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[Template Updated: 3 December 2010]

It is important to download a new template for each study to ensure you are using an updated version.  To use the template you may copy this and use it as a guideline.

For assistance with lay language, refer to the Canadian Cancer Glossary of Terms: http://info.cancer.ca/e/glossary/glossary.html
· The Guidelines at the end of this document can be used as a checklist and should be deleted after completing the consent.  

· Required wording is highlighted in yellow.
· New information added on or since the last update noted above are highlighted in blue
· Notes from the REB are contained in square brackets in blue writing […] these should be deleted from the final version.

· If you have questions, these may already be answered under the BCCA REB FAQ web page or BCCA REB Policies web page.

· This template is to be used in conjunction with the applicable UBC consent guidelines:  UBC CREB: Guide32 or UBC BREB: BREB Guidelines]
· A consent document may be returned to the applicant for correction before the Full Board can review the document if one or more of the requirements are not met.

*Subject Information and Consent Form

Optional [Sample or Tissue Collection and Banking] 

[*The individual participating in a study should be referred to as the “subject” or “participant”. The chosen term must be used consistently throughout the document and in the Title of the Study.]

[Title of Study]
BCCA Principal Investigator: [Name, center, and contact telephone number.

Format Example:]
BCCA Principal Investigator:
 Dr. John Doe

Vancouver Centre:


 Telephone: (604) 877-6000 L. XXXX

Principal Investigator at additional participating BCCA Centres:

[If Applicable: List the name, centre, and contact telephone number of the Principal Investigator for each additional participating centre.  Do not include “co-investigators” or “sub-investigators”.  Format example:]
Principal Investigator at additional participating BCCA Centres:

Dr. Peter Doe 


Fraser Valley Centre






Telephone: (604) XXX-XXXX

Dr. Helen Doe


Vancouver Island Centre






Telephone:  (250) XXX-XXXX

Dr. Mary Doe



Centre for the Southern Interior






Telephone:  (250) XXX-XXXX
Sponsor(s): [List all sponsoring agencies and coordinating groups]
Emergency Contact Number (24 hours / 7 days a week): 
[Exception:  If there are no interventions in the optional study where an emergency might arise, then this Emergency contact section is not necessary.   If including emergency contact info, all centres are to be listed regardless of whether the centre is participating in the study so that a study subject can call the nearest center in an emergency.]  

For emergencies only: Call the centre nearest you and ask for your usual oncologist or, if he or she is not available, the oncologist on-call.
Vancouver Centre 


(604) 877-6000

Vancouver Island Centre 

(250) 370-8000

Fraser Valley Centre 

(604) 581-2211

Abbotsford Centre


(604) 851-4700
Centre for the Southern Interior 
(250) 862-4000
Non-Emergency contact numbers are noted at the end of this document under the section heading “Contact”.
[Once all of the REB notes are removed from page 1 all of the above information should fit on Page 1 then proceed to Page 2]
The researchers doing this study are interested in doing research studies now or in the future on samples taken from you which may help them to better understand [indicate here, as specifically as possible, the type of research that will be done; open ended or unbounded statements such as “for research” for “research testing” are not acceptable; terms such as “bladder cancer” or “how cancer cells spread to other parts of the body” are acceptable; the idea is that bounds be placed around the types of research that will be done].  The research that may be done with your samples may help people in the future who have either the same type of cancer that you have or another type of cancer. The collection of these samples is an optional part of this study. You may choose not to have these samples collected and still take part in the study.

If you agree to donate your samples for research purposes, these will be collected from the samples of [indicate here the source of the samples, for example, prostate cancer and blood], which have already been removed during your biopsy or surgery for your [specific cancer]. No further surgeries or biopsies are needed for this purpose. [or include language if additional samples are needed for research purposes with explanation of procedure, risk and amount to be taken, emphasizing the fact that the sample will be used only for research purposes by the sponsor and will not be used for their clinical care.]
Any samples collected will be stored indefinitely at [name the specific place where the samples will be stored].  Because research continues to improve and new research questions become important the researchers are seeking your permission to keep the samples indefinitely or until they are used up, or until they are returned to the hospital where you had your surgery or biopsy. The samples will be used for research purposes only and will not be sold. The research done with your samples may or may not help develop commercial products. There are no plans to provide payment to you if this happens. 
[If there are no plans to do hereditary genetic testing, include the following;]

In future, researchers may want to do hereditary genetic testing with your tissue (to see if cancer or other diseases run in your family). If this happens, you will be contacted and asked to give your permission for this type of hereditary genetic testing. These genetic tests will not be done without your permission. 
[Include an option at the end of the consent for permission to contact the subject to discuss whether they would give permission.]

[If hereditary genetic testing IS being done, include the following].

Genetic Testing or Genetic Research

Cells in your body contain a type of molecule called deoxyribonucleic acid, or DNA for short. DNA is what your genes are made of. Cancer can result from changes in a person’s genetic material (DNA).  Research with genes involves studying changes that are inherited (passed on in families). Heredity is the passing of genetic information and traits (such as eye colour) from parents to their biological children. Some genes that are inherited may affect a person’s chance of developing certain diseases such as cancer. “Genetic testing: or “genetic research” studies look for these inherited genes that may cause cancer or other diseases”.  By studying the genetic changes, researchers hope to understand the causes of cancer, and eventually develop new ways to prevent, detect and treat cancer.
[If hereditary genetic testing will be done, describe the risks.

(Reference:  CREB guidance notes re risks of genetic testing – see Policy #5)

http://dev.rise.ubc.ca/Common/_rise/Help/CREB_Guidance_Notes.htm#Policy5 ]
When you donate your blood or tissue for genetic testing or research, you are sharing genetic information, not only about yourself, but also about biological (blood) relatives who share your genes or DNA.  There is a risk that information gained from genetic research could eventually be linked to you. This could lead to loss of privacy and to possible future discrimination in employment or insurance, against you or your biological relatives, and the knowledge that one has a disease-related gene might alter one’s decision to have a child, or other lifestyle decisions. Reports about the results of genetic tests will not be put into your medical records. Every effort will be made to protect your privacy and the confidentiality of these results and they will not include your personal identification such as your name.
Due to the rapid pace of technological advances, the potential future use of genetic information is unknown and therefore the potential future risks also are unknown. You should be aware that genetic information cannot be protected from disclosure by court order.
If the samples are moved across national borders or given to a new set of researchers for other research than is described above the new researchers must obtain the approval of a properly constituted Research Ethics Board in advance before that new research is conducted.
Your confidentiality will be respected [note: NCIC CTG requires that the additional specific phrase “to the extent permitted by applicable laws and regulations and your medical and study records will not be publicly available” be added here]. 
No information that discloses your identity will be released or published without your specific consent. Your identity will not be used in any reports about the study. Records or samples that leave this centre will be identified by a study code only [for NCIC CTG studies the following phrase MUST be added here “which includes your initials”; for trials sponsored by other organizations that same phrase should be used if initials are required or omitted if they are not required].  Your birth date will also be provided if requested by the sponsor or responsible regulatory agency. All information associated with this study will be kept behind locked doors or in secure computer files. Reports about any research done with your samples will not be given to you or your doctor. These reports will not be put in your medical records. The research using your samples will not affect your care.

[If data and/or samples will be sent outside of Canada (clarify if it data and/or samples and include the following;]

Any study related data [and samples], sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries dealing with protection of information may not be as strict as in Canada.  However, all study data [and samples], that might transferred outside of Canada will be coded (this means it will not contain your name or personal identifying information).  Any information will be transferred in compliance with all relevant Canadian privacy laws. By signing this consent form, you are consenting to the transfer of your information [and samples], to organizations located outside of Canada. 
Your rights to privacy are legally protected by federal and provincial laws that require safeguards to insure that your privacy is respected and also give you the right of access to the information about you that has been provided to the sponsor and, if need be, an opportunity to correct any errors in this information.  Further details about these laws are available on request to your study doctor or the UBC BCCA Research Ethics Board.
[Note: The words "and guaranteed" have been removed from the first sentence in the above paragraph as this cannot be guaranteed.]
In the future, people who do research with your sample may need to know more about your health. While the researchers coordinating this study may give them reports about your health, they will not give them your name, address, phone number or any other information that will let them know who you are.
Compensation:

You will not be paid for participating in this optional study.

[If applicable that subjects should be reimbursed for expenses such as travel, meals etc.,  please refer to the BCCA REB Main Consent Template and include the suggested wording about reimbursement, otherwise include only the statement above.]

[If applicable include this paragraph about injury (i.e. if subjects will need to undergo a biopsy) include the following;]
If you are injured as a result of participation in the study, you should seek medical help immediately and arrange to notify the study doctor immediately.  Your medical condition will be evaluated and medical care will be provided by one of the investigators, or you will be referred for appropriate treatment.
[Subjects should be informed that their medical plan will provide coverage to the extent that such coverage is available (unless this is not the case).]  The costs of your medical treatment will be paid for by your provincial medical plan to the extent that such coverage is available.  [It is also important that subjects are informed as to how costs that are not covered by their medical plan will be covered.  For studies sponsored by not-for-profit organizations, if no funds are available, then subjects should be informed, for example add; "There may be extra costs that are not covered by your medical plan that you will have to pay yourself, some examples may be physiotherapy or certain pain medications."  For studies sponsored by industry or a for-profit organization, the investigator should ensure that the sponsor will cover additional costs and subject's should be informed, for example add; "Costs not covered by your provincial medical plan will be paid for by the sponsor".  
No funds have been set aside to compensate you for such things as lost wages, disability or discomfort in the event of injury or illness related to the optional study treatment or procedures.

[Include for all subjects]

You do not waive any of your legal rights for compensation by signing this form.

Remuneration:

The sponsors of this study may reimburse the BC Cancer Agency for all or part of the costs of conducting this optional study.  However, neither the BC Cancer Agency nor any of the investigators or staff will receive any direct financial benefit or personal payments for conducting this optional study.

[If there is a potential conflict of interest on the part of the researchers, this should be noted.]
Contact

If you have any questions or desire further information with respect to this study, or if you experience any adverse effects, you can ask your oncologist, who is:

Dr.







Name                                      



Telephone

Or, you can speak to the doctor who is the principal investigator, [Name of PI] at (xxx) xxx-xxxx ext. xxxx.

Or, you can speak to the Head of [indicate the correct program, e.g. Systemic Therapy or Radiation Therapy or other] Program of the BC Cancer Agency.  That person can be reached at [insert only the telephone number of the applicable main switchboard, do not include this person’s name or telephone extension]
If you have any concerns about your treatment or rights as a research subject you may contact the Research Subject Information Line at the UBC Office of Research Services at the University of British Columbia at (604)-822-8598 or toll free at 1-877-822-8598, or by email to: RSIL@ORS.ubc.ca.
Subject Consent:

I understand that participation is entirely voluntary.  I may choose not to have samples collected from me, or to withdraw my permission to use my samples and still participate in the main study.  If I withdraw this permission to use my samples they will be returned to the source from which they were obtained or destroyed. Although I cannot have access to test results directly related to my samples, I may ask questions about the type of research being done. I will receive a signed copy of this consent form for my own records.

a. I agree to the use of tissue samples collected from me for research and teaching purposes related to [repeat here the same statement describing the research as was used in the first paragraph of the consent].

Yes __________
No _________
Initial _________

b. I agree to the use of blood samples collected from me for research and teaching purposes related to [repeat here the same statement describing the research as was used in the first paragraph of the consent].

Yes __________
No _________
Initial _________

 c.
I agree to be contacted in the future to discuss whether I will give permission for my specimens to be used for hereditary genetic research.

Yes __________
No _________
Initial __________











____

Subject’s Signature


Printed name


Date








    

____

____

Signature of



Printed name
     Study Role
Date
Person Obtaining Consent
If this consent process has been done in a language other than that on this written form, with the assistance of an interpreter/translator, indicate: 

Language:_____________________

Was the subject assisted during the consent process in one of ways listed below?

( Yes   ( No      [Note:  For typical situations where the person conducting the consent discussion simply reads the consent with the subject to ensure that informed consent is properly obtained, check "no".   
If yes, please check the relevant box and complete the signature space below:

(
The consent form was read to the subject, and the person signing below attests that the study was accurately explained to, and apparently understood by, the subject (please check if subject is unable to read ). 

(
The person signing below acted as an interpreter/translator for the subject, during the consent process (please check if an interpreter/translator assisted during the consent process).
____________________________          _______________
        _____________

Signature of Person Assisting
     Printed Name


Date

in the Consent Discussion
A witness signature is allowed but no longer required except in certain circumstances:

http://rise.ubc.ca/helpCenter/GN/CREB_Guidance_Notes.html#Guide39.8
These circumstances are covered by including the section regarding assistance.
[A line for "investigator signature" (example below) is optional – this may be 'added' if needed or required by the sponsor but this may not replace the line for the "person obtaining consent"]  

____________________


______________
_____________

Investigator Signature


Printed name


Date

My signature above signifies that the study has been reviewed with the study participant by me and/or by my delegated staff.  My signature may have been added at a later date, as I may not have been present at the time the participant’s signature was obtained.

[The "person obtaining consent" must be sufficiently familiar with the study, the disease being treated and the process of informed consent to be able to obtain properly informed consent and, thus, will usually be the investigator or a designated research assistant.]

[The investigator should independently document the obtaining of informed consent in the medical record, noting the date, the subject's full understanding of the risks and benefits of enrollment and the voluntary nature of participation.]

[Translated Consent Documents:  A translated consent document cannot not replace the English language version but it can serve as an additional aid in the consent process.  A translated consent document also does not replace the requirement for a translator/interpreter to be present during the consent process and throughout study.  The investigator should ask for the translated version to be independently reviewed for accuracy. A copy of the translated consent document must be submitted to the REB for approval along with a statement signed by the interpreter confirming that the translation is accurate, stating the name and version date of the document they translated and their qualifications.  This may be submitted as an amendment after the REB has approved the English version.  The participant should sign the translated version of the consent.

[A translator/interpreter should be a PHSA/BCCA or other such certified or qualified translator/interpreter.  They should be impartial i.e., not a relative or study team member or a person who might have influence over the subject.  Reference:  PHSA Provincial Language Services:

http://www.phsa.ca/AgenciesAndServices/Services/Provincial-Language-Service/default.htm].
[See the following additional Guidelines for Consent Documents – attached]
GUIDELINES FOR CONSENT DOCUMENTS

[A Consent Document may be returned for correction before it can be reviewed by the Full REB if revisions of one or more of the following are required.]

1. Type size – no smaller than the type on this page (11 point).

2. Use headings, small paragraphs and spaces between the paragraphs.

3. The “BCCA Principal investigator must be identified and one Principal Investigator for each additional participating center.

4. Use ‘subject’ or ‘participant’ throughout the consent form rather than ‘patient’.

5. Use second person pronouns for the subject information part of the consent form (you/your).  Use first person pronoun (“I”) for only the final “consent statement” portion of the form.

6. Consent forms should be written at a Grade 7 level of understanding.  Use simple lay language – explain medical terms and jargon (see examples below).

7. Use of DRUG TRADE NAMES in Consent documents: 

· Exclusive use of drug trade (brand) names in consent forms is not allowed. Acceptable forms of designation of drug names are: “generic name” or “generic name (Trade name)”. 

· Exception:  Where a drug product contains multiple ingredients which makes use of their generic names impractical, the trade name for the combination product may be used.

8.  Acronyms must be written out the first time they appear.

9.  Spelling and grammar must be corrected before it is submitted for review.

10.  All information required by the subject must be included in the informed consent form with the exception of ancillary drug information sheets, if applicable.  

11.  Standard treatment information should be included.

12.  Statements about confidentiality, remuneration for injury and protection from waiver of subject’s rights should be included using the required wording from the consent template.

13.  Signature lines should be formatted and labeled as shown in the template.

14. “Subject Consent” section should be on one page.

15.  Number the pages using: “1 of 3”, “2 of 3”, “3 of 3” etc.

16.  Footer:  Include a footer ON EACH PAGE which should include:

· the version date

· a brief (two or three word description of the consent (eg: Protocol number)

· NCIC CTG studies may add “NCIC CTG Subject Serial Number ______”.  Remember to update the version date with each revision in the footer on all pages.

· [Note: Enter date manually…do not use Word auto insert date as this will change to the current date each time the consent is opened]
17.  The consent form submitted for review should be in its final form (as it will be seen by the subject), including letterhead.

18.   References to “doctor” should be clarified if being referred to ie: the family doctor, study doctor or oncologist)

19.  This list is a partial guide meant only to provide examples of wording that should be avoided:

jargon



preferable


active drug


effective drug


experimental agent

experimental drug or experimental treatment


mucositis


mouth sores


dyspnea


shortness of breath


angina



pain in the chest near the heart


MUGA



scan to determine heart function


liver function tests

blood tests of how your liver is working


insomnia


inability to sleep or trouble sleeping


may be life-threatening
may cause death

eligible



“it is safe for you to participate” or 

“you may participate if”

refuse



choose not to

failure



may be unable

without penalty

you will continue to be offered

the best available medical care

elderly



indicate the age e.g.  “over age 65”
Return to Page 1
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