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NOTE: YOUR PROJECT MAY NOT BEGIN UNTIL THIS APPLICATION HAS BEEN REVIEWED BY THE IRB
Researcher Information
1.	Principal Investigator: 	      
	Email Address: 		      
Department:			     
List the study staff that will be involved in this project (a CV and CITI training certificate(s) 
must be submitted for each person listed below):  
	[bookmark: _Hlk156808256]Name

	     

	     

	     

	     

	     



Project Information 
2.	Project Title:	      
[bookmark: Text8][bookmark: Text9]3.	Anticipated Project End Date:     		Anticipated Project End Date:      
4. 	Has this project been reviewed by another Institutional Review Board?		Yes  ☐	 No ☐
5. 	Is this project federally funded?	Yes  ☐	 No ☐

If yes, provide the information below: 
[bookmark: Text11]Name of Funding Agency: 	     
[bookmark: Text12]Grant, Contract, Cooperative Agreement or Award Number: 	     

6.	Is this a student project (nursing, pharmacy, graduate medical education)? Yes  ☐   No ☐ 

If yes, please attach a letter of concurrence/approval. 

7.	Briefly describe the proposed project. Discuss the purpose of the project, the rationale for the project, the research design, and procedures to be performed. 
	     



8. 	Describe the risks and potential benefits of the project to participants.  
	     



9.	List the locations where the project will be conducted:  
	Name of Facility
	Address of Facility

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     



Subject Information 
[bookmark: _Hlk156814817]10.	Will this project involve vulnerable participants (i.e., children, prisoners, pregnant women, neonates, or fetuses, students, employees, individuals with impaired decision-making capacity, economically or educationally disadvantaged persons)? Yes  ☐   No ☐ 
If yes, additional safeguards must be included in the protocol to protect the rights and welfare of these participants. 
11.	Is this project related to health equity, health disparities, health inequities, bias, or social determinants of health?  Yes  ☐   No ☐ 
12.	Describe the selection (inclusion/exclusion) of participants. Address participant recruitment methods and enrollment procedures.  
	[bookmark: Text22]     





13.	Will participants be paid for participating? Yes  ☐	No ☐ 
	If yes, list the amount and timing of payments.      
14.	Describe the provisions to protect the privacy interest of participants and to maintain the confidentiality of data (e.g., the method for secure storage of records). 
	[bookmark: Text23]     



Consent
15.	Will informed consent be obtained from participants?	Yes  ☐	 No ☐  
	If yes, describe the informed consent process and attach the proposed consent document. 
Indicate the person who will conduct the consent interview, the person who will provide consent or permission, the location of the consent discussion, any waiting period between informing the prospective participant and obtaining consent, steps that will be taken to minimize the possibility of coercion or undue influence, the language that will be used by those obtaining consent, the language understood by the prospective participant or the legally authorized representative, and the information that will be communicated to the prospective participant or the legally authorized representative.
	[bookmark: Text21]     


[bookmark: _Hlk156812733]		
Conflicts of Interest 
16.	Does the investigator or other research staff have financial or other interests in the research (refer to the policy RS-04 Conflicts of Interest in Research for detailed requirements and definitions)? Yes  ☐	 No ☐
If yes, complete and submit the Significant Financial Interest Disclosure Form with this application. Email the IRB office at research@wellstar.org to request this form. 



As the principal researcher, I agree to uphold professional and ethical standards and practices and adhere to all applicable federal regulations, state/local laws, and Wellstar’s standard operating policies and procedures, regarding the conduct of research and the protection of human participants.
[bookmark: OLE_LINK1]I certify that I and all research staff have the appropriate qualifications and expertise to conduct this project. I confirm that I have the resources including space, equipment, time, and personnel to conduct this project. 

__________________________________________________		
Signature of Principal Investigator					Date:      
[bookmark: _Hlk156825575]Name of person completing this application:      	Date:      
Please submit the completed application and all applicable supporting documentation (e.g., protocol, data collection sheet/form, surveys/questionnaires, interview guides, informed consent form, recruitment materials, other study instruments, CV, CITI training certificates) to the Wellstar IRB at research@wellstar.org
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