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Background:

Human participant research is an activity that must meet either 1) The Department of Health and Human Services (HHS) regulations’ (45 CFR 46) definition of “research” and involves “human subjects,” or 2) the VA regulations’ (38 CFR 16) and Food and Drug Administration (FDA) regulations’ (21 CFR 50 and 21 CFR 56) definition of “research” and involves “human subjects” or participants. Projects that do not meet the definition of human subjects (participants) and the definition of research are not reviewed under these regulations.  See the Institutional Review Board (IRB) website Home Page “Human Participant Research-How is it Defined?” or the forms page for the Determination of Human Participant Research form for further information.
Wayne State University does not allow investigators to exempt his/her research project from IRB review and concurrence.  Instead, the Wayne State University (WSU) IRB chairperson or his/her designee must determine that a project is eligible for exemption.  For VA research, the IRB chair or IRB members designated by the chair must make exemption determinations. Any study that the IRB chairperson or his/her designee believes is not exempt must be reviewed by either an expedited or full board review process.  A research project meeting the criteria for exemption cannot start until after the IRB chairperson or his/her designee has given concurrence of exemption.  Retroactive concurrence or review cannot occur.
WSU limited the scope of its Federalwide Assurance (FWA) to federally funded research. Research projects that present no more than minimal risk to human participants are eligible for flexible review and oversight.  Federally sponsored studies, projects with FDA-regulated components, projects with prisoner participants, and projects with contractual obligations or restrictions that require adherence to federal regulations are not eligible for flexible review and oversight. Refer to the WSU IRB “Flexible Review and Oversight of Research Not Covered by Federalwide Assurance” Policy for information about exempt flexible review categories.
Definitions:

Human participant (subject):

1. Under HHS regulations “human subject” means a living individual about whom an investigator (whether professional or student) conducting research obtains: (a) information or biospecimens through intervention or interaction with the individual and uses, studies, or analyzes the information or biospecimens; or (b) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens. Intervention includes both physical procedures by which information or biospecimens are gathered (e.g. venipuncture) and manipulations of the participant, or participant’s environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and participant. Private information includes information about behavior that occurs in a context in which an individual can reasonably expect 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 (e.g. a medical record). Identifiable private information is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.  An identifiable bio-specimen is a bio-specimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the bio-specimen.” 
2. Under FDA regulations “human participant” means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A participant may be either a healthy individual or a patient. For research involving medical devices a human participant is also an individual on whose specimen an investigational device is used. 
a. For research involving medical devices a human participant is an individual on whose specimen an investigational device is used. 

· When medical device research involves in vitro diagnostics and unidentified tissue specimens, the FDA defines the unidentified tissue specimens as human participants. 

Research:

1. Under DHHS regulations “research” means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. The following activities are deemed as “Not Research” in accordance with 45 CFR 46.102 (l)
i. Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

ii. Public health surveillance activities, including the collection and testing of information or bio-specimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).

iii. Collection and analysis of information, bio-specimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.

iv. Authorized operational activities (as determined by each [federal] agency) in support of intelligence, homeland security, defense, or other national security missions.
2. Under FDA regulations a Clinical investigation means any experiment in which a drug is administered or dispensed to, or used involving, one or more human subjects. For the purposes of this part, an experiment is any use of a drug except for the use of a marketed drug in the course of medical practice. [21 CFR 312.3(b)] For devices: Investigation means a clinical investigation or research involving one or more subjects to determine the safety or effectiveness of a device. [21 CFR 812.3(h)]
Minimal Risk: The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

Benign Behavioral Intervention: an intervention with a research participant that is brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the participants, and the investigator has no reason to think the participants will find the interventions offensive or embarrassing. 
Deception: A research technique that involves deceiving the participants about the nature or purposes of the research. Deception in exempt research can be done only with adult participants with a prospective agreement that informs the participant that he/she will be unaware of or misled regarding the nature or purposes of the research. 
Exempt research: Human participant research where the entire research project falls within one or more of the six specific regulatory categories (see below) and satisfies all institutional policies and procedures.

Limited IRB Review: A limited IRB Review is required for studies in which provisions are needed to protect the privacy of participants and maintain the confidentiality of the data. 
Consent Process: The process by which a human participant is informed (understands) what a study entails before voluntarily agreeing (consenting) to participate.  The informed consent process typically begins with recruitment and obtaining a signature on an informed consent document and continues through and beyond the completion of the study.
Limited IRB Review: 
Limited IRB Review is required for exempt categories 2 and 3 when:  
· The information obtained is recorded by the investigator in such a manner that the identity of the participants can readily be ascertained, directly or through identifiers linked to the participants 
AND 
· Any disclosure of participants’ responses outside the research would reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, educational advancement, or reputation. 
· These provisions also apply to VA regulated research 
Limited IRB Review consists of an evaluation of the extent to which identifiable information is or has been de-identified and the risk that such de-identified information can be re-identified, the use of the information, the extent to which the information will be shared or transferred to a third party or otherwise disclosed or released, the likely retention period or life of the information, the security controls in place to protect the confidentiality and integrity of the information, and the potential risk of harm to participants should the information be lost, stolen, compromised or otherwise used in a way contrary to the specifications of the research under the exemption. 
Scientific Review:

Before the IRB can review a protocol involving the use of human participants in research, the protocol must be reviewed for scientific merit by the Principal Investigator’s (PI) department. Various departments conduct this scientific review in different ways and the WSU Institutional Review Board committees (IRBs) will accept any of these methods as long as the Department Chair and/or his/her designee certifies on the Exempt Protocol Summary Form that the scientific review has been completed.  In addition to scientific review, the department is responsible for certifying that appropriate support and resources will be provided to conduct the study.  

For all research involving cancer and human participants, the Protocol Review Monitoring Committee of the Karmanos Cancer Institute must review the research protocol.  The approval of the Protocol Review Monitoring Committee must be submitted to the IRB as part of the package of material that is required before the IRB review can be initiated.  

For all research involving human participants at the John D. Dingell VA Medical Center (JDD VAMC), the protocol must be reviewed by the JDD VAMC Clinical Investigation Committee (CIC) before the protocol can be reviewed by the IRB.  The approval of the CIC must be submitted to the IRB as part of the package of materials that is required before the IRB review can be initiated.  [VA 1200.5]
All research involving human participants whose Principal Investigator is a faculty member in the Department of Psychiatry and Behavioral Neuroscience, must first be reviewed by the Department Review Board.  This approval must be submitted to the IRB as a part of the package of material that is required before the IRB review can be initiated. 

While not a scientific review, the Detroit Medical Center (DMC) conducts a mandatory pre-review on all protocols to be conducted in their institutions. This process involves a review for liability and privacy issues. This review can occur concurrently with the IRB review process. A study cannot start until both the IRB and DMC reviews have been completed and official approval notice of both have been received.

IRB Procedures:

The IRB will maintain an updated website which provides detailed guidelines for submission requirements of new protocols.

The IRB Chairperson or his/her designee reviews the submitted research project, Exemption Form and attachments, requests modifications, and provides administrative approval. In his/her absence, the Chairperson, Vice Chairperson, or an experienced IRB member from one of the four medical/behavioral IRB’s is designated to conduct the review.

The IRB Chairperson or his/her designee conducts the exempt review process with careful consideration given to review of the risks, benefits, provisions for confidentiality, protection of participant voluntarism, and the process of informed consent.  Exempt research is evaluated to determine whether it fulfills WSU’s ethical standards. This review includes the following:

· The research holds out no more than minimal risk to participants.

· Selection of participants is equitable.

· If there is recording of identifiable information, there are adequate provisions to maintain the confidentiality of the data.

· If there are interactions with participants, there will be a consent process that will disclose such information as:

· That the activity involves research

· A description of the procedures

· Name and contact information for the investigator

· There are adequate provisions to maintain the privacy interests of participants.

As part of his/her review, the IRB Chairperson or his/her designee has one of four options:

1. Concur that the exemption category applies to the proposed research

2. Determine that a different exemption category applies 

3. Require resubmission of a research project that would be reviewed and approved under an expedited or full board review process, or
4. Determine that the study does not meet the definition of human participant research.

If an IRB member reviewing the research finds that research is greater than minimal risk, the reviewer must document the rationale for this determination and the rationale for review by the convened IRB. 

All research projects that the IRB Chairperson or designee concurs are eligible for exemption are reported to the applicable IRB committee.
Ongoing Reporting: All investigator-requested changes must be submitted on a Medical/Behavioral Amendment Form and approved prior to implementation of changes (Please see the IRB Policy/Procedure “Amendments to the Research Protocols”.) “including but not limited to any proposed changes that impact or alter procedures that affect privacy or confidentiality when an exempt protocol is subject to limited IRB review. Exempt research does not require an annual IRB continuing review, however investigators are required to submit a Status Update Report to the IRB every two years to allow the WSU IRB to maintain accurate records regarding the research, any funding sources or other forms of support and study personnel. The IRB Administration Office will verify the currency of CITI training and COI disclosure at the time of the Status Update Report.
Limited IRB review: Limited IRB review must be performed by the IRB and can be performed using expedited procedures. Thus, the review may be performed by the IRB Chair or “one or more experienced reviewers designated by the chairperson from among members of the IRB. The reviewer may require modifications to approve the proposed research, but may not disapprove the research. Disapprovals must be decided by a convened IRB. 
All other review requirements of exempt research apply to limited IRB review. This includes the documentation of rationale if the reviewer determines that the research is greater than minimal risk and requires a full board review. Continuing review does not apply to exempt research (with or without a limited IRB review) however a status update is required every two years as described in the Ongoing Reporting section above. 

The Principal Investigator will be notified in writing of all exempt review decisions within 7 to 10 business days after review is completed. (Please see the IRB Policy/Procedures “Notification of IRB Decisions to Principal Investigator and PI Response Requirements”.
Exemption Categories:

Under federal regulations (45 CFR 46.101), research activities in which the only involvement of human participant will be in one or more of the following categories are eligible for exemption by the WSU Institutional Review Boards.

1. Research conducted in established or commonly accepted educational settings that specifically involve 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:

a. Research on regular and special education instructional strategies, and
b. Research on the effectiveness of, or the comparison among, instructional techniques, curricula, or classroom management methods.

2. Research that only includes interactions involving the use of 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:

a. Information obtained is recorded by the investigator in such a manner that identity of the participants cannot be readily ascertained, directly or through identifiers linked to the participants

b. Any disclosure of the human participants’ responses outside the research would not reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, educational advancement, reputation.
· This provision also applies to VA regulated research 

c. The information obtained is recorded by the investigator in such a manner that the identity of the human participants can readily be ascertained, directly or through identifiers linked to the participants, and an IRB conducts a limited IRB review to examine the provisions to protect the privacy of subjects and to maintain the confidentiality of data. 
	NOTE: This category can only be applied to research with children when the research involves educational tests or the observation of public behavior (as long as the investigator(s) do not participate in the activities being observed); and either (a) or (b) above is true.


3. Research involving benign behavioral interventions in conjunction with the collection of information from an adult participant through verbal or written responses (including data entry) or audiovisual recording if the participant 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 participant cannot readily be ascertained, directly or through identifiers linked to the participants
b. Any disclosure of the participants’ responses outside the research would not reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, educational advancement, or reputation
c. The information obtained is recorded by the investigator in such a manner that the identity of the participants’ can be readily ascertained, directly or through identifiers linked to the participants, and the IRB conducts a limited IRB review to examine the provisions to protect the privacy of subjects and to maintain the confidentiality of data.
For 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 participants, and the investigator has no reason to think the participants will find the interventions offensive or embarrassing.  Provided all such criteria are met, examples of such benign behavioral interventions would include having the participants 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 participants 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 participant is informed that he or she will be unaware of or misled regarding the nature or purposes of the research. 
Note: This exemption does not apply to research involving children.

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:
a. The identifiable private information or identifiable biospecimens are publicly available; 
b. Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the participants cannot readily be ascertained directly or through identifiers linked to the participants, the investigator does not contact the participants, and the investigator will not re-identify the participants. 
c. The research involves only information collection and analysis involving the investigators use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E [‘HIPAA’] for the purposes of “healthcare operations” or “research” as those terms are defined at 45CFR 164.501 or for “public health activities and purposes as described under 45CFR 164.512(b); or
d. 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 section 208(b) of the E-Government Act of 2002, 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, 5 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 research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including:
a. Procedures for obtaining benefits or services under those programs, 

b. Possible changes in, or alternatives to, those programs or procedures, or
c. 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. 

i. 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 participants.
a. The research is conducted pursuant to specific statutory authority of the US federal government. 

b. There is no statutory requirement that an IRB review the research. 

c. The research does not involve significant physical invasions or intrusions upon the privacy of participants.   
6. Taste and food quality evaluation and consumer acceptance studies if:

a. Wholesome foods without additives are consumed, or

b. 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.
	NOTE: The WSU IRB has elected to opt out of the optional categories #7 and #8 as described in 45 CFR 46.104. These categories involve research with identifiable information or biospecimens in which broad consent is obtained. Any study with broad consent will not be eligible for exempt review under this policy.


Human participant research that CANNOT be Exempt

· Projects that intentionally target prisoners (incidental inclusion of prisoners in research aimed at a broader subject population is acceptable). 
· Projects involving children as noted within the exempt categories (see categories 2 & 3).
· Projects that are FDA-regulated, with the exception of category 6.
· Research involving the storage, maintenance, or secondary research use of identifiable private information or identifiable biospecimens when broad consent will be (or has been) obtained.
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