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Expedited & Full Board Protocol Template
	[bookmark: _Hlk191284743]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.                                                             ​ 



	[bookmark: _Hlk192864265]Full Board/Expedited Review

	Are you requesting Expedited or Full Board review? 

	Click to choose an item.



	Expedited Category Request

	Expedited Review Category Request (check all that apply):  

	☐ Category 1: Clinical studies on drugs and medical devices when an Investigational New Drug application is not required, or an Investigational Device Exemption is not required

☐ Category 2: Collection of blood samples by finger stick, heel, stick, ear stick, or venipuncture

☐ Category 3: Prospective collection of biological specimens for research purpose by noninvasive means

☐ Category 4: Collection of data through noninvasive procedures routinely employed in clinical practice, excluding the use of x-rays or microwaves
	☐ Category 5: Research involving materials (data, documents, records, specimens, etc.) that have been or will be collected solely for purposes other than those of this research study

☐ Category 6: Collection of data from voice, video, digital, or image recordings

☐ Category 7: Research on individual or group characteristics or behaviors or research employing survey, interview, oral history, focus group, etc.

	Special Considerations

	Will the study procedures involve any of the following? 
(check all that apply and complete the appropriate Appendix):

	☐ Drugs, including over the counter medication (Appendix)

☐ Devices to be used or studied for the purposes of improving a physical or mental ailment or symptoms of an ailment, including mobile applications (Appendix)
	☐ Blood draws (Appendix)

☐ Biospecimens, including urine or fecal samples (Appendix)





	COLLABORATIVE RESEARCH

	☐	Check here if this study has been or will be approved by another IRB PRIOR to COM-Knoxville’s 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 external IRB to your submission) 

	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.                                                                                                             


	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 this study: 

	Click or tap here to enter text.                                                                                                             

	3) Provide the anticipated maximum number of individuals who will consent to the research:  

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

	Click or tap here to enter text.                                                                                                             
	5) Will the study intentionally include (check all that apply):

	☐ Pregnant People  
	☐ Incarcerated Persons 


	☐ Persons Legally Considered to be Minors 

	☐ Wards of the State 

	☐Adults with Cognitive Impairment that May or Will Prevent Them from Consenting for Themselves 

☐ Students
	☐ Non-English-Speaking Individuals 

☐ People with whom the investigator has a pre-existing relationship (e.g., students or employees)

	
	

	6) Participants will be located:

	              Choose an item.

	7) Please list all countries in which participants will be located at the time of data collection: 

	Click or tap here to enter text.                                                                     

	8) Please list all languages that consent, recruitment materials, or other study documents will be translated into:  

	Click or tap here to enter text.                                                                                                             

	9) Describe how researchers will ensure that participants are eligible to be included in the study (e.g., study screening procedures): 

	Click or tap here to enter text.                                                                                                             
	10) Name the location(s) in which study activities will occur:

	Click or tap here to enter text.                                                                                                             


	Study Procedures

	Recruitment

	1) Describe how the investigator(s) will obtain access to potential participants or their contact information (e.g., in-person, direct email, email via listserv, direct phone call, social media posts, etc.):

	Click or tap here to enter text.                                                                                                                   

	2) If, for recruitment purposes, researchers will contact potential participants directly (e.g., phone call, text message, direct email, etc.), describe how researchers will obtain access to the contact information for potential participants:

	Click or tap here to enter text.                                                                                                                   

	3) Describe the setting(s) in which potential participants will be approached for participation (recruitment procedures):

	Click or tap here to enter text.                                                                                                                   

	Informed Consent

	1) [bookmark: _Hlk187737047]How will consent be obtained:

	☐ Verbally BEFORE data collection
      Describe how, if at all the consent    
      process will be recorded:
      Click or tap here to enter text.    

☐ Verbally AT THE TIME OF data collection
      Describe how, if at all the consent 
      process will be recorded:
      Click or tap here to enter text.    

☐ Signed and delivered to the study team BEFORE data collection

☐ Signed and delivered to the study team AT THE TIME OF data collection
	☐ Through an electronic system:
      Name the system:
      Click or tap here to enter text.                     

☐ Other:  
Click or tap here to enter text.                     

☐ Consent will not be obtained (please provide a rationale and complete Appendix):
Click or tap here to enter text.                     


	2) Describe the location in which individuals will provide consent:                                                                                                               

	Click or tap here to enter text.                                                                                                                   

	3) Describe the process to obtain consent:

	Click or tap here to enter text.                                                                                                                   

	4) If signed consent forms will be obtained, describe the mechanisms used to store consent forms, length of consent storage, timeline to destroy consent forms, and method of destroying consent forms:

	Click or tap here to enter text.                                                                                                                   

	Data Collection and/or Interventions

	1) Provide the amount and type of compensation (if any) provided to participants:

	Click or tap here to enter text.                                                                                                              
	2) Please provide a timeline and description of study procedures, interventions, and/or data collection events:

	Click or tap here to enter text.       
	Recording

	1) Will any study procedures be recorded?

	Choose an item.
	2) Name the recording device(s) and/or program(s) to be used:

	Click or tap here to enter text.                                                                                                             
	3) Describe the study procedures that will be recorded:

	Click or tap here to enter text.                                                                                                             
	4) Will recordings be retained after the study is completed?

	☐ N/A
☐ Yes
	                           
☐ No

	Provide a rationale for retention:
Click or tap here to enter text.       
	Describe when (e.g., after data analysis is complete or after transcription) and by whom recordings will be deleted: Click or tap here to enter text.       

	5) Will recordings be transcribed?

	Choose an item.

	6) The transcription will be conducted by:

	☐ A transcription service
Please name the service: 
Click or tap here to enter text.          
	☐ A member of the study team

	☐ N/A

	7) If a transcription service will be used, that service will be:

	☐ Free
	☐ Paid
	☐ A service will not be used

	8) If a transcription service will be used, the service will utilize:

	☐ Manual transcription by humans
	☐ AI-driven transcription
	☐ A service will not be used

	[bookmark: _Hlk192863045]Risk and Benefit Analysis

	1) Describe any potential risks to participants:

	Click or tap here to enter text.                                                                                                               

	2) For each risk identified, please provide a mechanism or procedure that the study team will use to minimize that risk:

	Click or tap here to enter text.                                                                                                              

	3) Describe the potential benefits to participants or to society from conducting this research:

	Click or tap here to enter text.                                                                                                              

	Safety Monitoring

	1) Describe the procedures that will be used to monitor participant safety:

	Click or tap here to enter text.                                                                                                              

	2) Describe what will occur if a participant experiences an adverse event or negative repercussion when participating in the study (please name the event and the study team’s planned response):

	Click or tap here to enter text.                                                                                                              



	Data Storage

	1)   Describe where data will be stored: 

	Click or tap here to enter text.                                                                                                             
	2) If physical copies of participant data are collected or obtained, describe how they will be handled until they are permanently stored: 

	Click or tap here to enter text.                                                                                                             

	3) Describe the mechanism used to share data between team members:

	Click or tap here to enter text.                                                                                                             

	4) Describe how, if it all, data will be deidentified:

	Click or tap here to enter text.                                                                                                             
	5)  Describe how long data will be retained:

	Click or tap here to enter text.                                                                                                             
	6) Will data be shared with individuals or organizations NOT listed on this protocol?

	☐ Yes:
	☐ No
	☐ N/A

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

	7) 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:

	Click or tap here to enter text.                                                                                                              

	2) Describe the data analysis procedures: 

	Click or tap here to enter text.                                                                                                              

	


	[bookmark: _Hlk191285110]

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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