Application for Amendment/Modification of Approved IRB Protocol

MORGAN STATE UNIVERSITY
Application for Amendment/Modification of Approved IRB Protocol
PRIVATE 

Please submit 1 copy of this form if you wish to amend/modify your approved study protocol.  You must request IRB approval of any amendment/modification to the protocol of your initial IRB application (and any subsequent amendments/modifications). 
We ask that you submit all requests and supporting materials at least 30 days before the anticipated implementation to allow sufficient time for the approval process.  Submit to:  irb.research@morgan.edu
Project Information

Project IRB #     






Approval Expires:       
Project Title:      
Primary Investigator:      
Contact Information:


Mailing Address:      



       

Phone Number:      

E-mail:      
Co-Investigators:      
Faculty Advisor (if applicable):      
Nature of Study:


 FORMCHECKBOX 
 Faculty Research


 FORMCHECKBOX 
 Undergraduate Research


 FORMCHECKBOX 
 Dissertation



 FORMCHECKBOX 
 Graduate Research

 FORMCHECKBOX 
 Master’s Thesis


 FORMCHECKBOX 
 Staff Research


 FORMCHECKBOX 
 Other      
Include the items indicated, where applicable:

· Check the relevant items below and include one copy of all checked items.
· For immediate consideration, the project IRB Number from the original approval letter (upper righthand corner of the letter) must be included in the IRB # field above.
→    Applications will be returned if these instructions are not followed.

	Check
	Item
	Total No. of Copies

	□
	1.  A concise summary of the requested modification using this form.  List and describe each proposed change to aid in IRB review.  Add pages as necessary.  Provide a concise summary of changes when submitting an updated Investigator Brochure or Master Protocol.
	1

	□
	2.  New or revised consent forms, questionnaires, surveys, recruitment materials, advertisements, etc.  One copy should have changes highlighted by underlining, and the other clean copy will be used for stamping.
	1 Old marked

1 New clean

	□
	3.  If you have made substantive changes to the study design or procedures, submit a revised full IRB application with changes highlighted by underlining.  If you are making changes only to the first page, just submit that page.
	1

	
	
	

	□
	4.  If adding personnel, include name, location (MSU or specific outside location), role, and email address for each person. Include documentation of required CITI training in human subjects research.
	1


1. List and describe each proposed change:       
2. Is this modification being submitted in response to an unanticipated problem/adverse event or new findings?          ___YES    ___NO  

If yes, explain, including whether these events or findings are relevant to participants’ willingness to continue.       
3. Do any of the proposed changes increase risk?       ___YES   ___NO          If yes, explain.       
Signature of Principal Investigator 
Date

Signature of Faculty Advisor (if applicable)
Date

D-RED – 01/22
Return the completed amendment/modification application to:
irb.research@morgan.edu
Division of Research and Economic Development



Tyler Hall, 304; Attn: IRB Administrator
Phone:
443-885-4340;
 Fax:
443-885-8280
E-mail: Edet.Isuk@morgan.edu
	














1
2

