


ADDENDUM TO THE INFORMED CONSENT DOCUMENT


Instructions for Addendum Preparer
This template can be used to prepare an addendum to the consent form to communicate information that becomes available after participants have initially consented to participate in a research study. If the changes are extensive, a revised consent form rather than an addendum is required.

Signature of the participants is not always required. It will depend on the nature of the new information to be communicated (e.g. communication of new risks and addition of procedures would generally require the signature of the participant). If a signature is not required, the statement of consent can be omitted. 

The addendum with the new information can be provided to the participants in various ways, depending on the nature of the study and the manner in which the study team usually communicates with the participants, e.g., in a letter, by email, via Redcap, or handed out at the time of their next visit. If a signature is required, instructions for returning the signed document should be provided with the addendum. The plan to inform participants of new information and proposed use of the addendum to the consent form should be submitted to the IRB for review and approval before use. Research records should document when and how the addendum was provided to each participant and, when a signature is required, when the signed form was received.

Complete all green-highlighted fields, update the footer, and remove all instructions in this document including the statement: “LEAVE SPACE (minimum 1”) FOR IRB STAMP” in the footer before submitting the addendum to the IRB.



Protocol: IRB-AAA___

IRB Protocol Title: ________

Date: 

Dear Study Participant:
The purpose of this document is to notify you of a change to information in the [insert as relevant: Consent Form/Consent Form and HIPAA Authorization/Parental Permission to participate in a Research Study/Parental Permission to participate in a Research Study and HIPAA Authorization] that you read and signed at the beginning of this study.
New Information:  
Enter a description of the new information. Specify whether it is new information or a change to previous information that was provided.
All other information in the consent form that you signed remains unchanged.
Your participation continues to be voluntary. You may refuse to participate or may withdraw your consent to participate at any time, and for any reason, without affecting your future care at this institution or your relationship with your study doctor.
You can talk to the Principal Investigator about any questions or concerns you have about this study. You may contact (PI’s name) at (telephone number).
If you have questions about your rights as a research subject while taking part in this study, you should call the
Columbia University Institutional Review Board
154 Haven Avenue, second floor
New York, NY 10032
Telephone: (212) 305-5883
Email: irboffice@columbia.edu
An Institutional Review Board is a committee organized to protect the rights and welfare of human subjects in research.
If this information will be communicated via letter not requiring the subject signature:
Please keep this communication for future reference.
Thank you for your participation.

Name and Signature of the Principal Investigator

If signature is required:
Statement of consent:
I have read the information provided above. I voluntarily agree to continue to participate in this research study. I understand that I will receive and may keep a copy of this signed and dated Addendum to the consent form. By signing and dating this addendum, I have not waived any of the legal rights that I would have if I were not a participant in the study.


Participant
Print Name________________________Signature__________________________ Date ________


Person obtaining consent
Print Name_________ _______________Signature___________________________Date________
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