	[image: image1.jpg]wz‘uw; scotia
N health authority
A )
Research Ethics Board




	NSHA Research Ethics Board

Addendum Consent 
Page 1 of 1


	
	CH Research Ethics Board

Addendum Consent 

Page 2 of 2



[image: image1.jpg]
Study Name:



REB File Number:


Principal Investigator:


Before beginning this research study, you signed an Informed Consent Form describing the study and your rights as a research participant. At that time, we explained that we would tell you about any new information that might affect your health, welfare, or willingness to stay in the trial. We recently learned of the information described below. Please think about it and, if you would like to continue in the trial, sign the bottom of this Informed Consent Form Addendum.


[List all pertinent new information in this section.]

I have read all of the new information in this addendum concerning the study I am currently participating in, which is called: 

[Provide Full Trial Title]
I have been given the opportunity to discuss the information contained in this addendum. All of my questions have been answered to my satisfaction. 

I agree to allow the people described in this consent form to continue to have access to my health records. 

This signature on this informed consent form addendum means that I agree to continue to take part in this trial. I understand that I remain free to withdraw at any time.

______________________________        _______________________

_____ / ______  /  _____
Signature of Participant   

     Name (Printed)

Year   Month    Day*
______________________________        _______________________

_____ / ______  /  _____

Signature of Person Conducting   
     Name (Printed)

Year   Month    Day*

Consent Discussion

______________________________        _______________________

_____ / ______  /  _____
Signature of Investigator                    
     Name (Printed)

Year   Month    Day*
______________________________        _______________________

_____  /  ______  /  ____

Signature of Participant’s

   Name (Printed)

Year    Month    Day*

Substitute Decision Maker 

______________________________        _______________________

_____  /  ______  /  ____

Signature of Impartial Witness
    Name (Printed)

Year    Month    Day*

If you answered yes to question, E2, (e) on the EAS: If a participant is unable to read, an impartial witness must be present during the entire informed consent discussion and must sign the consent form as described in ICH GCP 4.8.9. This witness cannot be a member of the study team. By signing the consent form, the witness attests that the information in the consent form and any other written information was accurately explained to, and apparently[seemed to be] understood by, the subject or the subject's legally acceptable representative, and that informed consent was freely given by the subject or the subject’s legally acceptable representative (ICH GCP 4.8.9).
If the consent discussion has been conducted in a language other than English, please indicate: 

_______________

         Language

______________________________        _______________________

____/ ______  / _____
Signature of Translator

     Name (Printed)

Year    Month    Day*

*Note:  Please fill in the dates personally

I will be given a signed copy of this consent form.
Thank you for your time and patience!
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