Form 4: Modification/Continuation of Research Application
The Principal Investigator is responsible for informing the IRB of any modifications or amendments that need to be made to a protocol that has already been approved. The Principal Investigator must provide accurate documentation of the modifications or amendments. For questions, please email irb@rio.edu.
Electronic submission is required. Completion of this form in the IRB Canvas course is preferred. If you do not have access to the IRB Canvas course, you can complete and submit this fillable Word document with all supporting items inserted as additional pages at the end of this document via email to irb@rio.edu.
[bookmark: _Hlk221784909]Completed application must include the application’s signature page with legible, handwritten signatures. No review shall be conducted until a complete application, including all documents, is submitted as a single Word file. For questions, please email irb@rio.edu.
All Investigators must complete the free Human Research Protection Training from the U.S. Department of Health and Human Services (DHHS) before submitting an application. This training is completed online at https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html (Lessons 1, 2, and 4).

[bookmark: Text2]Title of Research Project:      
	Name(s) of Investigator(s):
	Email address(es):
	Faculty
	Student
	Other
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*Please place an asterisk by the investigator name(s) whose NIH certificate(s) is/are already on file with the IRB, if the certificate is less than three (3) years old.
The Principal Investigator must be a faculty or staff member of Rio Grande.
[bookmark: Text3]Principal Investigator’s Name:      
[bookmark: Text4]PI Phone Number:      
[bookmark: Text5]Department(s)/Division/Agency:      
1) [bookmark: Text6]If an external funding agency supports this project, identify the source, contact person, and contact person’s physical address, email address, and telephone number.      
2) Where is the location of the research?
[bookmark: Check23]|_|	University of Rio Grande
[bookmark: Check24][bookmark: Text7]|_|	Other facility:      
[bookmark: Check25][bookmark: Text8]|_|	Multiple facilities:      
If not at Rio Grande, attach a letter of cooperation on the letterhead of the facility and provide contact information for each other facility.
3) Select the applicable proposed change and describe the changes and the rationale for those changes. For changes to informed consent, methodology, or instrument, attach the original and revised documents with changes clearly noted.
[bookmark: Check32][bookmark: Text9]|_|	Change in key personnel:      
[bookmark: Check33][bookmark: Text10]|_|	Change in number of participants:      
[bookmark: Check34][bookmark: Text11]|_|	Revision to informed consent form:      
[bookmark: Check35][bookmark: Text12]|_|	Revision of methodology:      
[bookmark: Check36][bookmark: Text13]|_|	Revision of questionnaires or surveys completed by participants:      
|_|	Continuation of project beyond one (1) year from last IRB review with no proposed changes
4) For ALL continuation projects, please include at the end of this form a document that contains all of the following: approved project sample size; number of participants who have completed the study, or withdrawn (for withdrawn participants, explain the circumstances); status of recruitment; complaints received from participants; description of any interim results; explanation for extending project; and any changes to the risk and benefits for the study.


In submitting this form and the corresponding documents, I acknowledge that I have completed Human Research Protection Training and that I understand and will uphold the rights of human participants. I also verify that all information contained in this form and any other corresponding documentation is correct to the best of my knowledge. I also understand that I must file a Modification/Continuation of Research Application (Form 4) if my project requires any modifications and/or my project extends beyond a year from my approval date, and I must file a Final Study Report (Form 5) with all consent forms once the study is complete. All signatures must be legible.
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Please insert blank pages here to accommodate a pasted image of your completed signature page (with handwritten, legible signatures) and all supporting documents, including a pasted image of any signed approval letters from facilities or organizations where the project will occur.
Please delete these instructions when inserting your additional pages.
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