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	Principal Investigator (Last, First, M.I., Degree)
[bookmark: Text6]     

	Project Title
[bookmark: Text7]     

	Instructions:   Research activities in which the only involvement of human subjects will be in one or more of the minimal risk categories outlined in Part B, specified by Federal Regulations 45CFR46.101(b) and 38CFR16.101(b), are exempt from the requirements of the Common Rule.  Complete the following by checking the appropriate category of exemption requested.   Any additional documents (questionnaires/ surveys) must also be submitted and approved by the IRB and R&D Committee.  
De-identified data is defined as:
(1) Removal of all information that would identify the individual or would be used to readily ascertain the identity of the individual (Common Rule). (The PI cannot retain or have access to a linking code allowing re-identification.)
(2) Removal of all 18 HIPAA identifiers (listed below) that could be used to identify the individual, individual’s relatives, employers or household members.
HIPAA Requirements:  Research that involves the use of “de-identified” protected health information (PHI) is exempt from HIPAA requirements if all of the subject identifiers listed below are removed.
	1) names					10) account numbers
	2) dates					11) certificate/license numbers
	3) postal address				12) vehicle ID numbers
	4) phone numbers				13) device identifiers
	5) fax numbers				14) web URLs
	6) electronic mail addresses			15) IP address numbers
	7) social security numbers			16) biometric identifiers
	8) medical record numbers			17) photos and comparable images
9) health plan beneficiary numbers		18) any other unique identifier
Ethical Considerations:  Although most exempt research requires no further oversight to be conducted ethically, some exempt research raises ethical concerns or requires measures to protect participants.  Here are some examples of research that meet the criteria for exempt research, but raise ethical questions:
1) An investigator proposes to observe teenagers drinking in a public park, and observe how groups make decisions about who will drive the car.  The investigators will not participate in the activities being observed.  All data recording will be anonymous.  The research raises the ethical issue of whether the investigator has an obligation to intervene in imminently life threatening situations.  
2) An investigator proposes to survey emergency medical records to determine how often a particular medical diagnosis is missed at a single identifiable hospital.  The research raises the ethical question of putting all emergency room physicians at risk of identifying them with poor medical care practices.  
Note:  The IRB SOP, Section II.  Ethical Principles, may be referenced.



Part A:  
	[bookmark: Text5]1.  Where are the subjects of this research activity, samples or data located?       


	[bookmark: Text3]2.  What is the source of the specimens or data?       


	3.  Has the activity been reviewed and approved by an IRB elsewhere? 
[bookmark: Text4]If Yes, specify which IRB and attach approval memo from that IRB.       

	|_|	|_|  Yes    |_| No





Part B:  Please check which category of exemption applies to your study:
	|_|  Category 1:
1.1. The research is conducted in established or commonly accepted educational settings
1.2. The research involves normal educational practices, such as:
1.2.1.   Research on regular and special education instructional strategies, or
1.2.2.   Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
1.3. The research does not involve prisoners as participants.
1.4. The research is not FDA-regulated. (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)


	|_|  Category 2:
2.1. The research involves the use of one or more of the following:
2.1.1.   Educational tests (cognitive, diagnostic, aptitude, achievement).
2.1.2.   Survey procedures.
2.1.3.   Interview procedures.
2.1.4.   Observation of public behavior.
2.2. If any disclosure of the human participants' responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants' financial standing, employability, insurability, or reputation:
2.2.1.   Information obtained is not recorded in such a manner that human participants can be identified, directly or indirectly through identifiers linked to the participants.
2.3. If the research involves children as participants:
2.3.1.   The procedures do not involve any of the following: 2.3.1.1 .Survey procedures. 
2.3.1.2.Interview procedures.
2.3.1.3 .Observation of public behavior where the investigators participate in the activities being observed.
2.4. The research does not involve prisoners as participants.
2.5. The research is not FDA-regulated. (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)

	|_|  Category 3:
3.1. The research is not exempt under Category 2
3.2. Research involving the use of one or more of the following:
3.2.1.   Educational tests (cognitive, diagnostic, aptitude, achievement);
3.2.2.   Survey procedures;
3.2.3.   Interview procedures;
3.2.4.   Observation of public behavior;
3.3. Either of the following is true:
3.3.1.   The human participants are elected or appointed public officials or candidates for public office.
3.3.2.   Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
3.4. The research does not involve prisoners as participants.
3.5. The research is not FDA-regulated. (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)

	|_|  Category 4:
4.1. The research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens.
4.2. The data, documents, records, and specimens exist at the time the research is proposed.
4.3. Either of the following is true:
4.3.1.   The sources are publicly available;
4.3.2.   The investigator records information in such a manner that participants cannot be identified, directly or indirectly through identifiers linked to the participants.
4.4. The research does not involve prisoners as participants.
4.5. The research is not FDA-regulated. (See Determining Whether a Proposed Activity is Human Research According to DHHS or PDA Regulatory Definitions)	


	|_|  Category 5: 
5.1. The project is a research or demonstration project.
5.2. The research is conducted by or subject to the approval of federal Department or Agency heads.
5.3. The research is designed to study, evaluate, or otherwise examine one or more of the following:
5.3.1.	Public benefit or service programs.
5.3.2.	Procedures for obtaining benefits or services under those programs.
5.3.3.	Possible changes in or alternatives to those programs or procedures.
5.3.4.   Possible changes in methods or levels of payment for benefits or services under those programs.
5.4. The program under study delivers 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).
5.5. The research is conducted pursuant to specific federal statutory authority.
5.6. There is no statutory requirement that an IRB review the research.
5.7. The research does not involve significant physical invasions or intrusions upon the privacy of participants
5.8. The research does not involve prisoners as participants.
5.9. The research is not FDA-regulated. (See Determining Whether a Proposed Activity is Human Research According to DHHS or PDA Regulatory Definitions)


	|_|  Category 6:
6.1. The research involves taste and food quality evaluation or is a consumer acceptance study.
6.2. Either of the following are true:
6.2.1.   Wholesome foods without additives are consumed.
6.2.2.   If a food is consumed that contains a food ingredient or an agricultural chemical or environmental contaminant, the food ingredient or agricultural chemical or environmental contaminant is at or below the level and for a use found to be safe by one of the following:
6.2.2.1.The Food and Drug Administration.
6.2.2.2.The Environmental Protection Agency.
6.2.2.3.The Food Safety and Inspection Service of the U.S. Department of Agriculture.
6.3. The research does not involve prisoners as participants.
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