
Belmont University - Institutional Review Board

Protocol Modification Request

a. This form is to be used when requesting minor modifications to a protocol that has current IRB approval. 
Principal Investigator:




Today’s Date: 

Protocol Title:


IRB Record Number:






Modification_______     Renewal and Modification________

1.
Briefly describe the purpose of the study (2-3 sentences).

2.
Starting Date of Project:



Date of Last Approval by IRB: 

a. Subjects

b. How many subjects* have been screened for entry since the start of the project?
c. How many subjects* have been entered into the study since the start of the project?
d. How many subjects* have been entered into the project since the last IRB review?


*
For projects being conducted at multiple institutions, the numbers you state should be for subjects entered at Belmont University.
4.
State any side effects or unexpected events that have occurred:

5. Have you had any problems obtaining informed consent?
6. Past Protocol Modifications:
a. Have you made modifications to the protocol, which affect patient care or change the risk to the subjects participating in your study?   
Yes______      No_______
b. If yes, when were the modifications approved by the IRB?

      

7. New modifications:
a. Please describe any new modifications to the protocol you are requesting.
b. Please explain your rationale for the new modifications.

c. Explain how these modifications change or do not change the level of risk to the subjects in your study.

8. What preliminary findings or evaluations of the study have you received?  State both the positive and negative results received at this time.
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