Adapted with permission from the NCIC Clinical Study Group

PROTOCOL DATE: yyyyMMMdd



PROTOCOL NUMBER:XX.X

[image: image1.jpg]@ BC Cancer Agency

CARE + RESEARCH

An agency of the Provincial Health Services Authority




BCCA REB Addendum Consent Form Template - Version:  2010-Dec-3
· A Guideline for Providing New Information and Re-Consent is available; on the BCCA REB Informed Consent Templates webpage.

· This template may be modified to remove the signature section and re-frame it so that it may be used in cases where participants need only be informed about new information and not re-consented.
· The template language should be reviewed carefully to ensure that it is applicable to the circumstances for which the document will be provided.
ADDENDUM CONSENT

New Study Information

Study Title:  
Sponsor:
Principal Investigator (Study Doctor):
Contact Number:
Background Information

You are receiving this because you are taking part in the research study noted above.

We are informing you about new information in the study that may affect your willingness to continue in the study. We are also asking you to sign this form if you understand the new information and are willing to continue to participate in this study.  Please ask the study doctor about this information if you have any questions.
What is the updated information?

Describe the new information in a way that the participant can readily understand what is new or changed since the previous consent form that they signed. 

New risk information should be listed using the risk section in the BCCA REB Main Consent template as a guideline: http://www.bccancer.bc.ca/RES/REB/ConsentTempl.htm
(Note: If a revised consent document is being used for new participants ensure that the new information matches in both documents.) 
What will happen to the study?  Will it continue?

The study will continue as planned (or explain otherwise).
What does this mean for you?

Describe implications for the participant (how might the information impact them?)

If there are additional procedures that may require extra visits and time, provide a brief summary of the extra time, number of extra visits and how long they will take. 

Explain whether participants will be reimbursed for any related extra costs if applicable such as travel and parking, or extra medication.
What are your rights as a participant? 

By signing this form you do not give up any of your legal rights against the investigators, sponsor or involved institutions, nor does this form relieve the investigators, sponsor or involved institutions of their legal and professional responsibilities.
Continuing to participate in this study is voluntary. You may choose either to continue or not to continue taking part in the study. If you choose to continue to participate in the study you will need to sign this consent form. If you decide to continue in this study, you may still leave the study at any time. No matter what decision you make, you will continue to be offered the best available medical care. 

What Are Your Protections As A Participant?

You will be told, in a timely manner, about all further new information that may affect your health, welfare, or willingness to stay in this study.
Whom Do You Call If You Have Questions Or Problems?

If you have any questions about this new information or desire further information with respect to this study, or if you experience any research related injury, contact your study doctor, who is:

Dr. ________________________________ Telephone:_______________________

After-hours

Emergency contact number: __________________________________________

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.

(Please review and sign the following page if you choose to continue to participate in the study. You will be given a copy of this consent form update after it has been signed and dated by you and the study staff.)
Signatures

My signature on this consent form means the following:

· The new study information has been explained to me and I have been given the chance to discuss it and ask questions. All of my questions have been answered to my satisfaction,
· I am aware of the risks to me in continuing to participate in this study,
· I voluntarily consent to continue to take part in this study and I am aware that I can withdraw from this study at any time and I will continue to receive the best available care,
· I do not give up any of my legal rights by signing this form.
	(Print)Name of Participant 
	
	Signature of Participant
	
	Date (yyyy-Mmm-dd)


Person Obtaining Informed Consent:
My signature below signifies that I have explained the new study information and the risks involved to the study participant, and I have answered all questions to the best of my ability.

	(Print) Name of Person Obtaining Informed Consent 
	
	Signature of Person Obtaining Informed Consent
	
	Role 
	
	Date 

(yyyy-Mmm-dd)


Was the participant assisted during the consent process by one of the methods below?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

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

(
The participant was unable to read this consent form update and therefore the consent form update was read to the participant. The person signing below attests that the new study information as set out in this form was accurately explained to, and appeared to be understood by the participant. 

(
The person signing below acted as an interpreter/translator for the participant during the consent process.  
Language:  ____________________________

	(Print) Name 
	
	Signature
	
	Date (yyyy-Mmm-dd)


	Version date of this consent form (yyyyMMMdd): 
	
	Subject #:
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Description:  [enter a brief 2 to 3 word description of the study]
Version Date:  (yyyy-Mmm-dd)
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[Note: Type the date - do not use the Word feature to auto insert date or the date automatically changes to the current date each time the consent is opened.] 

