The University of Vermont Committees on Human Research

Request for Determination of “Not Human Subjects” Research 
	DATE STAMP
	Shaded Sections
	

	
	For Committee on Human Research Use Only
	

	

	1.
	Protocol/Project Title

	
	

	
	
	
	

	2.
	Principal Investigator Information

	
	
	
	

	
	Principal Investigator (PI):
	
	Degree:
	

	
	
	
	
	
	

	
	Dept.
	
	Phone
	
	E-Mail
	

	
	Campus/Office Address:
	
	Fax
	

	
	PI’s Dept. Chair(s)
	

	
	Is PI UVM Faculty?
	Yes
	
	No
	
	    Is PI FAHC Employee?
	Yes
	
	No
	

	
	Is PI UVM Employee only?
	Yes
	
	No
	
	

	
	Is PI a Fellow, Resident, or Student?
	Yes
	
	No
	
	If yes, complete number 6 below.

	
	Please check graduate status if applicable:
	
	
	Graduate
	
	Undergraduate

	
	*NOTE:  Under normal circumstances only UVM or FAHC individuals can be PI.  If you are not affiliated with either UVM nor FAHC, you must stop here and contact the RPO office for additional guidance.

	
	

	3.
	Source of Support

	
	Is there any external funding for this project?                                   
	Yes
	
	No
	

	
	If “Yes” and there is an OSP PAS Proposal (InfoEd Instit.) # provide it here:
	

	
	

	4.
	Determination Questions

	
	a.  Does the activity involve research?

	
	45 CFR 46.102(d) defines ‘research’ as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.   Examples of projects that may not be research include quality improvement programs or required program evaluations that will not be published or disseminated formally.

	
	
	Yes
	
	No
	
	
	Unsure

	
	If unsure, see the flow chart:  Assessing whether Your Project is “ Research” Regulated by the IRB  (link)

If no, STOP - do not use this form!   Download, complete and submit the “Request for Determination of “Not Research” Form to obtain a formal IRB determination of “not research”.
If yes, continue.


	
	

	
	b.  Does the research involve obtaining information about living individuals (obtaining specimens from a subject is interpreted as being “about” a living individual). 

	
	
	Yes
	
	No

	
	If yes, continue.

If no, stop.  This is NOT human subjects research.  Skip to number 5.  

	
	c.  Does the research involve intervention or interaction with the individuals by the researcher or any key personnel? (includes communication and/or physical contact, e.g.  obtaining informed consent, or data and/or specimens directly from the individual for the research) 

	
	
	Yes
	
	No
	

	
	If yes, stop.  This meets the definition of human subjects and thus requires a different review process.  Refer to our Research Manual, Section 7, to identify which type of review is required. 

If no, continue.

	
	

	
	d.  Does the research involve private information or individually identifiable specimens? (i.e. individual would reasonably expect no recording/observation or would not expect information to be shared/made public) 

	
	
	Yes
	
	No
	

	
	If no, stop.  This is NOT human subjects.  Skip to number 5.   
If yes, continue.  

	
	

	
	e.  Are the data or specimens individually identifiable?  (e.g., is there a code or other method that could potentially connect the subject’s identity with the associated information or specimen)  
NOTE:   For data/specimens from a provider (person or entity that is providing the data or specimens) who is prohibited from releasing identifiers to the recipient (you as the receiving researcher) or for human cell lines obtained from a commercial provider, the answer is “NO”- Not Human Subjects. 

	
	
	Yes
	
	No

	
	If no, stop.  This is NOT human subjects.  Skip to number 5.   

If yes, continue.

	
	

	
	f.  Are you as the recipient able to link the data/specimens directly to identifiable living individuals? (e.g., will you have either direct identifiers or the key to a code)

	
	
	Yes
	
	No

	
	If yes, stop.  This meets the definition of human subjects and thus requires a different review process.  Refer to our Research Manual, Section 7, to identify which type of review is required.
If no, continue.

	
	

	
	g.  Is the provider engaged in the project?  (engaged typically means that the person is listed as key personnel, is a collaborator in your research, or is conducting informed consent for obtaining the data or specimen)

	
	
	Yes
	
	No
	

	
	If yes, stop.  This meets the definition of human subjects and thus requires a different review process.  Refer to our Research Manual, Section 7, to identify which type of review is required. 

If no, continue.

	
	

	
	h.  Can the provider link the data/specimens directly to identifiable living individuals?

	
	
	Yes
	
	No
	

	
	If no, stop.  This is NOT human subjects.  Skip to numbers 5.  
If yes, continue.

	
	

	
	i.  Are there protections in place that will prohibit the provider from releasing identifiers to you? (e.g., will the key to decipher any existing codes be destroyed, is there an agreement in place between the provider and you to prevent release of the key, is there law preventing release, etc.)

	
	
	Yes
	
	No
	

	
	If no, stop. This meets the definition of human subjects and may meet the criteria for exemption from review.  Complete and submit the Protocol Exemption Review and Determination form.

If yes, continue.

	
	

	
	j.  Indicate below how you are prevented from ascertaining identities from the provider:

	

	
	The key to decipher the code is destroyed before the research begins;

	
	The investigators and the holder of the key enter into an agreement prohibiting the release of the key to

	
	the investigators under any circumstances, until the individuals are deceased;

	
	There are IRB-approved written policies and operating procedures for a repository or data with the 

	
	management center that prohibit the release of the key to the investigators under any circumstances,

	
	until the individuals are deceased; or

	
	There are other legal requirements prohibiting the release of the key to the investigators, until the 

	
	individuals are deceased.

	


Continue to number 5.
	5.
	Lay Language Summary:  (Use non-technical language that would be understood by nonscientific IRB members to summarize the proposed research project.  The information must include: (1) objectives or aims, and (2) a brief but specific description of procedure(s).  Do not exceed one single-spaced 8 ½ X 11” page.

	
	

	Attach a copy of any associated project summary, protocol, or project description.


	6.  AGREEMENTS

	PRINCIPAL INVESTIGATOR

As Principal Investigator of this study, I assure the Committees on Human Research that the information that is provided in this form is correct.


	x
	
	
	

	Original Signature of PI
	
	Date

	
	
	

	
	
	

	FACULTY SPONSOR (if applicable and referenced on page one, section 2, of this form)

	
	
	

	Name:
	
	Phone:
	

	
	
	

	Dept/Address:
	
	E-mail:
	

	
	
	

	Date of Human Subjects Tutorial Completion
	
	

	Policy Statement from the Research Manual: “As the responsible investigator, the faculty sponsor or course instructor is required to complete the Human Subjects in Research tutorial.  Protocol approvals will not be released until that requirement has been met.”  Completion of this requirement is every three years.  The training can be found at http://www.uvm.edu/irb/tutorial/index.html 

	
	
	

	Is there is a thesis or dissertation committee reviewing this research?
	Yes
	
	No
	
	

	If yes, date of approval: 
	
	

	As the faculty sponsor for this protocol, I certify that the student will conduct this research under my supervision and guidance.  I further certify that I will assume final responsibility for the conduct of this protocol in accordance with all University of Vermont and Federal Regulations relating to human research as outlined above and in the Human Subjects Research Manual.

	
	
	

	
	
	

	x
	
	

	Original Signature of Faculty Sponsor
	
	Date

	
	
	

	Printed Name
	
	

	
	
	

	
	
	

	
	The IRB has determined that IRB review of the project is not required because it does not involve “human 

	subjects” as recognized by 45 CFR 46.102(f). 

	

	Research Review Administrator        
	
	Date


Research Protections Office, 213 Waterman Bldg, 85 South Prospect St, Burlington, VT 05405, (802) 656-5040

Determinationhumansubjects  11/04/11
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