	APPLICATION NUMBER: (Office Use Only)
	
	



	Daemen University IRB – Human Subjects Research

Application for Amendment/Modification to Approved Study



	INSTRUCTIONS
Once a research study has been approved by Daemen’s Institutional Review Board - Human Subjects Research (IRB), it must be conducted exactly as approved. No changes can be initiated in an approved research protocol without prior IRB review and official approval. This includes, but is not limited to, changes to research personnel, approved study documents such as consent forms, recruitment materials or procedures, or instruments to be used in the study. The only exception to this is when changes are necessary to eliminate apparent immediate hazards to participants (after which a modification form should be submitted to the IRB). 
To request any modifications to a research protocol, please submit this form, and append the most recent version of the approved protocol as a Single MSWord file to the IRB Chair at irb@daemen.edu. Please copy (cc) all associate investigators and use Daemen University e-mail addresses (where applicable). For student projects, faculty supervisors must submit on behalf of the student researcher(s).
Please either use track changes or highlight in yellow all new changes from the most recent approved version of the protocol.


	I.  PLEASE COMPLETE THIS SECTION:

	
	

	Protocol ID:
	
	

	
	
	

	Title of Project:
	
	

	

	Expiration Date:
	
	

	
	

	Principal Investigator:
	
	

	
	

	
	

	Daemen e-mail:
	
	

	
	

	Department:
	
	

	

	


	II.  PLEASE COMPLETE THIS SECTION:

	

	
	1.
	Is this a request to re-open/renew a closed or expired study?
	
	Yes (continue to 1a)
	
	No (skip to item 2)

	


	
	
	1a.
	Was the study approved using Full Review procedures (i.e., the research was reviewed at a convened IRB full-committee meeting)?
	
	
	
	

	
	
	
	
	
	Yes
	
	No

	
	
	
	
	*If ‘Yes’, the modification should be submitted for Full Review
	

	
	
	

	
	2.
	Is this a request to extend the duration of an active study?
	
	Yes (continue to 2a)
	
	No (skip to item 3)

	
	
	

	
	
	

	
	
	2a.
	Was the study approved using Full Review procedures (i.e., the research was reviewed at a convened IRB full-committee meeting)?
	
	Yes
	
	No

	
	
	
	
	*If ‘Yes’, the modification form should be submitted for Full Review
	

	
	
	

	
	3. 
	If you selected ‘Yes’ to item 2 or 3 above, is participant enrollment the reason you are requesting to continue the study? (Skip to item 4 if you selected ‘No’ to item 2 or 3 above)
	
	Yes
	
	No

	
	
	
	
	

	
	
	

	
	4.
	What is the approved age range of the sample?
	
	

	

	
	5.
	List any vulnerable populations under study:
	
	

	

	
	
	
	
	
	
	
	

	
	6.


	Are you requesting any modifications not already addressed in items 1 or 2, above?

	
	
	Yes
	
	No (skip to section IV)

	
	
	
	
	
	

	

	
	7.
	Please indicate all modifications from the list below that you are requesting for this protocol:
	

	

	
	
	
	Title Change (please write new title at right):
	
	

	
	

	
	
	
	Recruitment Change(s)
	
	Location of Study
	
	

	
	
	
	
	
	
	
	

	
	
	
	Inclusion Criteria
	
	Procedures
	
	

	
	

	
	
	
	Exclusion Criteria
	
	Informed Consent Process
	

	
	
	
	
	
	
	
	

	
	
	
	Instruments/Measures
	
	Funding Source or Conflict of Interest Change
	

	
	
	
	
	
	
	
	

	
	
	
	Research Personnel (add or delete)
	
	Compensation
	
	

	


	III.  PLEASE COMPLETE THIS SECTION ONLY IF YOU ARE ADDING OR DELETING RESEARCH PERSONNEL:

	 If you are deleting research personnel, please list their names and Daemen e-mail addresses in the box below:

	
	
	

	

	If you are adding research personnel, please provide the following information for each investigator in the box below:

· Name, e-mail address, procedures to be performed and related training 

	
	
	

	

	IV.  FOR ALL REQUESTS, PLEASE COMPLETE THE FOLLOWING:  

Remember to appended the most recent version of the approved protocol to this form with any new changes tracked or highlighted.

	

	
	1.
	For all modifications requested above, briefly describe each below:
	

	

	
	
	
	

	

	
	2.
	For all modifications requested above, describe why each is necessary:
	

	

	
	
	
	

	

	
	3.
	Please explain how these proposed modifications alter the risks or benefits of the approved research. Please note that if the modifications are significant and/or increase risk to participants, a Full Review of the modifications will need to occur. 
	

	

	
	
	
	

	



	V.  CERTIFICATION 
This form must be signed (either by typing in your name or inserting an electronic signature) and submitted to the IRB Chair (irb@daemen.edu) with a copy (cc) to all investigators on the protocol using daemen.edu addresses (where applicable).
The signatures below indicate that both the researcher(s) and the faculty supervisor (if student researchers are involved) will operate in accordance with the details in this protocol and all professional, federal, and Daemen University regulations governing research involving human subjects as stated in the IRB guidelines for the protection of human subjects.

	

	Principal Investigator:
	
	Date:
	

	
	
	
	

	Faculty Supervisor:
	
	Date:
	

	
	
	
	

	Associate Investigator:
	
	Date:
	

	
	
	
	

	Associate Investigator:
	
	Date:
	

	
	
	
	

	Associate Investigator:
	
	Date:
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