Date

Subject’s Name

Subject’s Address

RE:
Study # and title

Dear Subject’s Name:

It has come to our attention that a new risk has been found to be either possibly related or directly related to the above study.  It is our responsibility to inform you of any significant new findings that may come about while you are participating.

The following risk(s) have been identified:

If you have any questions or concerns about your risks, please contact us at (502)***-**** and we will be happy to discuss these with you.

Sincerely,

PI name

