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REVIEW LEVEL DETERMINATION


Investigators are not required to complete this form.  This form is intended to assist researchers in determining the review level of a new research activity.  In order to select the correct category, you must answer the questions below in the order in which they are presented.  The IRB will make the final determination.  Please do not submit this form to the IRB.
	Section 1: EXEMPT [§46.101]

	If all of the research activities fall into one or more of the 6 categories below, IRB approval is required, but may be reviewed as exempt.  NOTE: Does not apply to research with prisoners.

	

	1. 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.

	 FORMCHECKBOX 


	2. Research involving the use of educational tests, 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, reputation, or insurability.  NOTE:  Does not apply to research with children unless the research is limited to observations of public behavior and the investigator(s) do not participate in the activities being observed.  This category is typically reserved for research involving anonymous subjects or a non-sensitive topic.
At the discretion of the IRB, studies qualifying for an exemption in this category may include activities which supplement or help to inform procedures in this category.  Additional activities must be without risk and passive in nature, such as watching a video, looking at pictures, or listening to an audio file.  The inclusion of additional activities which are active in nature, such as performing a task, will generally result in the study being reviewed by an expedited procedure.
Please note: studies eligible for Flex Initiatives may fall into exempt category FLEX A. For more information, see section 3 below. 

	 FORMCHECKBOX 


	3.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not described above, 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 subjects cannot be identified, directly or through identifiers linked to the subjects.  If the study is limited to this category, the project may not involve human subjects.  For assistance in determining whether or not your study requires IRB review, please complete the Research Determination form available on the IRB website.
Please note: studies eligible for Flex Initiatives may fall into exempt category FLEX B. For more information, see section 3 below. 

	 FORMCHECKBOX 


	5. 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 payment for benefits or services under those programs.

	 FORMCHECKBOX 


	6. 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 USDA.

	 FORMCHECKBOX 


	If all of the research activities fall within one or more of the categories, this study may be eligible for exempt review.  Submit an application to the IRB prior to initiating any research activities.

	If some or all of the research activities fall outside of the above categories, the project is not eligible for exempt review.  Proceed to the next section.


	 Section 2a: EXPEDITED [§46.303(d), §46.101(b)(2)(ii)]
	Yes
	No

	Do any of the risks to which the participants in this study will be exposed (including medical, physical, psychological, emotional, social, and financial risks) have a greater probability and magnitude of harm or discomfort than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will identification of the subjects and/or their responses reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the research involve prisoners?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	If Yes: If one or more answer above is “yes”, your application will be reviewed by the full board.

	If No: If the answers to all four questions are “no”, select one or more categories below.


	SECTION 2b: EXPEDITED [§46.110]

	If all of the research activities fall into one or more of the 7 categories below, IRB approval is required, but may be reviewed as expedited.

	

	1. (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

	 FORMCHECKBOX 


	(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling. 
	 FORMCHECKBOX 



	2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or 
	 FORMCHECKBOX 



	(b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

	

	3. Prospective collection of biological specimens for research purposes by noninvasive means. 

	 FORMCHECKBOX 


	4. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) 

	 FORMCHECKBOX 


	5. Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis).

	 FORMCHECKBOX 


	6. Collection of data from voice, video, digital, or image recordings made for research purposes.

	 FORMCHECKBOX 


	7. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.

	 FORMCHECKBOX 


	If all activities are limited to the categories above, this study may be eligible for expedited review.

	If some or all of the activities fall outside of the above categories, the study will be reviewed by the full board.  Please see submission deadlines on the IRB website for studies requiring full board review.


	 SECTION 3a: FLEX EXCLUSIONS
	YES
	NO

	Studies that do not fall within one or more of the below exclusions may be eligible for exemption under the FLEX categories (section 3b below). 

	Do any of the risks to which the participants in this study will be exposed (including medical, physical, psychological, emotional, social, and financial risks) have a greater probability and magnitude of harm or discomfort than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the study have federal funding or a plan for future federal sponsorship (e.g., proof of concept studies for federal RFPs, pilot studies intended to support a federal grant application, training and program project grants, no-cost extensions)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the research funded or otherwise regulated by a federal agency that has signed on to the Common Rule, including all agencies within the Department of Health and Human Services? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the study regulated by the Food and Drug Administration (FDA)? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is there an NIH-issued or pending Certificate of Confidentiality for the study? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the research involve prisoners or parolees as subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Are there contractual obligations or restrictions that require the application of the Common Rule or which require annual review by an IRB? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is it federally classified research (research procedures and/or results are legally knowable only by individuals with United States government security clearance)? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is it clinical research
? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If Yes: If one or more answer above is “yes”, your application is not eligible for FLEX Initiatives

	If No: If the answers to all questions are “no”, see below for additional FLEX exempt categories


	SECTION 3b: FLEX EXEMPT CATEGORIES

	FLEX A: Research not otherwise excluded from Flex initiatives (section 3a above), that does not conform to a specific exempt category under 45 CFR 46 and involves one or more of the following:
	

	1. Educational tests, surveys, questionnaires, interviews, focus groups and observation of public behavior involving minors; this includes observations of children when the researchers is participating in the activities being observed 
	 FORMCHECKBOX 


	2. Adults and/or minors performing activities or tasks that supplement or inform procedures in FLEX A(1) above. Examples of such activities or tasks include but are not limited to computer programming; mind or concept mapping; participation in a game (real or virtual); journaling; watching and responding to visual or auditory stimulation (e.g., videos, music, pictures, etc.); usability or software testing; or the use of eye-tracking technology; engaging in minimal risk physical tasks such as walking, riding, driving, or exercise. 
	 FORMCHECKBOX 



	[Flex category A is similar to exempt category 2, but expanded to include tasks and applicable to children; observations of children when the researcher is participating in the activities being observed removes the restriction dictated by Subpart D. Note: Observation of minors in school is not considered “public” because the researcher needs permission from school officials to observe students.] 
	

	FLEX B: Research not otherwise excluded from Flex initiatives (section 3a above) and involves the collection or study of existing or prospectively accumulating data, documents, records, or biological specimens that exist or will exist for research or non-research purposes. Such data may be individually identifiable, so long as a breach of confidentiality would not pose more than a minimal risk to the research subjects.

Examples include:

· DMV records (if not already publicly available)

· Fishing or boating licenses (if not already publicly available)

· Marriage, divorce, and real estate transactions

· Datasets from previously approved minimal risk research


	 FORMCHECKBOX 


	Excluded from this category are individually identifiable medical, mental health, school, and employment records, as a breach of confidentiality involving this information is not considered to be minimal risk and therefore does not meet the FLEX criteria. If the data is pre-existing and will be abstracted or recorded in such a manner that subjects cannot be identified, directly or indirectly, through variables linked to the subjects, an exemption under category 4 may be more appropriate. If biological specimens, whether identifiable or deidentified, will be used to determine the safety or efficacy of an investigational medical device, the study is regulated by the FDA and therefore not eligible for FLEX.
	

	[Flex category B is similar to exempt category 4 and expedited category 5 – adds individual identifiers and prospective collection to category 4]
	

	If all activities fall within one or more of the exempt categories in Section 1 and/or the FLEX categories above, this study may be eligible for exempt review under the FLEX initiative. 

	If some or all of the activities fall outside of the above FLEX categories, the study is not eligible for FLEX exemption. Please follow the review level determination in sections 1 and 2 above to determine the review level. 


� Clinical research is defined by the National Institutes of Health as, “Research with human subjects that is: 1) Patient-oriented research. Research conducted with human subjects (or on material of human origin such as tissues, specimens, and cognitive phenomena) for which an investigator (or colleague) directly interacts with human subjects. Excluded from this definition are in vitro studies that utilize human tissues that cannot be linked to a living individual. It includes: (a) mechanisms of human disease, (b), therapeutic interventions, (c) clinical trials, or (d) development of new technologies. 2) Epidemiological and behavioral studies. 3) Outcomes research and health services research. Studies falling under 45 CFR 46.101(b) (4) (Exemption 4) are not considered clinical research by this definition.”
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