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Study Amendment Request Form 

DIRECTIONS 

This form must be completed and submitted for ANY amendments to a currently approved study.  If the study is sponsored, please provide the amendment number on the upper right hand side of the form.  Consent form amendments should not be numbered.  The consent revision date, however, should be placed on each page of the revised informed consent.

Amendment Categories:

1. Amendments to the protocol

2. Revisions to the Informed Consent form

3. Request for addition of Sub-Investigators 

4. Changing PI

Checklist for Submission:

1. Completed Study Amendment Request form

2. Summary of changes either on the form or a separate sheet from the protocol

3. Attach all applicable documents (eg. Copy of sponsors amended protocol, letter of explanation, etc)

4. Submit two copies for review and approval 
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Bellarmine University
STUDY AMENDMENT REQUEST
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              AMENDMENT NO:_______________________


Principal Investigator:   













 
Department:  
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Study Title: 














































 
Study Sponsor: 
















******************************************************************************************************************************************************

TYPE OF AMENDMENT:
Protocol Change (
Consent form change 
(
Study Personnel change (
PLEASE HIGHLIGHT ALL CHANGES INCLUDED IN THIS AMENDMENT.
This form must be typewritten and returned (along with TWO copies of the amendment and any other appropriate items) to the Institutional Review Board, Tom’s Office
1.
Describe the proposed change(s) and rationale for the change(s). {Do not leave blank.  Type in all information.}

2.
Is the study sponsored? (  no          (   yes, If the answer is "yes", check the appropriate line and provide one of the following:


_______ (a)
a copy of the sponsor's amendment, if the amendment came from the sponsor.


_______ (b)
a copy of your notice to the sponsor of this change, if you initiated the amendment.  

3.
Describe how the amendment will affect the risk benefit ratio for the subjects:

4.
Does the proposed amendment affect the informed consent?  (  no          (   yes, If the answer is "yes", check the appropriate line and attached a copy of the revised informed consent, with additions highlighted and deletions marked with strikeover.  


_______
The new informed consent is in addition to the current one.


_______
The new informed consent is to replace the current one.  

NOTE TO INVESTIGATORS:  Study amendments may not be instituted until written approval from the Institutional Review Board is received.  

Do you consider these changes to be _______minor (minimal risk) _______substantive?

INVESTIGATOR'S SIGNATURE:   






DATE:   











