Exempt Review Application
Southern Wesleyan University (SWU) Research Compliance Committee (RCC) 

Institutional Review Board (IRB) (Version 10.1.2012)
	Office use only
Protocol Number:      
 FORMCHECKBOX 
 Approved
Exemption Category ________
______________________________________
________________________________________
Signature of RCC Chair / Designee
Date


	1.
	Research Title:
	
     


	
	If different, title used on consent document(s)
	     

	
	If class project, include course number and title
	     


	2.
	Principal Investigator (PI): 

	
	Name:      
	 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Staff

	
	Department:      
	E-mail:      

	
	Campus address:

     
	Phone:      

	
	
	Fax:      


	3.
	Co-Investigator(s): 

	
	Name:      
	E-mail:      

	
	Department:      
	Phone:      

	
	 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Graduate student
 FORMCHECKBOX 
 Undergraduate student
	 FORMCHECKBOX 
 Other. Please specify.      

	
	
	
	

	
	Name:      
	E-mail:      

	
	Department:      
	Phone:      

	
	 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Staff
	 FORMCHECKBOX 
 Graduate student
 FORMCHECKBOX 
 Undergraduate student
	 FORMCHECKBOX 
 Other. Please specify.      


	4.
	Additional Research Team Members: 

	
	 FORMCHECKBOX 
 List of additional research team members included. 


5.
Research Team Roles: Describe the role of each member of the research team (everyone included in Items 3, 4 and 5), indicating which research activities will be carried out by each particular member. Team members may be grouped into categories.
Description:      
6.
Email Communications: If you would like one or two of your team members (in addition to the PI) to be copied on all email communications, please list these individuals in the box below.

	Name:      
	E-mail:      

	Name:      
	E-mail:      


7.
Study Purpose: Provide a brief description of the purpose of the study. Use lay language and avoid technical terms. RCC members not familiar with the area of research must understand the nature of the research. Upon conclusion of the study, how will you share your results (e.g., academic publication, evaluation report to funder, conference presentation)?

Description:      
8.
Anticipated Dates of Research: 
Anticipated start date (may not be prior to RCC approval; may be “upon RCC approval”):      
Anticipated completion date (Please include time needed for analysis of individually identifiable data):      
9.
Funding Source: Please check all that apply.
 FORMCHECKBOX 
 Submitted for internal funding
 FORMCHECKBOX 
 Internally funded

 FORMCHECKBOX 
 Submitted for external funding
Funding source, if applicable (Do not use initials):      
Proposal number (PPN) for the Office of Sponsored Programs:      
Name of PI on Funding Proposal:      
 FORMCHECKBOX 
 Externally funded

Funding source, if applicable (Do not use initials):      
Proposal number (PPN) for the Office of Sponsored Programs:      
Name of PI on Funding Proposal:      
 FORMCHECKBOX 
 Intend to seek funding
From whom?      
 FORMCHECKBOX 
 Not funded

10.
Other IRB Approvals:
Has this research study been presented to any other IRB?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Where?      
When?      
If yes, what was their decision?  FORMCHECKBOX 
 Approved   FORMCHECKBOX 
 Disapproved   FORMCHECKBOX 
 Pending
Please attach a copy of any submissions, approvals, or disapprovals from other IRBs.
11.
Exempt Review Checklist: To determine whether this study meets the federal requirements for exemption [45 CFR 46.101], please complete the following checklist. This will indicate if your study can be exempted from IRB continuing review.

The Federal Code [45 CFR 46.101] permits research activities in the following six categories to be exempted. Please check the relevant exemption category / categories.
The Federal Office of Human Research Protections has made Decision Charts available here to help in determining whether a particular study falls within a particular Exemption Category.
	Categories of Research Activities Exempt from Continuing Review



	 FORMCHECKBOX 

	B1.
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:


a.
research on regular and special education instructional strategies, OR

b.
research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

NOTE:
Survey and interview procedures with minors are exemptible if the activities fall within this category.



	 FORMCHECKBOX 

	B2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, UNLESS:


a.
the information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants; AND

b.
any disclosure of the human participants’ responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, or reputation.

NOTE:
Survey and interview techniques which include minors are not exempt. Observation of the public behavior of minors, if the researcher is not a participant, is exempt.



	 FORMCHECKBOX 

	B3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under Category B2, if:


a.
the human participants are elected or appointed public officials or candidates for public office, or

b.
federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.



	 FORMCHECKBOX 

	B4.
Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified directly or through identifiers linked to the participants.



	 FORMCHECKBOX 

	B5.
NOTE: Please contact the RCC Chair before selecting this category since use of this exemption must be initiated by the agency head of the federal funder.

Research and demonstration projects which are conducted by or subject to the approval of appropriate Federal Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:


a.
public benefit or service programs; or


b.
procedures for obtaining benefits or services under those programs; or


c.
possible changes in or alternatives to those programs or procedures; or


d.
possible changes in methods or levels of payment for benefits or services under those programs.


	 FORMCHECKBOX 

	B6.
Taste and food quality evaluation and consumer acceptance studies,


a.
if wholesome foods without additives are consumed, OR

b.
if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.




	12.
	If you selected Exemption Category B4, please complete questions a through g below:

a.
Provide a detailed description of the data or specimens and what information will be used.      
b.
What is the source of the data or specimens?      
c.
Are the data or specimens publicly available without restriction or password? (That is, can the general public obtain the data or specimens? Data are not considered publicly available if access is limited to researchers.)


Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

If yes, please contact the RCC Chair for consultation. You may not be conducting research involving human subjects as defined in the federal regulations governing research involving human subjects (45 CFR 46.102).

d.
If the data or specimens are not publicly available, how are you obtaining permission to access these or to use them for research purposes?      

Please attach a copy of the correspondence or agreement granting you permission.

e.
How will you receive the data or specimens (e.g., electronic file, access to hard copy records at record-holder’s institution, test tube)?      
f.
How are the data or specimens identified when they are made available to you?


1)
 FORMCHECKBOX 

Direct Identifier (e.g., subject name, address, social security number).


a)
Will you record any direct identifiers that are available to you? Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


b)
Will you have access to the data from home or office? Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


2)
 FORMCHECKBOX 

Indirect Identifier (e.g., an assigned code that could be used by the investigator or the source providing the data or specimens to identify a subject, such as a pathology tracking number or a tracking code used by the source).


a)
Will you or a team member have access to the data set code key? Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 

If you will receive data with indirect identifiers only, please contact the RCC Chair for consultation. You may not be conducting research involving human subjects as defined in the federal regulations governing research involving human subjects (45 CFR 46.102).


3)
 FORMCHECKBOX 

No Identifier (i.e., neither the researcher nor the source providing the data or specimens can identify a subject based upon information provided with the data or specimens).

If it will be impossible for anyone to identify subjects based upon information provided with the data or specimens, you will not be conducting research involving human subjects as defined in the federal regulations governing research involving human subjects (45 CFR 46). Please contact the IRB staff for confirmation.
g.
Will any data or specimens be collected from participants after the submission of this application? (Data or specimens are considered to “exist” if ALL the data or specimens to be used for the research have been collected prior to the submission of this application.)


Yes*  FORMCHECKBOX 
      No  FORMCHECKBOX 

*Your research does not qualify for exemption from IRB review under Exemption Category B4.

PLEASE NOTE: If you are applying for exemption only under Exemption Category B4, please skip to question 22.


13.
Study Sample: (Groups specifically targeted for study)

Describe the participants you plan to recruit and the criteria used in the selection process. Indicate if there are any special inclusion or exclusion criteria.
NOTE: If individuals who are incarcerated will be participants, your research is not exemptible. Please complete the Expedited / Full Review Application.
Description:      
Age range of participants:      
Projected number of participants:      
	
	 FORMCHECKBOX 

Employees
	 FORMCHECKBOX 

Students
	 FORMCHECKBOX 

Minors (under 18) 1

	
	
	
	

	
	 FORMCHECKBOX 

Pregnant women 1
	 FORMCHECKBOX 

Fetuses / neonates 1
	 FORMCHECKBOX 

Educationally / economically disadvantaged 1

	
	
	
	

	
	 FORMCHECKBOX 

Minors who are wards of the state, or any other agency, institution, or entity 1
	 FORMCHECKBOX 

Individuals who are incarcerated 2

	
	
	

	
	
	 FORMCHECKBOX 

Persons incompetent to give valid consent 1

	
	
	

	
	 FORMCHECKBOX 

Other–specify:      
	 FORMCHECKBOX 

Military personnel

	
	
	
	


1
State necessity for using this type of participant:      
2
Please note that research involving prisoners (incarcerated individuals) requires full board review. Please submit an Expedited / Full Board Review Application.
14.
Study Locations:
 FORMCHECKBOX 
 Southern Wesleyan University



 FORMCHECKBOX 
 Other University / College      
 FORMCHECKBOX 
 School System / Individual Schools      
 FORMCHECKBOX 
 Other – specify      
You may need to obtain permission if participants will be recruited or data will be obtained through schools, employers, or community organizations. Are you required to obtain permission to gain access to people or to access data that are not publicly available? If yes, provide a research site letter from a person authorized to give you access to the participants or to the data.

 FORMCHECKBOX 
 Research Site Letter(s) not required.

 FORMCHECKBOX 
 Research Site Letter(s) attached.

 FORMCHECKBOX 
 Research Site Letter(s) pending and will be provided when obtained.

15.
Recruitment Method:
Describe how research participants will be recruited in the study. How will you identify potential participants? How will you contact them? Attach a copy of any material you will use to recruit participants (e.g., advertisements, flyers, telephone scripts, verbal recruitment, cover letters, or follow-up reminders).
Description:      
16.
Participant Incentives:

a. Will you pay participants?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



Amount: $     
When will money be paid?:      
b. Will you give participants incentives / gifts / reimbursements?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



Describe incentives / gifts / reimbursements:      


Value of incentives / gifts / reimbursements: $     


When will incentives / gifts / reimbursements be given?:      
c. Will participants receive course credit?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

d. Will participants receive extra credit?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No




If yes, an equivalent alternative to research participation must be provided and described in your informed consent document(s).
17.
Informed Consent:

a.
Attach a copy of the informational letter or consent script you plan to provide to your participants (and their parents or guardians, if applicable).
b. Will you use concealment (incomplete disclosure) or deception in this study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, please provide a justification in the following space for this use of concealment or deception.      
18.
Procedures:

	a.


	What data will you collect?      


	b.


	Please describe in detail the process each participant will experience and how you will obtain the data.      


	c.


	How many participation sessions and how much time will be required for each participant, including follow up sessions?      



d.
How will you collect data?
 FORMCHECKBOX 
 in-person contact
 FORMCHECKBOX 
 telephone

 FORMCHECKBOX 
 snail mail
 FORMCHECKBOX 
 email

 FORMCHECKBOX 
 website
 FORMCHECKBOX 
 other, describe      
Please include copies of surveys, interview questions, data collection tools and debriefing statements. If survey or interview questions have not been fully developed, provide information on the types of questions to be asked, or a description of the parameters of the survey / interview. Please note: finalized survey or interview instruments will need to be reviewed and approved by amendment, before implementation.
e. Will you audio record participants?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

f. Will you video record participants?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

g. Will you photograph participants?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

21.
Protection of Confidentiality: Describe the security measures you will take to protect the confidentiality of the information obtained. Will participants be identifiable either by name or through demographic data? If yes, how will you protect the identity of the participants and their responses? Where will the data be stored and how will it be secured? Who will have access to the data? How will identifiers be maintained or destroyed after the study is completed?

Description:      
22.
PI Signature:

I have reviewed this research protocol and the informed consent document(s), if applicable. I request approval of this research study by the RCC of Southern Wesleyan University.

Conflict of Interest Statement:

Could the results of the study provide an actual or potential financial gain to you, a member of your family, or any of the co-investigators, or give the appearance of a potential conflict of interest?

 FORMCHECKBOX 

No.

 FORMCHECKBOX 

Yes. I agree to disclose any actual or potential conflict of interest prior to RCC action on this study.
_____________________________________________

________________________

Signature of Principal Investigator




Date

(hard-copy signature only needed if application will not be submitted via PI’s email account)



Submission Instructions: Exempt applications are processed as received. There is no deadline for submitting exempt applications for review. Please allow seven to ten business days for processing.

Please submit this application and all associated documents from the Principal Investigator’s (PI’s) email address to Staci N. Johnson, RCC Chair at sjohnson@swu.edu. Receipt of the application electronically from the PI will qualify the application as a signed electronic submission. Alternatively, the signed, hard-copy application may be mailed or delivered to Staci N. Johnson, RCC Chair, 907 Wesleyan Drive, Central, SC 29630.
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