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Institutional Review Board


EXEMPT RESEARCH STATUS REPORT

Date:                                   




IRB Protocol #      
Project Title:        
PI:        
Date of original approval:          Exemption Category:        
IRB certification expiration date:       
Purpose of this Form

This report will help the IRB to ascertain whether the research conducted under this study has been completed or is ongoing and continues to qualify for exemption from regulation.  

Have there been any publications as a result of this research?  Y FORMCHECKBOX 
  N FORMCHECKBOX 
    If yes, how many?      
Study Status

 FORMCHECKBOX 
 This research has been completed.    Date Completed (required):        (mm/dd/yyyy)

 FORMCHECKBOX 
 This research has not been completed, and still qualifies for exemption because (check all that apply):

 FORMCHECKBOX 
The instrument used (if any) and methodology of interaction or intervention with human participants have not changed since the protocol was last approved, 

 FORMCHECKBOX 
The population for which the exemption was approved has not changed, 

 FORMCHECKBOX 
The level of risk remains no greater than minimal
If any of the above qualifications for exemption are not checked, explain here and contact the IRB Office to determine if the study should be resubmitted using the General Application for approval as non-exempt research:       

Expected completion date (required):        mm/dd/yyyy
  FORMCHECKBOX 
No unanticipated problems have occurred (link to unanticipated problems goes here)
See page 2 for a list of Exempt Categories
LIST OF EXEMPT CATEGORIES

1.  Educational Research Conducted in Educational Settings: 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.

2.  Survey/Interview/Observational Research: 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. 

Exemption 2 does not apply to research involving children where surveys, interviews, and observations of public behavior are involved, and the investigator is a participant in the activities being observed.

3.  Survey/Interview Research Not Exempted in (2) Above: 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 

a. 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. 

4.  Secondary Use of Existing Data: 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. 

If you are seeking approval for an exemption under category #4, the IRB may determine that the research can proceed only if the investigator obtains and uses “anonymized” data (codes and other identifiers are permanently removed from the data set before it is sent to the investigator) and the removal is accomplished in such a manner that neither the investigator nor the source maintaining the data set can re-establish participants’ identities.  A permission letter is required for obtaining private data sets from organizations or PIs who collected the data.
  5  Evaluation and Demonstration Projects of Federal Programs: Research and demonstration projects that are conducted by or subject to the approval of department or agency heads, and that are designed to study, evaluate, or otherwise examine 

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 or services under those programs. 

In addition:

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 exemption has authorization or concurrence by the funding agency.

6.  Taste and Food Quality Studies: Taste and food quality evaluation and consumer acceptance studies, 

a. If wholesome foods without additives are consumed; or 

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 (FDA) or approved by the Environmental Protection Agency (EPA) or the Food Safety and Inspection Service of the US Department of Agriculture (USDA).
Contact the IRB Office (435-797-1821) for further information which may limit these exemptions.
