General Consent Form Addendum

[Insert title of the study]

You are a subject in the above mentioned research project and you previously reviewed and signed an informed consent form for participation in this research study.

We [are adding new procedures to/ have identified new risks related to / have changed the payment for / etc.] this research project. Therefore, we have to ask you for [your consent to participate in the new procedures as well as to continue participating in this study; or, your consent to continue your participation in the study in light of the new risks; or, etc.].

[Insert a detailed lay language description of the new and/or revised procedures, risks, etc.]
POTENTIAL RISKS AND DISCOMFORT 

[If applicable, insert a detailed lay language description of the potential risks that may result from participating in the new procedures]

POTENTIAL BENEFITS

[If applicable, insert a detailed lay language description of the potential benefits that result in the new procedure]
ALTERNATIVES TO PARTICIPATION (if applicable)

[Describe any appropriate alternative procedures that should be considered before the subjects decide whether or not to participate in the new procedures]
VOLUNTARY PARTICIPATION
Your continued participation in this research is voluntary. If you decide to continue in the research, you are free to withdraw your consent and discontinue your participation at any time without prejudice in your future at Woodbury University.

QUESTIONS AND CONTACT NUMBERS
If you have any questions regarding the new information, concerns or complaints regarding your continued participation in this research, please discuss them with one of the following investigators:

[insert the names and phone numbers of the appropriate investigators]

You may withdraw your consent at any time and discontinue participation without penalty. You are not waiving any legal rights because of your participation in this research study. 
If you have questions regarding your rights as a research subject, you may contact The University of South Dakota- Office of Human Subjects Protection at (605) 677-6184. 
· You may also call this number about any problems, complaints, or concerns you have about this research study.  
· You may also call this number if you cannot reach research staff, or you wish to talk with someone who is independent of the research team.  

· General information about being a research subject can be found by clicking “Information for Research Participants” on the web site: http://www.usd.edu/research/research-and-sponsored-programs/research-participant-information.cfm
If all of your questions have been answered and you agree to continue your participation in this research, please sign below to indicate your agreement to continue participating in light of the new information provided.

SIGNATURE OF RESEARCH SUBJECT

Your signature indicates that this research study has been explained to you, that your questions have been answered, and that you agree to take part in this study.  You will receive a copy of this form.

BY SIGNING THIS FORM, I WILLINGLY AGREE TO CONTINUE PARTICIPATING IN THE RESEARCH IT DESCRIBES.

________________________________________

Name of Subject

________________________________________

______________

Signature of Subject 





Date

Statement of Person Who Obtained Consent

I have discussed the above study with the subject or, when appropriate, with the subject’s legally authorized representative and have thoroughly explained the addendum.  It is my opinion that the subject adequately understands the risks, benefits, and procedures involved with participation in this research study.

__________________________________

__________________________

Signature of Person Obtaining Consent


Date
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