[Department letterhead]


[Insert date]
Protocol / Study Title:   
IRB#: 
Dear [Subject Name]:

We are writing to provide you with updated information regarding a study in which you are currently enrolled or have previously participated in at the University of Kansas Medical Center. The name of the study is listed above.  
When you enrolled in the study, we said we contact you if there was new information that could affect you.  The study doctors have determined the new information in this letter may affect people who participated in the study even after they stop taking the study drug.  The new information is as follows:
· Deliver only information that is relevant to subjects who are in long-term follow-up  (All subjects who are actively enrolled will not be receiving this letter; they will be re-consented with a revised consent form.)
· Provide the new information in lay terms 

· When the new information is related to safety, explain the potential implications and outline the actions the subject should take at this time (e.g., watch for symptoms, undergo additional testing, etc.) 

· When the new information is related to safety, discuss any costs for additional visits or monitoring and who will pay (subject or sponsor) 

Use the following statement if the new information requires the subject to take action (e.g., new risks that necessitate a return visit for further safety follow-up; watching for symptoms, notifying PCP, etc.)

· Follow up with a phone call to the subject so that new information and questions can be discussed. 

· Document the phone call in study records. 

We will be calling you to discuss this new information and see if you have any questions regarding these changes.  You should contact your study doctor, [name], at [phone] if you have any significant changes in your health, or if you have questions regarding this new update. 

---- OR ----
Use the following statement if the new information does not require the subject to take action (e.g., sponsor change, PI change, FDA approval of the test article)  

We are available to talk to you if you have any questions about this information.  You can call [name], at [phone].

If you have any questions about your rights as a research subject, or if you want to talk with someone who is not involved in the study, you may call the Human Subjects Committee at (913) 588-1240.  You may also write the Human Subjects Committee at Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160. 

Sincerely,
[PI Name]
Signature is necessary if the new information requires the subject to take action (e.g., new risks that necessitate a return visit for further safety follow-up; watching for symptoms, notifying PCP, etc.)

· Send two copies of the letter and a self-addressed, stamped envelope. 

· Document sending the letter in study records. 

· Subject is instructed to sign and return one copy of the letter to the study team and keep the other copy for their reference.
---- OR ----
Signature is NOT necessary if the new information does not require the subject to take action (e.g., sponsor change, PI change, FDA approval of the test article):  

· Send one copy of the letter. 

· Document sending the letter in study records 

· No signature required.

[See above for instructions on if a signature is necessary]
*Please review, sign and return this letter to the University of Kansas Medical Center in the enclosed postage paid envelope. A second letter has been included for you to keep for your own records. 

________________________________



___________________

Subject Signature





Date

