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ADDITIONAL INFORMATION FOR INFORMED CONSENT AND AUTHORIZATION

Protocol Title: 

Principal Investigator: 

Phone number: <Provide the contact phone number here. Also include 24-hour number, if appropriate>


Introduction

Before beginning this research study, you signed an Informed Consent and Authorization 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 study, sign the bottom of this Informed Consent and Authorization Form Addendum.
[If this form may be read by someone who will consent on behalf of someone else (such as a parent consenting on behalf of a child), ensure that the pronoun “you” is used throughout the consent form.  Avoid the use of the phrase “you/your child.”  Include the following text in the Introduction:] In this consent form, “you”, always refers to the subject. If you are a legally authorized representative (such as the parent), remember that “you” refers to the study participant. 
New Information
<List all pertinent new information in this section, such as new risk information or need for additional safety assessments. Include any additional risks and benefits the subject may face.> 

<If using a consent/authorization form, also describe any new health information that will be collected by this modification.>

Agreement to remain in the study and use my data

I have read all of the new information in this addendum concerning the study I am currently participating in (or it was read to me). I had the opportunity to ask questions and my questions were answered to my satisfaction. 

My signature on this informed consent form addendum means that I agree to continue to take part in this study. I know that I can withdraw at any time. I will get a copy of this form after it is signed.

[Insert the appropriate signature template based on the level of risk added in this addendum.  Refer to http://www.nationaljewish.org/pdf/IRB%20Signature%20Templates.doc for the correct signature template]
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