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HEALTH CARE





Version: <insert version &/or date>

ADDENDUM #<insert the appropriate number i.e. 1, 2, 3 etc> to INFORMED CONSENT FORM for

<Insert sponsor-assigned study #, if applicable, and Title>
Principal Investigator:


Address:



Phone:




When you joined this research study, your study doctor said that you would be told about new information that may affect your willingness to stay in the study. At this time, we would like to tell you about e.g. some recent changes made to the study; some additional side effects related to the use of <insert drug or device name>; some changes made to the follow-up requirements.
EXAMPLE: In the original informed consent form you signed, you were told that you would be taking <drug> for at least 6 months. This study is now <List, explain and/or describe the new information>.
If you have questions or concerns about this new information, please contact your study doctor or study staff at <insert phone number>.

SIGNATURE
I have received this new information that was not in the original informed consent form. I have been given time and opportunity to read the information, to ask questions, and to discuss it with others. I have been told that I will be given a copy of this fully signed and dated informed consent form addendum.
Please mark one of the two choices below:

 FORMCHECKBOX 
 My signature below indicates my voluntary agreement to continue to participate in this study.

 FORMCHECKBOX 
 My signature below indicates that I do not wish to continue to participate in this study.

__________________________________________

_______________
Signature of Subject






Date1
__________________________________________

Printed Name of Subject

__________________________________________

Printed Name of Person Conducting the Informed Consent Discussion
__________________________________________

_______________
Signature of Person Conducting




Date1
the Informed Consent Discussion.

1 Each person who signs this addendum must personally enter the date for his/her signature.

(Include the appropriate signature sections if incapacitated persons or minors are included in your subject population)

IF a subject is no longer making visits to the office/clinic (e.g. the subject’s follow-up is performed by phone only) and the addendum will be mailed to the subject, the Signature section can be modified.

DO NOT ADJUST FOOTER. 
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