DUQUESNE UNIVERSITY – INSTITUTIONAL REVIEW BOARD

Protocol Amendment IRB Submission Form 
Principal Investigator: _____________________________________ Protocol # _________________    

Phone: ________________________________          

e-mail: _________________________
Protocol Title:  ______________________________________________________________________
Co-Investigators
_________________________________________________________ Phone: ___________________ 
(In order for the IRB to fully evaluate an amendment request, please provide a summary of the modifications. Note that any modifications to the protocol cannot be implemented until after final IRB Approval is received.)

I. Check all protocol amendments that apply: 
 FORMCHECKBOX 
 Change in Protocol
 FORMCHECKBOX 
 Inclusion/Exclusion Criteria Change
 FORMCHECKBOX 
 New Information Provided to Subjects 
 FORMCHECKBOX 
 Therapy Changes 

 FORMCHECKBOX 
 Scientific Changes 
 FORMCHECKBOX 
 Advertisement(s)/Recruitment Letter (s)

 FORMCHECKBOX 
 HIPAA research authorization forms 

 FORMCHECKBOX 
 Instruments (e.g., questionnaires or surveys) 

 FORMCHECKBOX 
 Change in Title    
 FORMCHECKBOX 
 Change in Investigators (Submit CITI certificate for additional investigators)
II. Attach a description of amendments and anticipated effects on subjects and potential subjects              

1. Describe the proposed amendments and explain how they differ from the original approved protocol.

2. Explain why you propose to make the amendments.

3. Describe any anticipated effects on subjects or potential subjects.

4. Include all documents in which wording will be changed in accordance with the amendments (such as consent form, recruitment materials, survey materials).

____________________________




________________________
Signature of Principal Investigator




Date
