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*NOTE: A new application is required every five years.                                                                            (864) 379-6570
	IRB APPLICATION 

	MAIL 2 COPIES OF APPLICATION TO ABOVE ADDRESS

	(Check One)   Dr.   FORMCHECKBOX 
    Rev.   FORMCHECKBOX 
     Mr.   FORMCHECKBOX 
     Ms.   FORMCHECKBOX 

	
	(Check One)  Dr.   FORMCHECKBOX 
    Rev.   FORMCHECKBOX 
      Mr.   FORMCHECKBOX 
     Ms.   FORMCHECKBOX 


	(Check One)   Faculty  FORMCHECKBOX 
   Undergraduate  FORMCHECKBOX 
   Graduate  FORMCHECKBOX 

	
	(Check One)  Faculty  FORMCHECKBOX 
   Undergraduate  FORMCHECKBOX 
   Graduate  FORMCHECKBOX 


	     
	
	     
	
	     
	
	     

	Principal Investigator
	   
	
	Co-Investigator
	

	     
	
	     

	Department & Building
(Include department even if living off campus or out of town)

	
	Department & Building

	     
	
	     

	Date and name of last approved Ethics course
	
	Date and name of last approved Ethics course

	                                                             
	
	                                                                 

	Phone Number (s)                             E-Mail (REQUIRED)
	
	Phone Number (s)                                 E-Mail

	
	
	

	**Signature of Principal Investigator

	
	**Signature of Co-Investigator (use additional cover sheets for more than one Co-Investigator)

	Faculty

Advisor:
	     
	
	     
	
	     
	
	     

	
	Name

	
	Dept.
	
	Building
	
	Phone No.

	**Signature:
	
	Date:
	     
	
	
	     

	**Your signature indicates that you have read the Human Participants Guidelines and accept responsibility for the research described in this application.

	

	If funded:
	     
	
	     
	
	

	
	***Sponsored Programs Proposal#
	
	Name of Funding Agency
	
	

	***By listing a proposal number, you agree that this application matches the grant application and that you have disclosed all financial conflicts of interest (see Q6a) 

	

	TITLE OF RESEARCH:
	     

	NOTE: SUBMIT 4-6 WEEKS PRIOR TO YOUR START DATE

	APPROVAL IS GRANTED ONLY FOR 1 YEAR AT A TIME


CHECK ALL THAT APPLY:
Investigational New Drug FORMCHECKBOX 
      Exceptions to/waivers of Federal regulations FORMCHECKBOX 

If yes to the above, provide details:      
Data Sets FORMCHECKBOX 
      RP Pool FORMCHECKBOX 
     Deception FORMCHECKBOX 

Illegal Activities FORMCHECKBOX 
      Minors FORMCHECKBOX 
      Elderly FORMCHECKBOX 
      Moderate Exercise FORMCHECKBOX 
       Audio/ Video taping FORMCHECKBOX 

MRI/EEG/ECG/NIRS/Ultrasound/ Blood Draw FORMCHECKBOX 
   X-RAY/DEXA FORMCHECKBOX 
   Pregnant Women/Prisoners FORMCHECKBOX 

HUMAN PARTICIPANTS RESEARCH APPLICATION
	INSTRUCTIONS:
1. Type responses to all 11 questions (all parts) listed below (12 pt. font only).
2. Do not answer any question with “see attachments” or “not applicable”.
3. Submit original plus one copy to the Institutional Review Board.
4. We will contact you via email if changes are required. Allow 4-6 weeks.

	
	
	IMPORTANT: Before completing this application, please determine if the project is a research project. The IRB only reviews research projects. Research is defined as a systematic investigation that contributes to the larger body of knowledge of any given discipline. This includes collection of scholarly materials for theses and dissertations done by students, and investigations carried out by faculty and staff for publication and/or presentation. For further questions, call the IRB Chair, Dr. Robert Elsner at 379-6570. 


	1.
	
	PROBLEM ABSTRACT: State rationale and research question or hypothesis (why is this study important and what do you expect to learn?).
     


	2.
	
	RESEARCH DESIGN: Identify specific factors or variables, conditions or groups and any control conditions in your study.  Indicate the number of research participants assigned to each condition or group, and describe plans for data analysis.
     



	3.
	
	RESEARCH PARTICIPANTS:

	
	
	
	a. List maximum number of participants      , targeted age group       (this must be specified in years) and targeted gender      ; list exceptions or descriptions of cell cultures, biological matter, or non-humans below:
     


	
	
	
	b. Method of selection and recruitment - list inclusion and exclusion criteria.  Describe the recruitment procedures (including all follow-ups).
     
c. The activity described in this application involves another institution (e.g. school, college, university, church, hospital, etc.) and/or another country.  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, provide the following details:
1) Name of institution:      
2) County and state:          
3) Country:      
4) Written letter of authorization (on official letterhead only)/ IRB approval:

      Attached:  FORMCHECKBOX 

      Pending:   FORMCHECKBOX 

d. Is there any working relationship between the researcher and the participants?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 
, If yes, explain.
     


	
	
	
	e. Describe any incentives (payment, gifts, extra credit).

Extra credit cannot be offered unless there are equal non-research options available.
     


	4.
	
	PROCEDURES: State in chronological order what a participant is expected to do and what the researcher will do during the interaction. Indicate time commitment for each research activity. And detail any follow-up.
     
Duration of participation in the study:       Months  FORMCHECKBOX 
 Days   FORMCHECKBOX 
 Hours  FORMCHECKBOX 

No. of testing/training sessions:        Length of each session:      
Start Date:      
Only if your procedures include work with blood, bodily fluids or tissues, complete below:

Submit a Biosafety precaution procedures approval:  Attached FORMCHECKBOX 
   Pending FORMCHECKBOX 

If you are exempted from obtaining Biosafety precaution procedures approval, explain why?      
Total amount of blood draw for study:      ml    Blood draw for each session:      ml

	5.
	
	MATERIALS: Itemize all questionnaires/instruments/equipment and attach copies with the corresponding numbers written on them.
     
Check all other materials that apply and are attached:
Interview protocol FORMCHECKBOX 
   Questionnaires/surveys  FORMCHECKBOX 
     Debriefing Statement FORMCHECKBOX 
    Recruitment flyers or advertisements FORMCHECKBOX 

Consent/Assent forms FORMCHECKBOX 

If no consent documents are  attached, justify omission under Q. 8


	6.
	
	RISK: Detail risks to a participant as a result of data collection and as a direct result of the research and your plans to minimize them and the availability and limits of treatment for sustained physical or emotional injuries.
NOTE: REPORT INCIDENTS CAUSING DISCOMFORT, STRESS OR HARM TO THE IRB IMMEDIATELY!

	
	
	
	a. CURRENT RISK: Describe any psychological, social, legal, economic, or physical discomfort, stress, or harm that might occur as a result of participation in research.  How will these be held to the absolute minimum?
     
Is there a financial conflict of interest?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, does this pose any risk to the participants?
     


	
	
	
	b. FUTURE RISK: How are research participants to be protected from potentially harmful future use of the data collected in this project? Describe your plans to maintain confidentiality, including removing identifiers, and state who will have access to the data and in what role.  Justify retention of identifying information on any data or forms.
DO NOT ANSWER THIS QUESTION WITH “NOT APPLICABLE”!
Anonymous FORMCHECKBOX 
     Confidential FORMCHECKBOX 
     Public FORMCHECKBOX 
     Check one only and explain below.
     
Audio-taping FORMCHECKBOX 
     Video-taping FORMCHECKBOX 

If taping, how will tapes be securely stored, who will have access to the tapes, will they be publicly disseminated, and when will they be erased or destroyed? Justify retention.

     
(if public dissemination is planned, include a copy of the media release to be signed)

	7.
	
	BENEFIT: State the benefits to individuals and humankind. Potential benefits of the research should outweigh risks associated with research participation.

	
	
	
	a. Identify benefits of the research for participants, e.g. course credit, educational benefits: 

     


	
	
	
	b. Identify any potential benefits of this research for humankind in general, e.g. advance our knowledge of some phenomenon or help solve a practical problem.
     


	8.
	
	CONSENT PROCESS: 
a. Detail how legally effective informed consent will be obtained from all research participants and, when applicable, from parent(s) or guardian(s).
     
Will participants sign a consent form?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If No, request for waiver of signed consent  –  Yes FORMCHECKBOX 

Justify the request, including an assurance that risk to the participant will be minimal.  Also submit the consent script or cover letter that will be used in lieu of a form.
     
b. Deception  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, describe the deception, why it is necessary, and how you will debrief them.  The consent form should include the following statement: “In order to make this study a valid one, some information about my participation will be withheld until completion of the study.”
     


	9.
	
	STUDY INCLUDES VULNERABLE PARTICIPANTS:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Minors FORMCHECKBOX 
   Prisoners FORMCHECKBOX 
   Pregnant women/fetuses FORMCHECKBOX 
   Elderly FORMCHECKBOX 

Immigrants/non-English speakers FORMCHECKBOX 
  Mentally/Physically incapacitated FORMCHECKBOX 
  Others FORMCHECKBOX 
  List below.
Outline procedures to obtain their consent/assent to participate.  Describe the procedures to be used to minimize risk to these vulnerable participants.
     


	10.
	
	STUDY OF ILLEGAL ACTIVITIES:  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, explain how participants will be protected.
     
NOTE: Some ILLEGAL ACTIVITIES must be reported, e.g. child abuse.



	11.
	
	STUDENTS The IRB accepts students as the Principal Investigator (PI) only if the research is for a degree requirement, such as a thesis or dissertation, or for a specific research project not affiliated with a specific course. All other projects should be submitted with the advisor as PI or as Class Projects.
This application is being submitted for :

Undergraduate Honors Thesis  FORMCHECKBOX 
 
Undergraduate Special/Summer project  FORMCHECKBOX 
 

Masters Applied Project, Thesis, or Exit Exam Research  FORMCHECKBOX 
 (SEMINARY ONLY)
Doctoral Dissertation Research  FORMCHECKBOX 
 (SEMINARY ONLY)
Has the student’s thesis/dissertation committee approved this research?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

The IRB recommends submission for IRB review only after the appropriate committees have conducted the necessary scientific or other reviews and approved the research proposal.
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