			IRB Form H
Farmingdale State College 
Institutional Review Board (IRB)
Request for Approval of Modifications to an IRB-Approved Protocol

Instructions and Information:  Amendments/modifications to a protocol may not be initiated without prior IRB approval, except when necessary to eliminate immediate hazards to participants.  This is a protected MS Word Document.  Save this document to your computer before completion.  Check boxes can be activated with a mouse click and text boxes will expand as you input data. Handwritten forms will not be accepted.  Unless the amendments/modifications are administrative in nature, please attach a complete copy of the revised protocol and any additional relevant documentation.
	Request for Approval of Modifications to an IRB-Approved Protocol

	1.  Date:
	Click here to enter text.
	2.  Study Title:
	Click here to enter text.
	3.  Principal Investigator:
	Click here to enter text.
	4.  Faculty Advisor (if applicable):
	Click here to enter text.
	5.  Describe the planned amendments/modifications and how they impact the study participants:

	Click here to enter text.
	6.  The amendments/modifications result in a change of the risk/benefit ratio: 
	☐Yes  ☐No

	7.  The amendments/modifications change the study’s overall objective(s):
	☐Yes  ☐No

	8.  Personnel Changes: Indicate which personnel are to be added or removed from the study. 
Note: 1) New study personnel must complete an FSC approved human research participants training program such as CITI (https://www.citiprogram.org/). Certificates of completion for all new study personnel must be submitted with this request.  NIH training certificates will be accepted for five years past the completion date.  2) New study personnel must complete IRB Form C: Conflict of Interest Questionnaire.

	Action
	Name
	Research Category
(0,1,2,3,4,or 5)*
	Student Assistant
(Check if applicable)
	Obtaining Informed Consent?

	☐Remove  
☐Add
	 Click here to enter text.
	Click here to enter text.
	☐	☐Yes  
☐No

	☐Remove 
☐Add
	 Click here to enter text.
	Click here to enter text.
	☐	☐Yes
☐No

	   * Categories
0.  No interaction with human subjects, human information or biospecimens.  Specify role in Form H.5 (i.e. Technician).
1.  Interacts directly with human subjects in research that does not involve drugs, biologics, or devices.
2.  Interacts directly with human subjects in research that involves drugs, biologics, or devices.
3.  Only interacts with human information or biospecimens in this research activity. 
4.  Institutional Research Personnel- No interaction with human subjects or human tissue.  No access to human information or
biospecimens beyond normal job duties and access.
[bookmark: _GoBack]5.  Farmingdale Advisor/Mentor- No interaction with human subjects, human information, or biospecimens.  When the student researcher graduates or leaves FSC, the Advisor/Mentor will become the primary contact.

	9.  Informed Consent Changes:

	☐  Amendments/modifications do not reflect any changes to the consent form(s). 
☐  Amendments/modifications require changes or an addendum to the consent form(s): 
Please attach the revised consent form(s) or addendum to the consent form(s).  Please highlight revisions. 

	10.  Principal Investigator Signature:

	 

	Date:
	

	11.  Faculty Advisor Signature (if applicable)

	

	Date:
	

	For IRB Office Use Only  
	Request Approved☐   Request Denied☐

	IRB Reviewer Signature:
	
	Date:
	



