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Instructions for Application for Exempt Research Study
Investigators are responsible for reading and understanding all the instructions before using this form.  If you are unclear about any of the items listed here, you should check with the IRB Chair for further explanation.

Exemption screening questions

These questions are intended to verify that your project will meet the Federal guidelines for exempt pedagogical research, and are divided into four sections (A through D).  You must be able to answer “No” to all of the questions if you are going to use this application.
Exemption Screening Questions:

PLEASE ANSWER ALL OF THE SCREENING QUESTIONS. If you answer ‘Yes’ to any of the following questions A through D below, then STOP and use one of the Expedited & Full Review Applications for initial IRB review.

If you answer ‘No’ to all of the questions in sections A through D below, continue to complete this application 

A.  For research involving special populations, interventions or manipulations

	1. Does your research involve procedures with participants who are under the age of 18, prisoners, pregnant women, fetuses, neonates, terminally ill patients, alcohol and subjects under 21, decisionally impaired individuals, and elderly?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2. Does your research involve the observation of participants under the age of 18 in settings where the investigator(s) will participate in the activities being observed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.  Does your research involve the use of deception?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


B.  For research using survey procedures, interview procedures, observational procedures, and questionnaires

	1. If data are to be audio or video recorded, is there potential harm
 to participants if the information is revealed or disclosed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2. If participants will be identified either by name or through demographic data, is there potential for harm to participants if the information is revealed or disclosed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


C.  For research using existing
 or archived data, documents, records or biospecimens only

	1. Will any data, documents, or records be collected from participants after the submission of this form?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2. If the data, documents, or records are originally labeled in such a manner that the participants can be identified, directly or indirectly through identifying links, is the investigator recording the data for the purposes of this research in such a manner that participants can be identified, directly or indirectly through identifying links (e.g., demographic information that might reasonably lead to the identification of individual participants – name, phone number, or any code number that can be used to link the investigator’s data to the source record or biospecimen)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3. Would the data, documents, or records being used in this study be classified as a “restricted usage”
 dataset?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4. Does your research involve obtaining biospecimens through intervention (e.g., venipuncture) or interaction with an individual (e.g., communication or interpersonal contact between investigator and subject)? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5. Does your research involve the use, study, or analysis of information from biospecimens? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


D. Conflict of Interest: Do you or any individual who is associated with/responsible for the design, the conduct, or the reporting of this research have an economic interest in or act as an officer or a director for any outside entity whose financial interests would reasonably appear to be affected by this research project?
 FORMCHECKBOX 

Yes                                       FORMCHECKBOX 

No

Exempt Pedagogical Research Categories: 
Read the following categories and choose one or more that apply to your research. Your research must fit in at least one category in order to be considered for an exemption determination.

Category 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. Research cannot adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction.

 (This category may include children. This category may NOT include prisoners or be FDA-regulated. The exemption is allowable if the research is aimed at a broader population and only incidentally includes prisoners.)
Category 2: Research that only includes interactions involving educational tests, surveys, interviews, and observations of public behavior:
(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 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, or reputation or educational advancement.  
(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination that there are adequate provisions for protecting privacy and maintaining confidentiality.
This category may NOT include prisoners or be FDA-regulated and can only be used in children if the research involves educational tests or observations of public behavior where the researcher does not participate in the activities being observed.  Children are not eligible for this exemption if the research requires limited IRB review. This exemption is allowable if the research is aimed at a broader population and only incidentally includes prisoners. In addition, this category CANNOT include the use of diaries, journals, or asking participants to perform a task(s) [e.g., conducting searches on the Internet & then completing a questionnaire]. For internet research, please follow the internet research policies & guidelines on the IRB web site.
Category 3: Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met: 
(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

(ii) 
Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or 

(iii) 
The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review. 

For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.

If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

(This category may not include children, prisoners, or decisionally-impaired persons.)
Category 4: Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: 

(i) 
The identifiable private information or identifiable biospecimens are publicly available;

(ii) 
Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects; 

(iii) 
The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or

(iv) 
The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with applicable federal privacy standards found in the E-Government Act, Privacy Act and the Paperwork Reduction Act. 

This applies to the re-use of data and specimens that were or will be collected for non research purposes or from research studies other than the proposed research study. No contact between investigator and subject is allowed. 

(Data/specimens from prisoners is allowed if prisoners were incidentally included. Data from children and individuals with decisional impairment are allowed.)

Category 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.

Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal website or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects. 

Category 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 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.

(This category may include children. This category may include decisionally impaired individuals if the inclusion was justified. Prisoners may be included if the research is aimed at a broader population and only incidentally includes prisoners.)
Category 7: Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations. 
(This category may not include prisoners unless the research is aimed at a broader population and only incidentally includes prisoners. This category may include children.)

Category 8:  Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met:

(i) 
Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained;

(ii) 
Documentation of informed consent or waiver of documentation of consent was obtained;

(iii) 
An IRB conducts a limited IRB review and makes the determination that the research to be conducted is within the scope of the broad consent;

(iv) 
The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from any legal requirements to return individual research results. 

(This category may not include prisoners unless the research is aimed at a broader population and only incidentally includes prisoners. This category may include children.)

NOTE: For all these categories, the entire study must fit into a particular category, not just portions of it.
NOTE: 

· The Principal Investigator is responsible for ensuring that all individuals conducting procedures described in this application are trained adequately prior to involving human participants. 

· All personnel listed on this application who (1) are responsible for the design/conduct of the study, (2) will have access to the human participants (i.e., will consent participants, conduct the study), or (3) will have access to identifying AND confidential information must successfully complete a current Protection of Human Participants training. Approval will NOT be granted until all individuals have successfully completed the training. 

· As personnel change, you must submit a Modification Request Form – Exemption to add or remove personnel.

Recruitment: Describe from where and how the participants will be identified or recruited and how you plan to distribute or display any recruitment materials for this research (e.g., bulletin board, emails, newspaper advertisement).  If recruitment will be determined by enrollment in a particular class(es) or class section(s) you should indicate which class(es) or section(s) will be included in the study and why they are being used.
Consent: Federal guidelines require that participants in research projects generally have the ability to give their consent to taking part in the research.  This normally involves an approved consent form that must be presented to the participants for their signatures.  This requirement may be waived if the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.  If your project requires written consent, you should describe the methods you plan to use in order to obtain informed permission to participate in this research and attach a copy of the written description or script for oral presentation. If you cannot obtain informed permission for this study, explain why it cannot be obtained (e.g., the data are de-identified).
Compensation: If the project involves actions outside the scope of your class and compensation is being offered for the project that includes extra credit, you must provide an alternative method that students can use to obtain the same amount of extra credit.  The alternative must be equal in time and effort to participating in the research.

Recordings: If recording will be done for this research, indicate the type of recording that will be made.  In addition, if recordings will be made, describe (a) where the recordings will be stored; (b) who will have access to the recordings; (c) how the recordings will be transcribed and coded for confidentiality; (d) who will transcribe the recordings; (e) how and by what year will the recordings be destroyed. If you wish to retain the recordings indefinitely, provide a sound justification for doing so.

Abstract: The abstract will assist the IRB in reviewing your research. The abstract must address the important elements of the exemption category you indicated your research meets. The information in the abstract must include a specific description of the procedure(s) involving human participants to demonstrate the study meets all the requirements for the chosen category(ies), the benefits and risks, and an explanation of how confidentiality and/or anonymity will be controlled.
List of attachments (surveys, recruitment letters, informed consent, etc.)
________________
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� Harm to participants means that any disclosure of the human participants’ responses outside the research could reasonably place the participants at risk of criminal or civil liability or can be damaging to the participants’ financial standing, employability, or reputation.


� Existing means the items exist before the research was proposed or was collected prior to the research for a purpose other than the proposed research.


� Restricted Usage datasets are those that are not found in the public domain





