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Form: Application for Claim of Exemption
 
Version 04/17/2019
DePaul University
Office of Research Services
Institutional Review Board
1 East Jackson Blvd.
Chicago, Illinois 60604-2201
Email: orp@depaul.edu 
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/research-protections/irb/Pages/default.aspx
Note: This form reflects the revised regulations from 2018 with a compliance date of January 21, 2019. All research reviewed and approved on or after January 21, 2019 must comply with the revised regulations. Research protocols that were approved before January 21, 2019 may continue as approved or may be transitioned to the revised regulations. The decision to transition a research protocol to the revised regulations will be made on a protocol per protocol basis.  Once a protocol is transitioned to the revised regulations, it cannot return to the pre-2018 (older) regulations.
Note: The exemptions are applicable to subpart B (research with pregnant woman, fetuses, and neonates) as long as the conditions of the exemptions are met. The exemptions do not apply to research subject to subpart C (research with prisoners), except for research aimed at involving a broader subject population that only incidentally includes prisoners. So if you enroll someone in the research and they then become a prisoner, you do not need to stop the research and gain approval for prisoner research. The exemptions at 1, 4, 5, 6, 7, and 8 can apply to subpart D research (research with children) as long as the conditions of the exemptions are met. The first two provisions of exemption 2 (I and ii), are applicable to subpart D research involving educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed. The third provision of exemption 2 (iii) may not be applied to research with children. Exemption 3 does not apply to research with children.
Which exemption category (ies) applies to your research:
(1) Research conducted in established or commonly accepted educational settings, that specifically involves  normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including visual or auditory recording) if 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 to make the determination required by 45 CFR 46.111 (a)(7). (REQUIRES LIMITED IRB REVIEW OF PRIVACY AND CONFIDENTIALITY). 
(3) (i) 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:
(A) 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;  (B) 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  (C) 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 required by 45 CFR 46.111(a)(7). (REQUIRES LIMITED IRB REVIEW OF PRIVACY AND CONFIDENTIALITY).
(ii) For the purposes 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 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.
(iii) 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 the 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.
(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 publically 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 nonresearch 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 section 208(b) of the E-Government Act of 2020, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 4 U.S.C. 552a, and if applicable, the information used in the research was collected subject to the Paperwork Reduction act of 1995, 44 U.S.C. 3501 et seq.
(5) Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or 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 section 1115 and 1115A of the Social Security Act, as amended.
(i) Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publically accessible Federal web site 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.
(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.
(6) Taste and food quality evaluation and consumer acceptance studies:
(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 required by 45 CFR 46.111(a)(8). (REQUIRES LIMITED IRB REVIEW FOR PRIVACY AND CONFIDENTIALITY AND BROAD CONSENT).
(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 in accordance with 45 CFR 46.116(a)(1) through (4), (a)(6), and (d);  (ii) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with 45 CFR 46.117;  (iii) An IRB conducts a limited IRB review and makes the determination required by 45 CFR 46.111(a)(7) and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of this section: and   (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 abiding by any legal requirements to return individual research results. (LIMITED IRB REVIEW REQUIRED FOR PRIVACY AND CONFIDENTIALITY AND THE SCOPE OF THE BROAD CONSENT).
(i) if wholesome foods without additives are consumed, or 
Principal Investigator:
Human Subjects Training
Faculty Sponsor: (If you are a student, in a staff position functioning as a training position, or a fellow, you must have a faculty sponsor when you are the Principal Investigator.)
Human Subjects Training
* Additional Key research personnel should be listed on Form: Co-Investigators and Key Research Personnel
I. Project Information: 
 3. Research Type:
II. Funding:
1. Is this research funded by an internal or external source?
If no, and there are research expenses, such as payment to subjects, explain how the expenses will be covered. 
 2. Type of Funding
Extramural:     
*If the research is federally funded or pending federal funding, attach a copy of the funding proposal submitted to the funding agency. 
Intramural:      
 
3. Complete this section for all sources of anticipated funding, including when funding is pending. If you have more  than one source of funding attach an additional sheet providing the information for each funding source.
A. Name of Funding Source:
B. Name of PI for funding:
C. Funding Agency Grant/Contract number, if available:
D. Grant/Contract/Project Title, if it differs from IRB title:
III. Conflict of Interest (COI):
Federal guidelines emphasize the importance of assuring there are no potential conflicts of interest in research projects that could affect the rights and welfare of human subjects. All investigators involved in the design, conduct, or reporting of research are required to disclose real, apparent, or potential significant financial conflicts of interest that could impact the conduct of the research or the integrity of the research data. For the purposes of Federal PHS policy and DePaul Policy, “Investigator” is defined as any person responsible for the design, conduct, or reporting of the research. The term investigator includes the Principal Investigator, Faculty Sponsor, Co-investigators, and other key research personnel. When determining whether there is a Significant Financial Interest in the research for these personnel, their spouses and dependent children should also be considered. 
 
The following are the current DePaul policies governing conflicts of interest:
 
1. General Conflict of Interest Policy: http://policies.depaul.edu/policy/policy.aspx?pid=23 
2. Conflict of Interest in Externally Sponsored Projects: http://policies.depaul.edu/policy/policy.aspx?pid=253
3. Conflict of Interest in Public Health Service (PHS) Funded Research: http://policies.depaul.edu/policy/policy.aspx?pid=302
 
The three DePaul policies governing conflict of interest differ slightly in their reporting requirements. Please review the three policies before answering the following questions.
 
Please note: Significant Financial Conflicts of Interest require review by the Conflict of Interest Committee before IRB review and approval. Final IRB approval cannot be granted until all conflicts of interest are appropriately managed. The IRB may require disclosure of the conflict to subjects in the consent document or information sheet/process as part of the management plan.
1. Does the Principal Investigator, co-investigator, any of the research personnel, or any of their family members have a managerial role in any entity associated with the research, or otherwise have a significant financial relationship or any other relationship with the funding source or company, or have a financial stake in a product associated with this research that may be viewed as affecting the protection of human subjects involved in the project, the scientific objectivity of the research or the integrity of the research or the research data?
If yes, attach a COI Statement of Explanation that includes a list of names of the investigators with conflicts, a brief description of each conflict, and the plan for managing the conflicts or the management plan approved by the Conflict of Interest Committee.
IV. Performance Sites (Engaged and Non-engaged):
A Performance site is a location where the research is conducted, where data are gathered from subjects or records, where subjects are recruited for the research, and/or where subjects provide consent for research participation. These sites are considered performance sites whether or not the research activities are funded or unfunded.
1. Are there any non-DePaul performance sites?
b) Copies of the collaborating institution's IRB approval letters are attached. 
c) Copies of letters of collaboration are attached.
Note: Collaborators are individuals, such as co-investigators, who are engaged in the conduct of the research. For example, they actively recruit subjects, obtain informed consent, collect data, or analyze data. If the collaborator has no IRB because they are not affiliated with a college or organization that has their own IRB, copies of letters of collaboration in lieu of an IRB approval letter may be submitted.
d) Are there any sites which may assist in the research as performance sites, but are not engaged as collaborators (e.g., recruitment site only)? (Note: A non-engaged performance site might forward an email for you, allow you to come in and talk to members or a classroom, or provide you with space to set up a table, but they are not involved in conducting the research).
ii) Copies of letters of support from each non-engaged site are attached. 
Note: Letters of support differ from letters of collaboration, in that organizations or persons who support the research may do so without becoming engaged in the conduct of the research. For example, the person/organization may allow access to their classroom or facility or worker space, forward a recruitment email, allow you to hand out or post a flyers in their facility, allow you to post on their website or online forum, or provide space for the research activity to occur. Simply posting a flyer in a facility does not require a letter of support, but you should ensure that you are following any local rules or posting requirements, such as needing approvals or stamps to post the flyer in that facility.
V. Research Objectives (purpose, aims, or goals):
VI. Research Procedures and Target Populations:
1. Number of subjects to be recruited and enrolled (or cases/records accessed, or specimens collected): 
[Note: If there are multiple subgroups creating the total, detail the subgroups in the research summary in #5 below. For example, if you will recruit and enroll students, parents, and teachers, describe the anticipated number of each in your research summary.]
 
 3. Describe the inclusion and exclusion criteria for selecting subjects for the research. If criteria differ for different groups (e.g., age groups), state criteria for each group separately. 
 4. Indicate any vulnerable populations that may be targeted for inclusion in the research. Research involving prisoners as research subjects may not be approved under an exemption determination. See the form instructions for other specific exclusions of vulnerable populations from exemption categories.
5. Provide a summary of the research that includes:
• the research methods and procedures,
• the frequency and duration of research procedures,
• the type of data to be collected,
• the method of data collection, 
• the location of the subjects during the research or while data are collected from or about them, or the location of records if data will be collected from records.
• Clearly identify whether the research plan involves deception, non-full disclosure, or manipulations and explain these in detail.
6. Indicate which of the following will be used to recruit, identify or initially contact the subjects. Attach any recruitment scripts, emails, flyers, online postings, etc., for IRB review.
 
7. Describe how each of the recruitment items/methods indicated above will be used to recruit, identify or initially contact the subjects and identify which type of recruitment item/method will be used for differing target populations (if applicable). Keep in mind that recruitment methods should protect subject privacy. 
 
8. Describe the informational process (the use of the information sheet text) for informing subjects and obtaining their voluntary agreement, including how and when the information will be provided to the subjects and by whom.
VII. Privacy and Confidentiality:
Note: For exempt categories 2(iii), 3(i)(C), 7, and 8 the IRB must conduct a limited IRB review of the privacy and confidentiality protections in place in order for the research to be determined to meet the exemption criteria. If adequate protections are not in place, the IRB may require expedited review of the protocol.
Note: The concept of privacy relates to the identification and recruitment of the subject and how the researcher identifies them and then makes initial contact. Private information is information that the subject has a reasonable expectation that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public.
2. Will any data or information be collected using audio or video recordings of subjects?
3. Will the information or biospecimens for this research be be accessed or collected in an:
5. Is the source of the information or biospecimen a private record source?
8. Will information or biospecimens be shared (in any format) with anyone outside the research team (e.g., the funding agency, the performance site organizations, etc.)?
VIII. Broad Consent
Note: When research involves the exemption categories 7 or 8, broad consent is required.  Broad consent is a new type of informed consent provided under the revised Federal regulations for human subjects, which pertains to storage, maintenance, and secondary research with identifiable private information or identifiable biospecimens.  Secondary research refers to research use of materials that are collected for either studies other than the current secondary research study proposal, or materials that are collected for nonresearch purposes, such as materials that are left over from routine clinical diagnosis or treatments. Broad consent does not apply to research that collects information or biospecimens from individuals through direct interaction or intervention specifically for the purpose of the research, i.e., a research plan that includes prospective collection of blood or saliva or identifiable information.   For additional information about Broad Consent, see the Federal regulations 45 CFR 46.116 (d) and the instructions for this form (a separate document).
Exempt category 7 pertains to the storage or maintenance of identifiable private information or identifiable biospecimens for secondary research, for example, the initial establishment of a data or tissue repository or bank, and would require the initial broad consent process. The IRB must make the determination that the requirements for broad consent are met, that broad consent is appropriately documented or documentation of broad consent is appropriately waived; and there are adequate provisions to protect the privacy of subjects and maintain the confidentiality of the data, particularly if there there will be a change made for research purposes in the way the identifiable information or biospecimens are stored or maintained.
1. If you have indicated that you plan to store and maintain identifiable private information or identifiable biospecimens under exempt category 7, please provide the details of the broad consent process and attach a copy of the broad consent document for IRB review.
Exempt category 8 pertains to the secondary use of identifiable information or identifiable biospecimens already stored and maintained for nonresearch purposes or for research other than the current secondary use proposal. In this instance, the following requirements must be met: (i) Broad consent for storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained (at the time of the initial collection) in accordance with 45 CFR 46.116 (a)(a) through (4), (a)(6), and (d); (ii) documentation of informed consent or waiver of documentation of consent was obtained in accordance with 45 CFR 46.117; (iii) An IRB conducts a limited IRB review and makes the determination required by the regulations and makes the determination that the research to be conducted is within the scope of the broad consent originally obtained; and (iv) The investigator does not include returning individual research results to subjects as part of the study plan, unless there is some legal requirement to do so.
2. If you indicated that you plan to conduct secondary research with identifiable private information or identifiable biospecimens under exempt category 8, please indicate how and when broad consent was obtained for the secondary use of the information or biospecimens, how broad consent was documents, or if applicable documentation was waived, and provide a copy of that broad consent for IRB review. Additionally, explain how the intended use is within the scope of the initial broad consent and whether or not your plan is to provide research results to the individual subject.
VIII. Payment, Compensation, Reimbursement: 
1. Will subjects be given gifts, payment, compensation, or reimbursement? 
X. HIPAA
1. Does the research involve the use, access, or disclosure of protected health information (PHI) as defined in the HIPAA Privacy Rule?
XI Assurances
Principal Investigator's (PI) Assurance:
I certify that the information provided in this application is complete and accurate. I understand that as Principal Investigator, I have the ultimate responsibility for the protection of the rights and welfare of human subjects enrolled in the research. I assure that I will conduct the study ethically and in compliance with all Federal regulation, state and local laws, and DePaul IRB policies and procedures. I assure the following:
 
· I have completed the required human subjects training program as outlined in current DePaul IRB policy.
· The project will be performed by qualified and trained personnel in accordance with the DePaul IRB approved protocol.
· No changes will be made to the protocol or approved protocol documents without prospective IRB approval.
· Subjects will be provided full information about the study before they begin participation using the IRB approved informational process and without undue influence or coercion.
· Any unanticipated problems that occur during the conduct of the research will be reported to the IRB in a timely manner according to policy.
· I will submit a Final Closure Report once the study is completed or before I leave DePaul University.
 
I further certify that the proposed research is not currently underway and I will not begin the project until final approval has been obtained. 
Faculty Sponsor's Assurance for Student, staff position functioning as a training position or fellow, such as a research fellow:
 
By my signature as faculty sponsor on this research application, I certify that the student, staff member in a training position, or fellow is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training to conduct this particular study in accordance with the approved protocol. In my role as faculty sponsor, I assure the following:
 
· I have completed the required human subjects training program as outlined in current DePaul IRB policy.
· I have read the research application and supporting materials and approved them for submission to the IRB.
· As the faculty mentor for this student on this project, I agree to meet with the student, staff member in training, or fellow investigator on a regular basis to monitor and assist them with conducting the research.
· I agree to be available, personally, to supervise and assist the investigator in the event problems arise during the conduct of the study.
· I ensure that the investigator will promptly report any unanticipated problems that occur during the conduct of the research in a timely manner and in accordance with IRB policy and procedures.
· I will ensure that a Final Study Closure Report will be submitted to the IRB when the research is completed or before the investigator leaves the university.
· If I am unavailable for an extended period of time, such as when on sabbatical or leave, I will arrange for an alternate faculty sponsor to assume my responsibilities during my absence and the DePaul IRB will be informed of the change via an amendment.
 
I further certify that the proposed research is not currently underway and will not begin until IRB approval has been obtained.
*The faculty sponsor must be a member of the DePaul faculty (full time, part time, or adjunct). The faculty sponsor is considered the party ultimately responsible for the legal and ethical performance of the project and ensuring that all duties of the Principal Investigator are fulfilled.
8.2.1.4029.1.523496.503679
	UnderHeader: 
	CheckBox1: 0
	CheckBox2: 0
	Box3: 0
	Box4: 0
	Box5: 0
	Box6: 0
	Box7: 0
	Box8: 0
	TextField1: 
	TextField2: 
	TextField6: 
	DropDownList1: 
	TextField4: 
	TextField5: 
	DropDownList2: 
	TextField7: 
	TextField8: 
	TextField9: 
	CheckBox7: 0
	CheckBox8: 0
	Title: 
	start: 
	end: 
	FSresearch: 0
	StudentResearch: 0
	CheckBox9: 0
	CheckBox10: 0
	CheckBox11: 0
	CheckBox12: 0
	Specify: 
	Q1No: 0
	Q1Yes: 0
	Q1ifnoexp: 
	CheckBox13: 0
	CheckBox14: 0
	CheckBox18: 0
	CheckBox16: 0
	CheckBox17: 0
	TextField10: 
	CheckBox19: 0
	CheckBox20: 0
	CheckBox21: 0
	TextField11: 
	TextField12: 
	TextField13: 
	TextField14: 
	TextField15: 
	COIno: 0
	CheckBox22: 0
	CheckBox23: 0
	IVPerformYES: 0
	peformanceA: 
	CheckBox25: 0
	CheckBox26: 0
	CheckBox27: 0
	CheckBox4: 0
	CheckBox28: 0
	CheckBox29: 0
	CheckBox30: 0
	PYES: 0
	PNO: 0
	Names: 
	letterYES: 0
	letterNO: 0
	letterPEND: 0
	TextField16: 
	TextField17: 
	TextField18: 
	TextField19: 
	VItwo: 
	inclusion: 
	exclusion: 
	Minors: 0
	pregnant: 0
	Impaired: 0
	Economically: 0
	Students: 0
	PSYsubject: 0
	Employees: 0
	K-12: 0
	OtherDescription: 0
	Description: 
	VIfiveword: 
	CheckBox31: 0
	CheckBox32: 0
	CheckBox33: 0
	CheckBox34: 0
	CheckBox35: 0
	CheckBox36: 0
	CheckBox37: 0
	CheckBox38: 0
	CheckBox39: 0
	CheckBox40: 0
	CheckBox41: 0
	CheckBox42: 0
	CheckBox43: 0
	CheckBox44: 0
	CheckBox45: 0
	TextField20: 
	VIsevenbox: 
	VIeightbox: 
	VIIQues1: 
	VIIQues2YES: 0
	VIIQues2NO: 0
	VIIQues2YESq: 
	VIIbullet1: 0
	VIIbullet2: 0
	VIIbullet3: 0
	VIIbullet4: 0
	VIIQues4: 
	VIIQues5NO: 0
	VIIQues5YES: 0
	VIIQues5A: 
	VIIQues5B: 
	VIIQues6: 
	VIIQues6A: 
	VIIQues6B: 
	VIIQues6C: 
	VIIQues6D: 
	VIIQues6E: 
	VIIQues7: 
	VIIQues8NO: 0
	VIIIBroadNA: 0
	VIIIBroad1res: 
	VIIIBroad2NA: 0
	VIIIBroad2res: 
	VIIIoneno: 0
	VIIIoneyes: 0
	VIIIonebox: 
	XoneNo: 0
	XoneYes: 0
	ifyesbox: 
	PIsignature: 
	PIDate: 
	FSSignature: 
	FSDate: 



