UT GSM IRB #5
Reviewer Findings

Amendment to Protocol
STUDY TITLE:

Name of Reviewer:

Date Completed:

1. 
I have reviewed the following documents (check all that apply)

Amendment (all documents submitted for IRB review, i.e. cover memo, revised protocol, revised informed consent document, etc.)

Current IRB Approved Protocol Version

Current IRB Approved Informed Consent Document(s)

Other (specify)

2. 
The amendment includes the following changes (check all that apply)

Increase or decrease in accrual (impacts statistical design)

Addition or deletion of a treatment group/arm
Addition of deletion of a study drug

Change in treatment period/treatment design

Changes in the informed consent document(s)

Editorial and/or administrative changes

Other (specify)

3. 
Please provide a brief summary of the current approved protocol. (NOTE 
to reviewer: Not applicable for amendments containing solely editorial 
and/or administrative changes)

4. 
Please provide the rationale for the amendment. (NOTE to reviewer: Not 
applicable for amendments containing solely editorial and/or 
administrative changes

5. 
Do the changes in the amendment alter the risk/benefit ration to the 
participants?

If yes, explain

No

6. 
In your judgment, do the benefits of this study continue to outweigh the 
risks?
Yes

If no, please explain

If uncertain, please explain

7. 
Please provide your comments and/or concerns regarding the 
amendment

8. 
Please provide your recommendation for IRB action on the amendment

