 IRB Determination Form: 
Planned Activity Does Not Involve Human Subjects or is Not Research

	Title of Study:     

	Researcher Info 
Last name:                            First name:                              
U#: U________________( required if U of M student, faculty, or staff)
Date:                                 

	Note:  The federal regulations include a very specific definition for what constitutes “research” (see 45 CFR 46.102(d)) and for what is meant by a “human subject” (see 45 CFR 46.102(f)). If there is any doubt as to whether  your project qualifies as human subject research you must obtain a formal determination from the IRB as to whether or not project either is not research and/or does not involve human subjects (e.g., as may be required by a student’s doctoral dissertation committee, a funding agency, or a journal editor). Note: The IRB will not provide a formal written determination after the project has been initiated.
The following application will permit the IRB to make this determination: 

	A.  Answer Each of the following questions:
1. Will any information from this project be submitted to the FDA or held for inspection by the FDA?  No |_|   Yes |_|
2. Are the data or specimens studied as part of this project obtained in a systematic manner?       No |_|   Yes |_|
3. [bookmark: Check20]Is the intent of this data collection to contribute to ‘generalizable knowledge’ – that is to disseminate the knowledge obtained to others outside the University of Memphis/UofM? No |_|   Yes |_|.  
4. If ‘no’, and is this project is being conducted at a UofM facility?  No |_|   Yes |_|.  
5. Will the study involve intervention or interaction with living persons (i.e., human subjects)?    No |_|   Yes |_|
6. Will the study involve accessing (i.e., looking at or reviewing) identifiable private information?  No |_|   Yes |_|
7. Are the data coded in such that a link exists that could allow the data to be re-identified?  No |_|   Yes |_|.  If ‘yes.’ Is there a written agreement that prohibits the PI and the research staff access to the link?  No |_|   Yes |_|
8. [bookmark: Check60][bookmark: Check61]Are all records currently available for study?  No   |_|   Yes  |_|; If ‘no,’ over what time period will these samples be collected, from what source, and who will collect the sample?    






IRB Protocol
1.  Study Aims

(a) What is this project intended to accomplish? 



2.	Background and Significance

(a)  What observations or prior scientific findings serve as the basis for this project? 



(b)  Why is it important to conduct this project? 



3.	Study Design and Methods

(a) How will the project be conducted?  



(b) How will results be analyzed to determine that study aims have been met?  



4.	Types of information to be studied:

(a) What data will be accessed?   



(b) Describe PI’s right to access this data.  



(c) How and where were data collected originally (if applicable)?  



5.	Summarize the qualifications and experience of the Principal Investigator that are relevant 
to the conduct this project:   



6.	Additional Information, Clarification, or Comments for the IRB Reviewer:  


CERTIFICATION OF INVESTIGATOR RESPONSIBILITIES

By submitting this form to the IRB via e-mail at irb@memphis.edu, I agree/certify that:

1. I am cognizant of, and will comply with, current federal regulations and IRB requirements governing human subject research.

2. I have reviewed this protocol submission in its entirety and that I am fully aware of, and in agreement with, all submitted statements.

3. I will conduct this research study in strict accordance with all submitted statements.

4. I will ensure that all co-investigators, other personnel assisting in the conduct of this research study have been provided a copy of the entire current version of the research protocol.

5. I will request and obtain IRB approval of any proposed modification to the research protocol that may affect its designation as an exempt or ‘no human subjects’ application prior to implementing such modification.

6. I will ensure that all members of the research team have satisfactorily completed the) web-based training program accessible on the Module for IRB Applications (“MIA”).

7. Neither I, nor any member of my research team, will intervene or interact with the humans whose information is being studied in this research project.

8. Neither I nor members of my research team will have access to identifiable personal information.

9. I will not begin conducting analyses until the status of this application has been determined by the IRB and I have been informed in writing.

10. I will respond promptly to all requests for information or materials solicited by the IRB.

11. I will maintain adequate, current, and accurate records of research data.

12. I will not knowingly include data from prisoners.

Researcher signature___________________________________________________




For IRB use only:

No further Action required:

Application Required: 	         Application Type:___________________


__________________________________	Date:____________________
Administrator Signature
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