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Exempt Research Application
Submission Instructions:
Submit one (1) copy of the application and all other appropriate required materials electronically to:
humansubjects@usd.edu.   
The signature page may be hand-delivered to Slagle 107C.  You may also submit it as a pdf or send it intercampus mail.  Approval letter will not be sent out until we have received the application signature page.
We do not accept paper copies.

Today’s Date: 
[bookmark: _GoBack]      	
Project Title:
      
Principal Investigator:  If this is a student project, the student is considered the “student investigator” and the advisor is considered the “Principal Investigator” and has ultimate responsibility for the conduct of the researcher.

Principal Investigator:      
Department:      	email:      	phone:      
Qualifications to do the research:      
CITI Date:        Do not submit your application until your CITI training is up to date.  Your CITI is good for 3 years from the completion date.  (2 years if you are a VA employee)

Co-Investigator:      
Department:      	email:           	phone:      
Role in Study:      
CITI Date:        Do not submit your application until your CITI training is up to date.  Your CITI is good for 3 years from the completion date.  (2 years if you are a VA employee)

Co-Investigator:      
Department:      	email:           	phone:      
Role in Study:      
CITI Date:        Do not submit your application until your CITI training is up to date.  Your CITI is good for 3 years from the completion date.  (2 years if you are a VA employee)

Student Investigator:      
Expected Graduation Date:      
Department:      	email:      	phone:      
Address:      
CITI Date:        Do not submit your application until your CITI training is up to date.  Your CITI is good for 3 years from the completion date.  (2 years if you are a VA employee)

Student Investigator:      
Expected Graduation Date:      
Department:      	email:      	phone:      
Address:      
CITI Date:        Do not submit your application until your CITI training is up to date.  Your CITI is good for 3 years from the completion date.  (2 years if you are a VA employee)

FOR VA STUDIES

The Information Security Officer and Privacy Officer must approve your application before submitting to the IRB.
Has this application been approved by the ISO and Privacy Officer?
|_| Yes - Please attach a copy of their approval with signature page
|_| No - Do not submit application to IRB until approval has been received

Category Selection

While the Office of Human Subjects Protection and/or the IRB is ultimately responsible for deciding if research qualifies for exemption, investigators are asked to make an initial determination of the appropriate exemption category.  Please select from the list below the most appropriate exemption category.

|_|  Category 1 
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:
a. research on regular and special education instructional strategies
b. research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods

|_|  Category 2  (NOTE: The exemption under Category 2 DOES NOT APPLY to research involving survey or interview procedures or observation of public behavior when individuals under the age of 18 [19 in Nebraska] are subjects of the activity except for research involving observations of public behavior when the investigator(s) do not participate in the activities being observed.)

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:
a. information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; AND
b. any disclosure of the human subjects' responses outside the research could  reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation

|_|  Category 3
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 2, IF:
a. the human subjects 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

|_|  Category 4
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 subjects cannot be identified directly or through identifiers linked to the subjects.

Category 5 research is reserved for Federal Government Research – not available for local IRB review

|_|  Category 6
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.

Screening Questions

1. Will the research expose participants to discomfort or distress beyond that normally encountered in daily life?
|_| Yes  |_| No
2. Could the disclosure of participants’ responses outside the research reasonably place participants at risk of criminal or civil liability or be damaging to participants’ financial standing, employability, or reputation?
|_| Yes  |_| No
3. Does any part of the research require deception or incomplete disclosure of information to participants?
|_| Yes  |_| No
4. Will prisoners (or their data and/or specimens) be participants in the research?
|_| Yes  |_| No
5. For research proposed under Category 1, will the research be conducted outside of commonly accepted educational settings or deviate from normal educational practices?
|_| Yes  |_| No
6. For research proposed under Category 2, will the research involve surveys or interview procedures with children?
|_| Yes  |_| No
7. For research proposed under Category 2, will the research involve observations of the public behavior of children, during which an investigator participates in the activities being observed?
|_| Yes  |_| No
8. For research proposed under Category 4, will any of the data, documents, records, or biological specimens be collected or created after the date of this application for exemption?
|_| Yes  |_| No
9. For research proposed under Category 4, will any of the information obtained from private sources of data, documents, records, or biological specimens be recorded by the investigator in such a manner that participants could be identified directly or through identifiers linked to the participants?
|_| Yes  |_| No
10. For research proposed under Categories 1-4, is the research subject to FDA regulations?
|_| Yes  |_| No

If you checked YES to ANY of the questions above, your research is NOT EXEMPT. Do not complete this application. Submit a Medical or Non-Medical IRB Submission Form

Section 1:  Conflict of Interest

1. Do you or any of the investigators have a potential conflict of interest associated with this study?

|_| Yes:   Fill out and attach a Disclosure Form B (Disclosure of Financial Interests) 
|_| No

Section 2: Funding & Contracts

1. Is this study a DHHS-funded study?
|_| No
|_| Yes:  Attach a copy of the grant, minus the budgetary information

2. Type of funding and Name of Department, agency or sponsor
|_| Funded internally      
|_| Training Grant       
|_| Program Project Grant       
|_| Federally Sponsored Project       
|_| Industry-Sponsored Study       

3. Does this study have a contract?
|_| No
|_| Yes:  Please provide who or what official office is responsible for signing off on the contract – with name and phone number:       

Section 3:  Dissertation or Master’s Thesis Committee Approval

1. Has this research been approved by the student investigator’s dissertation or master’s thesis committee?
|_| Not applicable
|_| Yes
|_| No – DO NOT submit an application until approval is granted

Section 4:  Other IRB Approvals

1. Have you, or do you plan to submit this study to another IRB?
|_| Yes – please submit a copy of the IRB decision and approved consent/assent
|_| No 

Section 5: Study/Proposal Information

1. Are the research participants your students or employees?
|_| No 

|_| Yes – explain how you plan on avoiding your student’s feeling or perceiving undue influence for participation       

2. Please describe what you hope to discover through this project. What is the purpose of your research?      

3. Describe the task(s) participants are expected to perform.       

4. If this research is taking place in a classroom, describe what non-participants will do during the research (activities and supervisions).  Students not participating in the research should not be singled out or penalized.       

Section 6: Participants

1. How many participants do you plan on enrolling?      

2. Please describe the study populations by checking all that apply
|_|  Males			|_|  Females		|_|  Students in high school (adult students only)
|_|  University Students		|_|  Prisoners		|_|  Non-English Speaking 
|_|  Students (targeting your own)

3.  Are you targeting a specific ethnic group – check all that apply
|_| American Indian		|_| African American	|_|  Caucasian
|_| Alaskan Native		|_| Asian		|_|  Pacific Islander
|_| Hispanic			|_| Other

4. Age ranges of subjects to be enrolled
|_| Birth-3			|_|  Preschool 3-5	|_| Elementary 5-10
|_| Middle School 10-13		|_|  High School 14-17	|_|  Adult 18 and 64
|_| Senior Citizens 64 and up

5. Describe the criteria for inclusion and exclusion of the subject.        

6. Are any of the vulnerable populations listed below going to be enrolled in this study?
|_| Your employees		|_| Individuals with diminished mental/physical capacity
|_| Your students’		|_| Pregnant women
|_| Prisoners			|_| Economically/educationally disadvantaged persons

7. Where will the research take place?      

8. Have you attached letters of approval from any schools or businesses involved?
|_| Yes
|_| Not applicable

Section 7: Existing Data Collection

1. Describe where you will be obtaining the data, documents, records, pathological specimens, or diagnostic specimens, i.e. medical records, existing data set, pathological specimens (waste).      

[bookmark: Text163]2. What is the number of records or specimens that you will use?      

3. Are the data/records or specimens you are obtaining publicly available?
|_| Yes
|_| No

4. Do you have permission to access the data, records or specimens, i.e. through your work, internship, etc.?
[bookmark: Check408]|_| Yes, describe how you have permissible access to the records      
|_| No

5. Will the records you receive be stripped of all identifiers that would make it impossible for you to identify a participant?
|_| Yes
[bookmark: Check409]|_| No, STOP, your study does not qualify for this exemption.  Complete Medical or Non-medical IRB Application

6. If you are recording data from existing records, will you be “temporarily” collecting an identifier to ensure that you do not duplicate data from the same person?
[bookmark: Check412][bookmark: Text168]|_| Yes, please describe exactly when and how you will destroy the identifier.      
|_| No

7. Describe the identifying information (i.e. name, medical record number, etc.) you will have access to prior to recording the data from records (i.e. name, medical record number, etc.)      

8. List each variable you will collect.      

Section 8:  Study Recruitment

1. How do you have access to the study population?      

2. Are you obtaining subjects from private records (i.e. through your job, volunteer work, internship, etc.?
|_| Yes:  Describe how you have permissible access.       
|_| No	

3. Describe how you will initially contact and select the participants (i.e. letter, e-mail, advertisement, etc.).  You must include all recruitment, announcements, and invites with your IRB application.  Cold calling participants is not allowed.
     

Section 9:  Confidentiality of the Data and Privacy of the Participant.  

1. Describe how the subject’s privacy will be protected? (I.e. testing, survey, interview done in private, etc.)  Privacy is about the person NOT the data…think about where the testing will be done, interviews done in a private area, participant on-line surveys taken in private and closed when finished, etc.      

2. Will there be a link to identify subjects?  A link to identify a subject could be a name, code, or reference that could be used to identify the subject outside of the context of the research setting.  The key question is, “Is there any way that anyone, including the investigator, could start with a data record and trace it back to the person being studied?”  If yes, then there is an identifier linked to the subject.
|_| Yes:  Explain the link and justify its use
|_| No – skip question 3 & 4 below

3. Who will have access to the identifiers and who will keep the link?      

4. How will you limit access to the subject identifiers?      

5. Describe the security plan for data including where stored and how long, noting that you many not keep identifiable data indefinitely.       

Section 10:  Informed Consent Process

Most exempt studies require a participant to be given a consent statement or a cover letter. 

1. Check () all that apply.  Prepare and attach forms/scripts for review.
|_| Parental Consent (If the research is on a minor, parental consent is required. If minors are over 12 they can sign parental consent if consent is written at a low literacy level.)
|_| Informed Consent (Adults)
|_| Assent written (If child is ages 7-11 a written assent or verbal assent is required. Verbal assent requires a script.)
|_| Assent-written within parental consent
|_| Assent-verbal, script needed
|_| Consent Statement (This can only be used on adults when no identifiers are collected.)
|_| Cover letter (A cover letter explains the study’s purpose, risks, benefits, and PI contact information.)

Templates can be found at http://www.usd.edu/research/research-and-sponsored-programs/irb-informed-consent-templates-and-waivers.cfm

2. Describe who will conduct the verbal consent process?     

3. If you will be using a consent statement or cover letter how will you obtain the consent
|_| Mailed to the subject (skip Q2)		|_| Verbal/Handout (face to face
|_| Web-based 	(skip Q2)			|_| Verbal (telephone)

4. Describe what will be said to the participant to introduce the research.  If your study is a telephone survey or interview, you must include a telephone script.       

Section 11:  Compensation/Extra Credit

1. Will the participant received any compensation or extra credit?  If so please describe what type. (I.e. SONA extra credit, gift card, monetary, other.)      
· You must provide an alternative way to obtain extra credit if a student chooses not to participate in the research.  The alternative MUST be comparable to time spent participating in the research.
· When using extra credit as compensation, student must be told that they can withdraw from the study at any time without losing the extra credit.

Section 12:  Risks

1. Are there any of the following risk associated with the research.  Please check all that apply.
|_|  Use of identifiable audio or video for data collection.	|_|  Physical Risk
|_|  Economic Risk						|_|  Psychological Risk		
|_|  Use of private records including educational records or medical charts
|_|  Legal Risk							|_|  Social Risk
|_| Collection of information that would be reportable to authorities or collection of information that might render the subject prosecutable under the law (e.g. child abuse, alcohol abuse, alcohol abuse by a pregnant woman, danger to self or others.)

2. If you checked any boxes above, describe the nature of the risk for each.  These risks must be present in the consent statement or cover letter.       

3. What direct and societal benefits do you expect the subject you enroll to get from this study?  If there is no direct benefit to the subjects, simply state that.       

4. Have you notified all areas (personnel and facilities) that need to be prepared to assist you in your research?
|_| NA
|_| Yes – please list area and contact person’s title.       

Section 13:  HIPAA

If you are collecting Protected Health Information (PHI) from a hospital, medical center, doctor’s office etc., HIPAA authorizations or waivers may be appropriate.

1. Check PHI that you are collecting
|_| Names
|_| Phone numbers; fax numbers, 
|_| Email addresses
|_| Social Security Numbers
|_| Medical Record numbers
|_| Geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code
|_| Elements of dates related to the individual, i.e. birthdate, admission date, discharge date, death.
|_| Health plan beneficiary numbers; account numbers; certificate/license numbers
|_| Vehicle identifiers and serial numbers, including license plate numbers
|_| Device identifiers
|_| Web universal resource
|_| Full face photographic
|_| Any unique identifying serial numbers

2. Does your study require HIPAA authorization or Waivers?
|_| NA
|_| Full Waiver http://www.usd.edu/research/research-and-sponsored-programs/irb-other-forms.cfm 
|_| Partial Waiver http://www.usd.edu/research/research-and-sponsored-programs/irb-other-forms.cfm 

For non-VA research, the partial waiver will be forwarded to the Privacy Officer of the covered entity for review and approval.  The form is located at:  http://www.usd.edu/research/research-and-sponsored-programs/irb-other-forms.cfm 

Section 14: Submission Checklist

Use the checklist below to assist you in determining what items you may need to include in your IRB Submission.

 |_| Consent Form		|_| Information/Cover Letter 		 |_| Survey(s) / Questionnaire(s)  
 |_| Assent Form		|_| Advertisement(s)    			 |_| Permission letter(s)
 |_| Implied Consent		|_| Waiver of Signed Consent		 |_| Waiver of Consent
 |_| HIPAA Waivers	 	|_| Contract				 |_| Additional IRB review being sought at:        
 |_| Disclosure Form B (Disclosure of Financial Interest			
 |_| Grant Application (must be included, or IRB cannot review the study)	





Signature Page

Please fill out below (Tile of study and name of investigator(s).  You must send a copy of this section to the IRB office to complete your IRB application.  You may submit it as a pdf, hand deliver to Slagle Hall 107C, use intercampus mail or fax.  If you are off campus please send to University of South Dakota, Office of Human Subjects Protection, 414 E. Clark, Slagle Hall 107C, Vermillion, SD  57069.

[bookmark: Text133]Title of Study:      
[bookmark: Text134]Investigator(s) Name:      

	By signing below, I attest that the information provided in this form is correct.  I agree to seek and obtain prior written approval from the IRB for any substantive modifications in the proposal, including changes in procedure, co-investigators, consent statements, survey/interview questions, etc.  I will immediately report any unexpected or unanticipated problems or incidents that occur during the study.  I will report in writing any significant findings which develop during the course of the study which may affect the risks and benefits to the participants. I will not begin my research until I have received approval from the IRB.  I will abide by the IRB requests for to report on the status of the study.  I will maintain the records and documents of this research.  If there is a grant associated with this research, it completely reflects what is contained in this application.  If the above conditions are not met, I understand that approval of this research could be suspended or terminated.

Principal Investigator Signature: ________________________________________________________________________	 Signature				    		 Date

Student Investigator Signature: ________________________________________________________________________	 Signature				    		 Date



Advisor and Department Chair Assurances:  

	
By signing below, I attest that I reviewed the above application and find the research is scientifically and scholarly sound and that competencies and resources are adequate.
							
Advisor Signature:	                         ___________________________________________________________________
(Advisor for Student Investigator)               Signature			                                                                 Date	



	By signing below, I attest that I reviewed the above application and find the research is scientifically and scholarly sound and that competencies and resources are adequate.


Department Chair Signature:  	           ___________________________________________________________________
    		            Signature			  	 		     Date



	By signing below, I attest that I reviewed the above application and find the research is scientifically and scholarly sound and that competencies and resources are adequate.


Honors Director Signature 	             __________________________________________________________________	
(If Honors Project)        		              Signature						    Date	
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