Checklist for Research Involving Human Subjects
	Western Carolina University
Request for Review Of Human Subjects Research
(IRB)
	WCU IRB Registration No:


	Date Received at RA

	Investigator Status (Select One)
|_|Principal Investigator (PI)    |_|Co-PI    |_|Other Investigator   |_|Faculty Advisor
	WCU Status (Select One)
  |_|Staff    |_|Faculty |_| Undergraduate Student  |_| Graduate Student  |_| Unaffiliated

	Last Name        (Please Indicate if maiden name was used for online training)
        

	First Name
     
	Telephone Number
     

	Department
     
	Campus Address
     
	Email Address
     

	Investigator Status (Select One)
|_|Principal Investigator (PI)    |_|Co-PI    |_|Other Investigator   |_|Faculty Advisor
	WCU Status (Select One)
  |_|Staff    |_|Faculty |_| Undergraduate Student  |_| Graduate Student  |_| Unaffiliated

	Last Name       (Please Indicate if maiden name was used for online training)
     
	First Name
     
	Telephone Number 
     

	Department
     
	Campus Address
     
	Email Address
     

	Investigator Status (Select One)
|_|Principal Investigator (PI)    |_|Co-PI    |_|Other Investigator   |_|Faculty Advisor
	WCU Status (Select One)
  |_|Staff    |_|Faculty |_| Undergraduate Student  |_| Graduate Student  |_| Unaffiliated

	Last Name        (Please Indicate if maiden name was used for online training)
     
	First Name
     
	Telephone Number
      

	Department
     
	Campus Address
     
	Email Address
     

	Investigator Status (Select One)
|_|Principal Investigator (PI)    |_|Co-PI    |_|Other Investigator   |_|Faculty Advisor
	WCU Status (Select One)
  |_|Staff    |_|Faculty |_| Undergraduate Student  |_| Graduate Student  |_| Unaffiliated

	Last Name       (Please Indicate if maiden name was used for online training)
     
	First Name
     
	Telephone Number 
     

	Department
     
	Campus Address
     
	Email Address
     

	Project Title (maximum 400 characters)
     

	[bookmark: Proj_Description]Project Summary (maximum 400 characters)      

	Check any that apply
[bookmark: Check1][bookmark: Check2][bookmark: GrantDate][bookmark: Check3][bookmark: Check4]|_| Thesis or Dissertation    |_| Grant Proposal (deadline for submission:       )  |_| Classroom Project    |_| Other Research

	
	
	
	
	

	Send completed application with attachments to:
Institutional Review Board c/o Research Administration
Graduate School and Research | 109 Camp Building 
FAX: 828-227-7480 |  irb@wcu.edu
Allow 2 weeks for the review process to be completed.
	Board Member Conducting Initial Review

	
	|_| Leo Bobadilla
|_| Patricia Bricker
|_| Kathleen Brennan
|_| Steve Ha
	|_| Marianne Hollis
|_| Meagan Karvonen
|_| Alex Macaulay


	Investigator Signatures

	I have read or been instructed on the Western Carolina University IRB Policies and Procedures and agree to abide by them. I agree to obtain approval before making any changes or additions to the project. I will provide progress reports at least annually, or as requested. I agree to report promptly to the IRB all unanticipated problems or adverse events involving risk to human subjects. I understand that any research conducted before this document is signed and dated is not approved and no legal protections are afforded to the investigators by WCU for research conducted prior to this date.   

	Type and Sign Name
     
	Date
     

	Type and Sign Name
     
	Date
     

	Type and Sign Name
     
	Date
     

	Type and Sign Name	
     
	Date
     

	If you have more than four investigators, use the additional investigators signature page
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	   Respond to the following questions. Attach copies of questionnaires, non-standardized tests, consent forms, and other supporting documents. 
1. [bookmark: Purpose]Briefly describe the purpose of proposed research.      

2. Enrollment information
a. [bookmark: PartNo]Expected number of participants      
b. Does the study include any of the following populations, either as the target population or incidentally?

	Vulnerable Population
	Target
	Incidental
	

	
	Minors
	[bookmark: Check32]|_|
	[bookmark: Check38]|_|
	

	
	Non-English speaking
	[bookmark: Check33]|_|
	[bookmark: Check39]|_|
	

	Decisionally impaired or mentally incompetent
	[bookmark: Check34]|_|
	[bookmark: Check40]|_|
	

	
	Prisoners or parolees
	[bookmark: Check35]|_|
	[bookmark: Check41]|_|
	

	
	Pregnant women
	[bookmark: Check36]|_|
	[bookmark: Check42]|_|
	

	
	WCU students
	[bookmark: Check37]|_|
	[bookmark: Check43]|_|
	

	c. [bookmark: Inclusion]What are the inclusion criteria for the study? (What characteristics of the study population make them eligible to participate?)      
d. [bookmark: Exclusion]What are the exclusion criteria for participation in this study? (What characteristics would make someone ineligible to participate?)       
e. [bookmark: Spec_pro]Special procedures for handling vulnerable populations (enter “N/A” if your study involves no vulnerable populations):      

3. Give a brief description or outline of your research procedures as they relate to human subjects. 
a. [bookmark: Met_recruit]Methods of recruiting participants and inducements to participate      
b. [bookmark: Meth_consent]Methods for obtaining informed consent.       
· Make sure a copy of your recruitment information and informed consent form are attached to the proposal.
[bookmark: Waiver_expl]If you wish to request a waiver of consent, please explain your request here:       
c. [bookmark: data_type]Types of data collected      
d. [bookmark: Activities]Activities in which participants will engage, including length of participation, nature of intervention (if applicable), and frequency of data collection:       

4. Give a full description of potential risks to study participants. Select the appropriate level of risk from the drop-down menus below.

a. [bookmark: Legal_risk]Legal:   
b. [bookmark: Psycho_risk]Psychological:   
c. [bookmark: Social_risk]Social:  
d. [bookmark: Eco_risk]Economic:  
e. [bookmark: Phys_risk]Physical risks:   

	[bookmark: phys_describ]If you answered anything other than “no foreseeable risks,” please explain the nature of the risk, its likelihood of occurring, and its potential impact on participants:        

	f. [bookmark: risk_nin]Explain what steps have been taken to minimize these risks.      
g. [bookmark: risk_prov]What provisions have been made to insure that appropriate facilities and professional attention necessary for the health and safety of the subjects are available and will be utilized?      


	5. [bookmark: sub_bene]Briefly explain the anticipated benefits of this study to participants and to society. (If there are no anticipated direct benefits to participants, say so.). Explain how the anticipated benefits outweigh the anticipated risks.      

6. Confidentiality
a. [bookmark: anon]Will data from your study be (select one):  
b. [bookmark: confid_step]If the data will be confidential, explain the steps you will take to maintain confidentiality.      


	7. [bookmark: illegal][bookmark: illegal_expl]Do the data to be collected relate to illegal activities?   If yes, explain.      

8. [bookmark: deceipt][bookmark: deceipt_exp]Is deception involved?   If yes, explain.      

9. [bookmark: summary]Summarize the steps that will be taken to protect subjects from the future potentially harmful use of the data collected in this study. (These steps may occur at the data collection, storage, analysis, and dissemination phases.) Explain how long you will keep the data.       


	FOR RESEARCH INVOLVING SURVEYS, the PI must initial this statement:
      I understand that approval of the use of WCU’s online survey software (Qualtrics) is limited to the survey(s) specifically described in this IRB proposal. Any further use of Qualtrics for research purposes will require me to submit and receive approval for an amendment to this IRB proposal or a new IRB proposal before I can proceed. Use of Qualtrics is governed by WCU Policies on Conducting Surveys (#51) and Ethics in Research (#56), and to IRB policies. My signature indicates I will adhere to these policies. 



