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Exempt 4 ONLY Protocol Template

	[bookmark: _Hlk191284743][bookmark: _Hlk190960812]Study Title

	Please enter the study title: 

	Click or tap here to enter text.                                                             



	Faculty Advisor

	If you are a student, enter the name of your faculty advisor. NOTE: Names of other study personnel will be collected on a separate form. 

	Click or tap here to enter text.                                                             



	UHS/UTMC Involvement

	Does your study involve interaction with UHS/UTMC patients, facilities, equipment, and/or personnel?     

	Click or tap here to enter text.                                                             

	**Per UHS policy, this study may not be initiated until you receive approval from UHS to conduct research involving UTMC patients, patient data, facilities, equipment, and/or personnel.  Contact Janet Parkey at jparkey@utmck.edu for questions and to obtain required UHS Approval form. 



	Medical Records  

	If your study involves medical record review of patients, list who holds the records:  

	​​Click or tap here to enter text.                                                             ​ 


 
	Association with other Studies 

	If this proposal is associated with any other IRB-Approved studies, list the other study number here:   

	​​Click or tap here to enter text.                                                             ​ 


 
	Exempt Review Category Request (check all that apply):

	☐ Category 4: Secondary research for which consent is not required: 

Please select one of the 3 categories below (i, ii, or iii):


	☐ (i): The identifiable private information or identifiable biospecimens are publicly available
	☐ (ii): Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects
	☐ (iii): The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b)




	Collaborative Research

	☐	Check here if this study has been or will be approved by another IRB PRIOR to the COM-Knoxville IRB.

	☐	Check here if all study procedures approved by the other IRB will be performed at COM-Knoxville.  
(If this box is NOT checked complete this protocol. If this box IS checked, please skip to the end of this protocol and attach the protocol approved by the other IRB) 

	Please provide the name of the IRB that reviewed and approved this study:  

	Click or tap here to enter text.



	Study Purpose

	Describe the study purpose, objective(s), or research question(s):

	
Click or tap here to enter text.                                                             

	Describe the scientific or scholarly rationale for the conduct of this research.

	Click or tap here to enter text.                                                                                                             



	[bookmark: _Hlk221116487]Study Population

	1) Describe the eligibility (inclusion) criteria required for an individual to be included in the study:

	Click or tap here to enter text.                                                                                                             


	2) Describe any criteria or characteristics that would exclude an individual from being eligible for the study: 

	Click or tap here to enter text.                                                                                                             

	3) Provide the anticipated maximum number of individuals whose data will be used for the study:  

	Click or tap here to enter text.                                                                                                             
	4) Provide the anticipated age range of participants:

	Click or tap here to enter text.                                                                                                             
	
	



	




	
Study Procedures

	[bookmark: _Hlk191283659]Data Collection 

	1) Describe all data collection procedures in the order in which they will occur:

	
Click or tap here to enter text.                                                             

	2) Will any data be obtained in an identifiable format (even if it will be de-identified later):

	☐ N/A

	☐ No

	☐ Yes:

	Provide the identifiers that will be collected or analyzed:
Click or tap here to enter text.                                                                    



	Data Storage

	1)  Describe where data will be stored: 

	
Click or tap here to enter text.                                                             

	2)   Describe how, if at all, data will be de-identified:

	
Click or tap here to enter text.                                                             

	3)  Describe how long data will be retained:

	
Click or tap here to enter text.                                                             

	4) Will data be shared with individuals or organizations NOT listed on this protocol?

	☐ N/A

	☐ No

	☐ Yes:

	Data shared with external party(ies) will be:  Choose an item.

	5) Describe who the data will be shared with

	
Click or tap here to enter text.                                                             



	Data Analysis

	1) Describe what will be used to analyze data:

	


	2) Describe the data analysis procedures: 

	




	
Conflict of Interest

	Do any individuals listed on the project, including spouses, parents, or children, have intellectual property rights (patents, trademarks, or copyrights) in the entity being evaluated in the research and/or receive income related to such rights and interests?

	Choose an item.
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