents/guardians. All my questions have been answered. I understand that I may withdraw from this research at any time, and that this will not interfere with the availability to me of other health care. I have received a copy of this consent form. I assent to participate in this study.
___________________________
__________________________
_______________

Printed name of subject


Signature



Date
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