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Application for Exemption
	Section I.  Information

	Project Title:      

	Is this project part of a Residency Program?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
If yes, please identify the program:       

	Principal Investigator Name:      
(PI must be a UMKC faculty member)

	School:      
	Department:      

	Phone:      
	Email:      

	List Sub-investigators/Co-investigators/Student investigators:      

	Principal Contact:      
	

	Phone:      
	Email:      

	

	Grant/Funding Source:
	     

	Title on Grant/Funding Application:
	     

	Location of Research:
Where will the study take place?
(Include here or on a separate document)
	     
If TMC, what is the status of your TMC application?

     

	Will the PI be conducting and/or supervising study related activity at any sites not under the jurisdiction of this IRB?  
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

	If yes, please provide name and address for each location AND documentation of approval to conduct research at these sites.  NOTE: Additional IRB approval may be required from these sites if an individual at this site, not an employee/student of this institution/organization, is performing research under this application.


Include a copy of the protocol and, if applicable, the grant 
A protocol should include at least the following:

· Purpose

· Goals/objectives

· Methodology

· Subjects

· Recruitment

· Risks & Benefits

· Confidentiality & Privacy

· Dissemination/

Publication Policy

	Section II.  Application Information

	

	1. Study Purpose: In non-technical terms, provide a brief description of the purpose of the study. Upon conclusion of the study, how will you share your results (e.g., academic publication, evaluation report to funder, conference presentation)?     

	2. Does your research involve pregnant women, fetuses, or individuals with impaired decision-making capacity?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

	
	


	3. For research using survey procedures, interview procedures, observational procedures and questionnaires:

	a. If data are to be recorded by audiotape or videotape is there potential harm to subjects if the information is revealed or disclosed? (Videotaping requires consent and may not be exempt).
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

	b. If the subjects may be identifiable in the research project records either by name, picture or through demographic data, is there potential harm to participants if the information is revealed?  That is: will data collection include sensitive information (e.g. illegal activities, or sensitive themes such as sexual orientation, sexual behavior, undesirable work behavior, or other data that may be painful or very embarrassing to reveal, such as death of a family member, memories of physical abuse, or finally will such sensitive information be requested about other individuals known to or related to the participant?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

	
	


	4. For research using existing or archived data, documents, records, or specimens only:

	a. Will any data, documents, records, information or specimens be collected from participants after the submission of this application for exemption?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

	b. If the data, documents, records, or specimens are originally labeled in such a manner that subjects can be identified, directly or indirectly through identifying links AND not publicly available, is the Investigator recording the data for this research project in such a manner that subjects can be identified, directly or indirectly through the identifying links? (i.e., will the Investigator retain sufficient demographic information that might reasonably lead to the identification of individual subjects – name, phone number, address or any code number that can be used to link the Investigator’s data to the source record – medical record number, social security number, student record number, club membership number or employee number etc.).
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes


If you answered YES to 3 (a or b) or 4 (a or b) STOP and submit your study to the IRB for review using the SSIRB or AHSIRB Application Form

If you answered NO to all the above questions continue to complete this form and provide one copy to the Research Compliance Office.

You will be notified by letter of the decision.
	Exempt Category Claimed

Identify all that apply to your research

	1.
	 FORMCHECKBOX 

	Research conducted in established or commonly accepted educational settings, involving normal Educational practices, such as (a) research on regular and special educational instructional Strategies, or (b) research on the effectiveness of or the comparison among instructional techniques, Curricula, or classroom management methods.  
Research qualifies for exempt review under this category ONLY if:

· The research does not involve prisoners

· The research is not FDA regulated

	2.
	 FORMCHECKBOX 

	Research involving the use of educational tests (cognitive, diagnostic, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that subjects can be identified, directly or through identifiers linked to the subjects; and (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.
Research qualifies for exempt review under this category ONLY if:

· The research does not involve children

· The research involves children but only educational testing or observation of public behavior *

· The research does not involve prisoners

· The research is not FDA regulated

* Note research under category 45 CFR 46.101(b)(2) MAY include children ONLY when the research involves educational tests and research involving observation of public behavior when the investigators do not participate in the activities being observed.

	3.
	 FORMCHECKBOX 

	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 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.
Research qualifies for exempt review under this category ONLY if:

· The research does not involve prisoners

· The research is not FDA regulated


	4.
	 FORMCHECKBOX 

	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 subjects (Existing records, such as medical records, must be used in accordance with the rules, regulations, and guidelines of the institution).
Research qualifies for exempt review under this category ONLY if:

· The research does not involve prisoners

· The research is not FDA regulated

*Existing means that the reviewed materials exist at the time the research is proposed to the IRB.

	5.
	 FORMCHECKBOX 

	Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payments for benefits or services under those programs.
Research qualifies for exempt review under this category ONLY if:

· The research does not involve prisoners

· The research is not FDA regulated

· The research will be conducted pursuant to specific federal statutory authority

· The research has no statutory requirements for IRB review.

· The research does not involve significant physical invasions or intrusions upon the privacy interests of subjects.

· The research has authorization or concurrence by the funding agency 

	6.
	 FORMCHECKBOX 

	Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) 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 FDA or approved by the EPA or the Food Safety and Inspection Service of the US Dept. of Agriculture.
Research qualifies for exempt review under this category ONLY if:

· The research does not involve prisoners


If your research involves only those procedures listed in one or more of the categories above, it may be exempt.  Please provide a rationale for each exempt category claimed for this research.
	CATEGORY JUSTIFICATION

This section will determine if the activities fit within the exemption category and cause you to look at specific aspects of the study and to demonstrate to us that the clearance is justifiable.

	
	

	Category 1 – Normal Educational Practice

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

(i) research on regular and special education instructional strategies, or 

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




	What is the “established or commonly accepted” educational setting?
	     

	What are the “normal educational practices”?  Which of these activities would occur whether or not this research occurs?
	     

	Does this fit into (i) or (ii)? 
	 FORMCHECKBOX 
(i)   FORMCHECKBOX 
 (ii)

	Confidentiality:  What data is being gathered?  Grades?  Standardized scores?  Individual or aggregate?  Is there a link?  How is it maintained?  Describe provisions to maintain confidentiality as it comes to you, as it is manipulated and it is stored.
	     

	What will happen to non-participants during time required for the study?
	     

	What is the age and probable reading level of the participants?
	     

	Recruitment:  How are schools, teachers and students recruited?  What is your relationship with them?

How is initial contact made?  (Attach any materials)
	     

	
	

	Category 2 – Tests, Surveys, Interviews & Observation

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

(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

(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.

If children are involved and if the protections of Subpart D are relevant, this category is limited only to research involving observation of public behavior, when the investigators do not participate in the activities being observed.


	What is being done for research that would not otherwise be done?  List the tests, survey procedures, interview procedures or observation.
	     

	What information is being collected?  How is information recorded?  Are there data, video, interviews?
	     

	What identifiers are used?
	     


	Were there to be a breach in confidentiality, what is the worst that might happen to an identified subject?  Consider stigma, employment, abuse reported, etc.
	     

	Are children involved?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	If yes, 

· Is this limited to observation of public behavior?

· Is the investigator participating in the activities under observation?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	Category 3 – Category 2 plus additional questions

	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 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.



	What is the risk from disclosure that removed it from category 2?
	     

	Why are the subjects considered to be public?  What federal statue applies?  Please attach it.
	     

	How are subjects recruited? When is contact made?  When are they told about the study?  Is there any informed consent?
	     

	Category 4 – Specimens, Data, and Records

	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.

	Is this study FDA regulated?  Are any results to be held for FDA inspection?
	 FORMCHECKBOX 
 Yes  - FDA does not recognize exemptions

 FORMCHECKBOX 
 No - continue



	What is being collected?  How do you have permissible access to it?
	     

	Is it publicly available?  How?  To whom?
	     


	Does it already exist?  Where is it and who controls it?

(Note:  Existing is defined as already collected)
	     

	What identifiers are originally associated with it?  What identifiers will you receive?  When were and how are the data stripped of identifiers?  If not, how is confidentiality maintained?  Where will codes or identifiable data be stored?
	     

	Category 5 – Public Benefit or Service Programs

	Research and demonstration projects which are conducted by or subject to the approval of department or agency heads [Please note: this reference is to government department or agency heads], and which are designed to study, evaluate, or otherwise examine:

(i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.



	Public benefit or service programs
	 FORMCHECKBOX 
 Yes

	procedures for obtaining benefits or services under those programs
	 FORMCHECKBOX 
 Yes

	possible changes in or alternatives to those programs or procedures
	 FORMCHECKBOX 
 Yes

	possible changes in methods or levels of payment for benefits or services under those programs
	 FORMCHECKBOX 
 Yes

	
	

	Category 6 – Taste and Food Quality

	Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) 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

	What is the food?  How is it determined to be “wholesome” and “without additives”?
	     

	What level of this food/ingredient has been found to be safe?  How much is to be consumed?
	     

	
	

	
	


A. Submission Requirements for Exempt Studies – Adult Health Sciences and Social Sciences IRB

a. In addition to the exempt application, investigators applying for exemption from IRB review must also submit the following:

i. Protocol

ii. Data Collection Form (as applicable)
iii. Survey (as applicable)

iv. Grant application (as applicable)
v. Privacy Board Documentation (HIPAA) (as applicable)

INVESTIGATOR’S ASSURANCE

I certify that the information provided in this claim of exemption is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects and the ethical conduct of this research protocol.  I agree to comply with all IRB and Institutional policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

· The project will be performed by qualified personnel according to the research protocol,

· Maintaining a copy of all questionnaires, survey instruments, interview questions, data collection instruments, and information sheets for human subjects for at least three years following termination of the project except identifying links,

· Necessary review by the IRB will be sought if changes made in the research protocol may result in the research no longer meeting the criteria for exemption.

I will complete the required educational program on ethical principles and regulatory requirements in human subjects research in a timely manner.

I have read and understand the above policy concerning IRB exempt protocols.












     
	Principal Investigator
	
	Date
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