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Consent To Participate In A Research Study

(Insert title of protocol here)



You are being asked to sign this consent addendum because you are participating in a research study at Duke entitled (enter study title).  Dr. (PI’s Name) is your study doctor.

Please read this consent addendum carefully and take your time making your decision. The study team will discuss this addendum with you.  Please ask about any words or information that you do not clearly understand.  We encourage you to talk with your family and friends before you decide to sign this consent addendum.   

(Note:  If it is optional to sign this addendum, state so here. Example:  You do not have to sign this addendum to remain in the study.)

Purpose of this addendum
The purpose of this addendum is to (describe purpose and any changes in study procedures).
Except for the activities described in this addendum, what you agreed to in the original consent form remains in full effect.

Questions regarding this addendum 

If you have any questions, concerns or complaints concerning this consent addendum, contact Dr. (PI’s Name) at (PI’s Number with Area Code) during regular business hours and at (PI’s 24-hour Number with Area Code) after hours and on weekends and holidays. [Note: do not refer to an on-call pager unless everyone who could respond to the page is on key personnel.] 
You can call the Duke University Health System Institutional Review Board (IRB) Office at (919) 668-5111 if:

• You have question about your rights as a research participant

• You wish to discuss problems related to the research

• You have any concerns or suggestions related to the research

• Want to obtain information or offer input about the research
Note: (Remove instructions in red)

1. Statement of consent and signature lines should all fall on the same page.

2. Adult Witness would only apply if addendum were not signed in-person. Remove
 if not applicable.
Statement of Consent
"The purpose of this consent addendum has been explained to me. I have been allowed to ask questions, and my questions have been answered to my satisfaction. I have been told whom to contact if I have questions, to discuss problems, concerns, or suggestions related to the research or this addendum, or to obtain information or offer input about the research. I have read this addendum and agree to the choices I have indicated above, with the understanding that I may withdraw at any time. I have been told that I will be given a signed and dated copy of this addendum."

______________________________

_______
    _______
Signature of Participant




Date

    Time
______________________________

______      
_______
Signature of Adult Witness



Date           Time
___________________________



Printed Name of Adult Witness






_______________________________

______    
_______
Signature of Person Obtaining Consent

Date

Time
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