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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu
IRB Review Checklist
Application for Determination of Exempt Status

	Pre-Review Checklist

	
	Yes
	No

	1
	Is the proposed activity research? 

 FORMCHECKBOX 
 Research Development

 FORMCHECKBOX 
 Testing

 FORMCHECKBOX 
 Evaluation

(If NO, project does not require IRB oversight)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2
	Does the proposed research involve human subjects?

 FORMCHECKBOX 
 Data through intervention or interaction with the individual

 FORMCHECKBOX 
 Use of identifiable private information

If specimens are received with no identifier and no medical information, this is not considered human research.

(If NO, project does not require IRB oversight)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3
	Is the application signed by PI? (Only faculty, staff, fellows, or residents may be PIs; students and interns must have their advisor act as the PI.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4
	Is the protocol (study plan) included?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5
	Are protocol-specific data collection tools included?
 FORMCHECKBOX 
 Surveys

 FORMCHECKBOX 
 Questionnaires

 FORMCHECKBOX 
 Interview questions

 FORMCHECKBOX 
 Data collection tools
	 FORMCHECKBOX 

	 FORMCHECKBOX 



N/A  FORMCHECKBOX 


	6
	If research is being conducted at a site other than Creighton University that does not have an IRB, is a letter of permission from the site administrator included stating that the investigator has received permission to conduct the research at the specific site? (REQUIRED)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

N/A  FORMCHECKBOX 


	7
	Is the research being conducted at a site that has an IRB? If yes, this must be sent to the oversight IRB and the project needs to be reviewed by the Creighton University IRB as an external study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

N/A  FORMCHECKBOX 


	


	Exempt Categories

	 FORMCHECKBOX 
 1


	· Research conducted in established or commonly accepted education settings. The research involves normal education practices, such as research on regular and special education instructional strategies or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
· The research is NOT subject to FDA regulations.
· The research does not involve prisoners as subjects.

	 FORMCHECKBOX 
 2


	· The research involves the use of one or more of the following:

 FORMCHECKBOX 
 Educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
 Survey procedures

 FORMCHECKBOX 
 Interview procedures 

 FORMCHECKBOX 
 Observation of public behavior

· If the research involves children as subjects, the procedures are limited to:

 FORMCHECKBOX 
 Educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
 Observation of public behavior when the researchers will NOT participate in the activities being observed (or assign any other person to intervene with the activity)

(Note:  (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.)
(Note: identifiers, as defined by the HIPAA regulations, will apply to all types of research data collection (see IRB Document 119.3, “De-identified Health Information Under HIPAA”);
· The research is NOT subject to FDA regulations

· The research does not involve prisoners as subjects

	 FORMCHECKBOX 
 3
	· The research is NOT exempt under Category 2

· The research involves the use of one or more of the following:

 FORMCHECKBOX 
 Educational tests (cognitive, diagnostic, aptitude, achievement)

 FORMCHECKBOX 
 Survey procedures

 FORMCHECKBOX 
 Interview procedures 

 FORMCHECKBOX 
 Observation of public behavior

· Either of the following are true:

· The subjects are elected or appointed public officials or candidates for public office

· The research is NOT subject to FDA regulations

· The research does not involve prisoners as subjects


	 FORMCHECKBOX 
 4
	· The research involves the collection or study of existing data, documents, records, pathological specimens or diagnostic specimens. (The reviewed materials currently exist and are NOT prospectively collected.)

· At least one of the following is true:

 FORMCHECKBOX 
 The sources are publicly available and/or

 FORMCHECKBOX 
 Information is recorded by the research in such a manner that both of the following are true:

· Subjects cannot be directly identified

· Subjects cannot be identified through identifiers linked to them

NOTE: The researcher should describe what information will be recorded and how it will be recorded. When reviewing medical records, one identifier may be kept during the data collection period to prevent duplication of data collection; the identifier must be removed immediately after data collection and before data analysis.
· The research is NOT subject to FDA regulations.
· The research does not involve prisoners as subjects

	 FORMCHECKBOX 
 5
	Does the research require review of Protected Health Information? If so a HIPAA authorization or waiver of authorization is required
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	 FORMCHECKBOX 
 6
	· The project is conducted by or subject to the approval of federal department or agency heads.
· The project is designed to study, evaluate, or otherwise examine:

 FORMCHECKBOX 
 Public benefit or service programs,
 FORMCHECKBOX 
 Procedures for obtaining benefits or services under those programs,
 FORMCHECKBOX 
 Possible changes in or alternatives to those programs or procedures, or 

 FORMCHECKBOX 
 Possible changes to methods or levels of payment for benefits or services under those programs.

· The program under study delivers a public benefit (e.g., financial or medical benefits provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services provided under the Older Americans Act).
· The project is conducted pursuant to specific federal statutory authority.
· There is no statutory requirement that an IRB review the project.
· The project does not involve significant physical invasions or intrusions upon the privacy of subjects.
· The research is NOT subject to FDA regulations.
· The research does not involve prisoners as subjects.
NOTE: According to OHRP, this exemption is most appropriately invoked with authorization from or concurrence by the funding agency.

	
	


	 FORMCHECKBOX 
 7
	· The research involves a taste and food quality evaluation and consumer acceptance studies.
· One of the following is true:

 FORMCHECKBOX 
 Wholesome foods without additives will be consumed.
 FORMCHECKBOX 
 A food is consumed that contains a food ingredient and both of the following are true:

· The food ingredient is at or below the level to be safe.
· The food ingredient is for a use found to be safe.
· A food will be consumed that contains an agricultural chemical or environmental contaminant and one of the following is true:

 FORMCHECKBOX 
 The agricultural chemical or environmental contaminant is at or below the level found to be safe by the FDA.
 FORMCHECKBOX 
 The agricultural chemical or environmental contaminant is at or below the level found to be safe by the EPA.
 FORMCHECKBOX 
 The agricultural chemical or environmental contaminant is at or below the level found to be safe by the Food Safety and Inspection Service of the U.S. Department of Agriculture.


	CRITERIA FOR EXEMPT DETERMINATION

	
	Acceptable

	
	Yes
	No

	1
	Background and Research Design

· Statement of purpose/hypothesis is adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2
	Risk/Benefit Analysis

· Risks are relatively non-existent

· Potential direct benefit to subjects or societal benefit is included

· There is an acceptable risk/benefit relationship
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	3
	Subject Recruitment/Informed Consent

· Selection of subjects is appropriate (inclusion/exclusion criteria)

· Selection of subjects is equitable

· Recruitment procedures are proper (undue influence or coercion is minimized, compensation is not coercive, recruitment materials are appropriate)

· Informed consent process is appropriate (if having subject sign a form, how is this information kept in order to maintain anonymous data?); most exempt research does not require signed consent.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	4
	Subject Protection

· Provisions to protect subject privacy are adequate

· Provisions to maintain confidentiality are appropriate

· If vulnerable populations are targeted, there are additional protections
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	Risk Assessment

	 FORMCHECKBOX 

	Virtually no risk [determined to be exempt]

	 FORMCHECKBOX 

	No more than minimal risk [requires expedited review]

	 FORMCHECKBOX 

	Greater than minimal risk [requires full board review]


 FORMCHECKBOX 
  Approve (Chair/Vice Chair to determine final approval)

 FORMCHECKBOX 
  Approve with modifications (work with investigator)

Concerns or Comments:

 FORMCHECKBOX 
  Project needs to be reviewed at a higher level


 FORMCHECKBOX 
  Expedited Review


 FORMCHECKBOX 
  Review by Board at a convened meeting

OFFICE PROCEDURE

	IRB Coordinator

	 FORMCHECKBOX 

	Enter the study into the IRB database; database will generate a study number that will be used as study identification for the life of the project.

	 FORMCHECKBOX 

	If the project does qualify for approval using the exempt categories, generate a letter of approval (printed on IRB letterhead).

	 FORMCHECKBOX 

	Start a study file using an Aqua folder; label the file with the IRB #, the Principal Investigator’s name, and the date the project folder was set up.

	IRB Administrator 

	 FORMCHECKBOX 

	Review study documents prepared by the IRB Coordinator.

	Designated IRB Chair/Vice Chair 

	 FORMCHECKBOX 

	Review to make the final determination that this project is determined to be exempt; sign both the letters.

	IRB Coordinator

	 FORMCHECKBOX 

	Send the letter to the Principal Investigator (or coordinator designated by the investigator). Place copies of the letter in the protocol file along with complete submission from the investigator.
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