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[bookmark: _Hlk77688598]Institutional Review Board
Research Involving Human Subjects Continuing Review Form

[bookmark: _Hlk77688616]Form Instructions:

For Continuing Review of an Already Approved and Active Research Project
All forms must be typewritten, signed, and submitted via email to IRB@Normandale.edu.

Federal guidelines (45 CRF 46.109e) require that Institutional Review Boards (IRB) “conduct continuing review of research requiring review by the convened IRB at intervals appropriate to the degree of risk, but not less than once per year.” In conducting the continuation review, the IRB will review a protocol summary, informed consent/assent forms, a status report on the progress of the research, and other documents pertinent to the research.

This application is designed for CONTINUATION OF APPROVED RESEARCH ONLY. If you need to extend your research project beyond the date identified in your IRB approval letter, you must complete this form at least one month prior to the ending date of your IRB approval. If you have not obtained an extension prior to the ending date, you must suspend your data collection until such time as you have gained IRB approval for an extension.

Fill out the following as completely as possible. Based upon your answers, the IRB may request additional information.

[bookmark: _Hlk77783214]1. Study information
1a. Project title: 

1b. IRB protocol number:

1c. IRB approval expiration date: 

2. Research investigator information
2a. Responsible Principal Investigator (RPI):

2b. Organization or Department:

2c. Address:

2d. Telephone number:

2e. Email address:

2f. Are you: ☐Faculty	☐ Staff	 ☐Student	☐  Other (specify):
		If you are a student, give your responsible research supervisor’s contact information below. 
Supervisor’s name:
Organization or Department:
Address:
Telephone number:
Email address:
	
2g. If applicable, list additional co-investigators, including above information, below or on a separate sheet.

[bookmark: _Hlk77784115]3. Research updates
3a. What, if anything, has changed related to your methodology, including data collection?

3b. What, if anything, has changed related to your method of participant recruitment?

3c. What, if anything, has changed related to your consent process?

3d. Since the last IRB review, have any unanticipated problems involving risks to subjects or others occurred?	
☐Yes	☐No
If yes, summarize problems:

3e. Since the last IRB review, have any complaints about the research been received?	
☐Yes	☐No
If yes, summarize complaints:

4. Outside agency/organization approval
If you have received approval from an agency/organization to conduct your research, you must provide a copy of a current letter indicating that the agency/organization approves of your continued research.

☐I have submitted a current approval letter from the proper authority at the agency/organization to conduct this
research.
☐Not Applicable

5. Investigator assurances and required signature(s)
Investigator Assurances: I certify that the information provided for this project is correct and that no other procedures will be used as described in this research. I agree to conduct this research as described in the attached supporting documents and/or the most recent IRB-approved documents. I will request approval from the IRB for changes to the study's protocol and/or consent forms and will not implement the changes until I receive IRB approval for these changes. I will comply with the IRB policy for the conduct of ethical research. I will promptly report significant or adverse effects to the IRB in writing within five (5) days of occurrence. I will be responsible for ensuring that the work of others involved with this project complies with this protocol. I will complete, on request by the IRB, the Continuing Review or Close out of Study Forms.

[bookmark: _GoBack]Responsible Research Supervisor Assurance (required when a student is the RPI): I have reviewed this proposed continuation request and attest to the scientific merit of this study and the competency of the investigator(s) to conduct the project. I agree to meet with the investigator on a regular basis to monitor study progress and compliance with IRB policy for the conduct of ethical research.

Responsible Principal Investigator signature:
Printed name:
Date signed:


Responsible Research Supervisor’s signature (If RPI is a student):
Printed name:
Date signed:
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