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ADDENDUM TO CONSENT FORM TO PARTICIPATE IN A RESEARCH STUDY 
	Study Title:  

Investigator/Study Doctor:

Contact Information:

Sponsor:(as applicable)

	


Before beginning this research study, you signed a Consent Form for the above referenced study.  At that time, we said that we would tell you about any new information that might affect your health, welfare, or willingness to stay in the study. We recently learned of the information described below. Based on this new information, you need to decide whether you want to continue to be in this study.  Continuing to take part in this study is voluntary. Please request a copy of the original signed consent form if you need to review it.  Take your time in reading this form and, if needed, reread the original signed consent form carefully. Please make sure all your questions have been answered to your satisfaction before signing this document. 

New information:
(Please note that only new information that may affect a participants decision to continue to take part in the study should be included here – sample language is included below) 

· Additional blood samples will be taken at weeks 2, 3, 9, and if you have severe side effect.  

· CT scan will be performed every 8 weeks instead of every 6 weeks while you receive the study drug for the first year and then it will be performed every 6 months instead of every 4 months as long as you receive the study drug.   

· New Rare but potentially serious side effects (less than 2%) have been seen: 

· Stroke 

· High Blood Pressure 
· The following side effects have been seen in an increased frequency:
· Headache (previously seen in 5- 10 % of participants; the current data show that it may occur in 20 -50 % of participants)

All other information presented in the consent form you signed still remains relevant to this study. 

Questions:  
If you have any questions, concerns or would like to speak to the study team for any reason, please call: [Principal Investigator] at [Phone] or Study Coordinator at [Phone]. The 24-hour contact number can be repeated here if determined to be needed for the study
If you have any questions about your rights as a research participant or have concerns about this study, call Chair of the University Health Network Research Ethics Board (REB) or the Research Ethics office number at 416-581-7849. The REB is a group of people who oversee the ethical conduct of research studies.  These people are not part of the study team. Everything that you discuss will be kept confidential.

You will be given a signed copy of this consent form addendum. 

Consent:
· I have read this addendum.

· I have had the chance to ask questions and they have been answered to my satisfaction.

· I agree to continue in this study.

	________________________

Printed Name of Study Participant 
	______________________

Signature
	_____________

Date (DD/MM/YYYY) 


My signature means that I have explained the study to the participant named above. I have answered all questions.

	________________________

Printed Name of Person Obtaining Consent
	_____________________
Signature
	_____________
Date (DD/MM/YYYY)


(continue if applicable)

Was the participant assisted during the consent process?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
If Yes, please complete the following:

· If the Consent Addendum was verbally interpreted please check the box and complete the signature space below
 FORMCHECKBOX 
 The person signing below acted as an interpreter, and attests that the study as set out in the consent form was accurately sight translated and/or interpreted, and that interpretation was provided on questions, responses and additional discussion arising from this process.
Print Name of Interpreter 

Signature

Date

__________________________

Language

· If the Consent Addendum was read to the participant please check the box and complete the signature space below:
 FORMCHECKBOX 
 The person signing below attests that the study as set out in this form was accurately explained to the participant and the participant has had any questions answered.

_______________________
____________________
___________


Print Name of Witness
Signature
Date

_______________________

Relationship to Participant 

Version Date: DD-MMM-YY (Must be date when consent addendum is finalized) 
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