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Institutional Review Board

Application for Exemption from IRB Review
Instructions: Complete this form for projects that may be deemed exempt from IRB review.  Submit this form electronically along with the IRB Research Personnel Form to the IRB mailbox and send one hard copy to the IRB office (Box 205).  See below for exemption criteria.  .
Study Information
	Project Title
	     

	Principal Investigator
	     
	Email
	     

	
	
	Phone
	     

	
	
	Mailbox #
	

	Department
	     
	Division
	     

	Contact for this study

(CRA, AA)
	
	Email
	

	
	
	Phone
	

	Sponsor
	  FORMCHECKBOX 
 Internal

  FORMCHECKBOX 
 External, sponsor name:       


	Research Plan:  Provide a complete description of the research, including study subjects and proposed activities.  Specify how it meets the criteria for exemption.  

     


	Category of Exemption:  Below are the categories of research that may be considered exempt from review.  Please check the appropriate category or categories that apply to this research.  Research that involves prisoners or human fetal tissue may not be considered exempt.  Categories 1-5 may not be used for research subject to FDA regulations.

CHECK THE APPROPRIATE CATEGORY or CATEGORIES: 

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	2. Research involving the use of  

a) educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures –OR-

b) observation of public behavior – Unless - 
    i. Information is recorded in such a manner that human subject can be identified directly or through identifiers linked to the subjects
   ii. 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. 
*No exemptions allowed under (b) when subjects are involved in observations in which the investigator(s) participates in the activities being observed. 


	 FORMCHECKBOX 

	3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior is exempt if:

a) The human subjects are elected or appointed public officials or candidates for public  office; or 

b) Federal statute(s) require(s) confidentiality of identifiable information to be maintained permanently that is not exempt under paragraph (b)(2) of this section, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	 FORMCHECKBOX 

	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 the subjects cannot be identified directly or through identifiers linked to the subjects.  (PI does not know the identity of the subjects; they are not patients of the investigator(s). 

	 FORMCHECKBOX 

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

a) Public benefit or service programs;

b) Procedures for obtaining benefits or services under those programs;

c) Possible changes in or alternatives to those programs or procedures; or

d) Possible changes in methods or levels of payment for benefits under those programs.

The Office for Human Research Protections (OHRP) has determined that the following criteria must be satisfied to invoke the exemption for research and demonstration projects examining “public benefit or service programs” as specified under Department of Health and Human Services (DHHS) regulations at 45CFR46.101(b)(5):

· The program under study must deliver a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act).
· The research or demonstration project must be conducted pursuant to specific federal statutory authority.

· There must be no statutory requirement that the project be reviewed by an IRB.

· The project must not involve significant physical invasions or intrusions upon the privacy of participants.  The funding agency must be contacted and provide approval to utilize this exemption category.

	 FORMCHECKBOX 

	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. 

	Ethical Concerns:  While exempt research does not require IRB review, ethical concerns about the research or the individuals participating may still exist (invasion of privacy, undue influence to participate, reputation of groups of individual based on research data, etc.).  Does this research project present any ethical concerns and if so what extra protections will you take to address them?
     



Investigator’s Assurances

I certify that I have no significant financial interest in this project or have disclosed the financial interest in a separate document attached to this form, as required by the Institutional Policy on Significant Financial Interests.   I also certify that I have read and understand the Institutional Policy on Integrity in Research and Procedures for Reviewing Alleged Misconduct.   I certify that the information submitted within the application is true, complete and accurate to the best of my knowledge.  I understand that nay false, fictitious, or fraudulent statements or claims may subject me to criminal, civil or administrative penalties.  I agree to accept responsibility for the scientific conduct of the project.  I understand that should there be changes in the research study, such as the scope or objective, the IRB should be notified in order to re-evaluate whether or not it still meets the requirements for Exempt Status.  

___________________________________________________________
________________________________



___________________

 Signature of Principal Investigator
Date




Date

___________________________________________________________
________________________________



___________________

 Signature of Division Head/Program Leader
Date



___________________________________________________________
________________________________



___________________

 Signature of Department Head 
Date




 


Date

IRB Amendment Form

Version Date 3-13-12

Page 1 of 4
IRB  Amendment Form 3-2-12

Page 2 of 4



