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PURPOSE OF THE IRB
The Normandale Institutional Review Board’s (IRB) mission is to assure the safety of participants in research projects, to assure the provision of full and informed consent by participants, and to guide researchers as to the ethical conduct of human research. The IRB reviews, approves or disapproves, and conducts continuing review of, research involving human participants.  The primary purpose of IRB review is to assure protection of the rights and welfare of human participants.  Normandale’s IRB is composed and functions according to the Code of Federal Regulations, Title 21, Part 56 and Title 45 part 46.  Research involving human participants may not be conducted at Normandale Community College (NCC) or by a representative of the NCC community without prior approval from the IRB.

The charge of the NCC Institutional Review Board is to protect the rights and welfare of human subjects in research projects by minimizing risks and ensuring informed and voluntarily participation. The goal of the IRB is to provide a climate for research and scholarly activity at NCC while protecting the well-being of human subjects. The fundamental principles of human subject protection are (1) people should not (in most cases) be involved in research without their informed consent; and (2) subjects should not incur increased risk of harm from their research participation beyond the normal risks inherent in everyday life. 
 
The IRB at Normandale Community College has the responsibility to oversee procedures and carry out the College’s commitment to protect human participants in research. The IRB is authorized to review, approve, require modifications in, or disapprove human subject research activities conducted by, through, or at the College. The IRB does not assume the role of evaluating the soundness of the proposed research study, the merits of the research design, or the potential contribution of the research to scholarly literature. However, these factor into the IRB’s decision about the risk-level of a study and if this risk could be minimized with better design. First and foremost, the IRB is charged with evaluating each project’s compliance with ethical standards in regard to issues such as informed consent, confidentiality, and any risk to the participants. 
 
It is the role of the Normandale Community College IRB to review proposed research projects involving human subjects; ensure individuals involved in the project are treated ethically; ensure all subjects are provided with substantial information about the study and that they consent to be a subject in the study; and all private information is handled appropriately.  NCC’s IRB is not authorized to grant access to Normandale Community College’s data.  
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Underlying Principles
 
Normandale Community College applies the ethical principles for protection of human subjects as stated in the Code of Federal Regulations: 45CFR46. Created by the National Research Act in 1979, the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research was established to enact these regulations. The Commission published The Belmont Report, which set forth the following basic ethical principles for the conduct of research involving human subjects: 
 
· Respect for Persons - Acknowledgment of the autonomy of the individual and the responsibility to provide special protection for individuals with reduced autonomy. 
· Beneficence - A responsibility to do no harm, to maximize possible benefits, and to minimize possible harm. 
· Justice – An expectation of fairness in distribution of benefits realized from research as well as its burdens. 
 
Application of Principles
 
[bookmark: _Hlk127964301]As stated in the Federal Code of Regulations, 45 CFR 46. 111, it is the charge of the IRB to ensure that in the conduct of research 
 
· risks are minimized and reasonable in relation to anticipated benefits 
· subjects give informed consent 
· rights and welfare of the subjects are maintained 
 
Normandale Community College applies the following principles to all human subject research with no distinctions between monitoring projects that are funded or unfunded, sponsored or non-sponsored, among various funding sources, or between projects carried out by students, faculty or other NCC employees either on or off campus. Additionally, these principles apply to any human research conducted by others on the NCC campus or with NCC students or employees. 
 
· Subjects’ legal rights will be respected; their rights to privacy, dignity, and comfort will also be considered in approving proposed research. 
· Risks to subjects must be reasonable in relation to anticipated benefits. 
· No subject in a research activity shall be exposed to unreasonable risk to health or well-being. 
· Appropriate professional attention and facilities shall be provided to ensure the protection of the individual as a research subject. 
· Adequate provisions should be made for recruiting a subject population that is representative of the population being studied in terms of gender and ethnicity unless scientifically justified. 
· Research involving human subjects must be carried out by people qualified to do so. 
· Participation of a human subject in research must be voluntary, and the right to withdraw at any time must be provided. Information provided to gain subject’s consent must be adequate, appropriate, and presented in lay language appropriate to the subject population. 
· Any request by a subject to withdraw from a research activity will be honored promptly with no penalty. 

All research proposals involving human subjects must be reviewed by, and must receive approval of, the IRB prior to project initiation and prior to initiating any changes to the protocol. Continuing research programs are subject to at least annual review.

[bookmark: DEI]Commitment to Diversity, Equity, Inclusion and Justice 
Statement approved by IRB on 11/2/23 and by Institutional Official on 12/5/23. 
 
Normandale’s Institutional Review Board (IRB) is committed to diversity, equity, inclusion, and justice in the review, approval, and oversight of human-participant research.  

The mission and purpose of an IRB is to safeguard and protect the rights and welfare of all human participants who volunteer to participate in research. Consistent with the principle of justice, human participant research must aim to be broadly inclusive and representative of the population whose conditions are the focus of study, unless justified by scientific, ethical, or safety concerns. Additionally, the principle of justice demands no subgroup receive the burden nor the benefits of research disproportionately, especially if historically these have already been disseminated inequitably.  

Consistent with the definition of research, investigators should be intentional to add to existing knowledge and aim for innovation and progress in their analysis and findings. They should be careful to avoid performing research that may create a negative perception against specific groups of people and examine their findings through multiple lenses, most importantly those of the communities studied. 

As an IRB, we will strive to support investigator and institutional efforts to ensure diversity, promote inclusion, and drive educational equity. We evaluate all IRB applications in terms of rationale, eligibility criteria, recruitment materials, consent documents and processes for inclusive and equitable opportunities for participants. We are committed to advancing research that is responsive to, and supportive of, the wellbeing of our communities, and endeavor to reduce disparities and promote social justice. 
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Regulatory Requirements and Authorizing Regulations

The Office for Human Research Protections (OHRP; formerly the Office for Protection from Research Risks) is an agency of the Department of Health and Human Services. The office “provides leadership in the protection of the rights, welfare, and wellbeing of subjects involved in research conducted or supported by the U.S. Department of Health and Human Services (HHS). OHRP’s mission helps ensure this by providing clarification and guidance, developing educational programs and materials, maintaining regulatory oversight, and providing advice on ethical and regulatory issues in biomedical and social-behavioral research.”

The Department of Health and Human Services via OHRP and the Food and Drug Administration, among others, provides the regulatory framework for the conduct of human subjects research and human subjects research protections. The department’s respective regulations were modified in 1981 to be compatible; the Federal Policy for the Protection of Human Subjects or the “Common Rule” was published in 1991. On 1/21/2019 the 2018 requirements were applied for all research approved on or after this date. 45 CFR 46.101Al 1. 
Normandale’s IRB operates under the requirements and authorizing regulations found in 45 CFR 46 of the U.S. Federal Regulations.


[bookmark: FWA]Federalwide Assurance

Federalwide Assurance Number: FWA00033137

Normandale Community College has an assurance of compliance, called a Federalwide Assurance, with the Office for Human Research Protections in the Department of Health and Human Services. Any institution receiving federal funding for research involving human subjects is required to enter into this agreement. Once granted, a Federalwide Assurance is a binding written agreement between Normandale and the U.S. Department of Health and Human Services. The agreement states that the College is guided by the ethical principles of the Belmont Report and will comply with federal regulations (45 CFR 46) for all federally funded human subjects research. The Federalwide Assurance describes the responsibilities of the institution, certain administrative positions, the IRB, and the research investigator. All investigators at Normandale must conduct research in accordance with the provisions of the Federalwide Assurance, regardless of the funding source for their research. The Institutional Official (IO; currently the Vice President of Academic Affairs) maintains the Federalwide Assurance and IRB registration. When applicable, the IO notifies the Office for Human Research Protections of any changes in the Federalwide Assurance or IRB membership. The IRB Chair maintains a list (known as a roster) of the IRB members for the IO. 
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Charge

The NCC IRB is accountable to the U.S. Department of Health and Human Services Office of Human Research Protections for the oversight of all human subject research to ensure the ethical treatment of all human subjects. 
 
The NCC IRB must review and approve any funded or non-funded research related to human subjects whether or not it is funded internally or externally by private or government funds if the research is 
 
(1) Sponsored by NCC, 
(2) Performed by or under the direction of NCC faculty, staff and/or students,
(3) Conducted using college-owned facilities or equipment,
(4) Involving the use of NCC’s non-public information to identify or contact human research subjects or prospective subjects.

In some instances, students may be involved in course activities such as questioning, participation in minimally physically stressing classroom exercises, observing, and/or interacting with other individuals.  The course instructor is responsible for determining whether such activity is classified as research requiring IRB approval.  If instructors have any doubt concerning the classification of these activities, they are encouraged to seek guidance from the IRB Chair.  

The IRB reviews all projects and programs involving human subjects in accordance with this Manual, applicable federal regulations, and sponsor policies and guidelines.    
  
· The IRB shall have the authority to require progress reports from the investigators and oversee the conduct of the study.  
· The IRB shall have the authority to seek verification, from sources other than the investigators, that no material changes have occurred since a previous IRB review, particularly in cases where: 1) the project involves unusual levels or types of risks to subjects; 2) the project is conducted by an investigator who has previously failed to comply with the requirements/determinations of the IRB and/or HHS regulations; or 3) concerns have been raised, based upon information in continuing review reports or other sources, about possible material changes occurring without IRB approval.    
· The IRB shall have the authority to observe the informed consent process as practiced by any investigator or authorized person in any approved protocol.  
· The IRB shall have the authority to access, and to duplicate, records related to any research approved by the IRB regardless of the location of those records, for any reason.  Where feasible, appropriate notice will be given of the need to review and/or duplicate records to minimize potential disruption of ongoing research.  
 
§46.112 Review by Institution 
 
Research covered by this policy that is approved by an IRB may be subject to further appropriate review and approval or disapproval by officials of the institution. For example, a study may be approved by the IRB but not be allowed because of FERPA laws and policies or decisions by the Institutional Research Office or the President’s office. However, other NCC offices or personnel may not approve the research if it is not approved by an IRB. 
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IRB Membership: 45CFR §46.107 
 
Per federal regulations, the IRB shall have at least five members, with varying backgrounds to promote complete and adequate review of research activities commonly conducted by the institution. The IRB shall be sufficiently qualified through the experience and expertise of its members, and the diversity of the members, including consideration of race, gender, and cultural backgrounds and sensitivity to community issues, to promote respect for its advice and counsel in safeguarding the rights and welfare of human subjects. Additionally, the IRB shall be able to ascertain the acceptability of proposed research in terms of institutional commitments and regulations, applicable law, and standards of professional conduct and practice. The IRB shall, therefore, include persons knowledgeable in these areas. If an IRB regularly reviews research involving a vulnerable category of subjects, such as children, prisoners, or physically or mentally disabled persons, consideration shall be given to the inclusion of one or more individuals who are knowledgeable about and experienced in working with these subjects. 

(1) Every effort will be made to ensure that the IRB will have gender diversity, including the institution's consideration of qualified persons of all genders, so long as no selection is made to the IRB on the basis of gender. The IRB may not consist entirely of members of one discipline. 
(2) The IRB shall include at least one member whose primary concerns are in scientific areas and at least one member whose primary concerns are in nonscientific areas. 

(3) The IRB shall include at least one member who is not otherwise affiliated with the institution, and who is not part of the immediate family of a person who is affiliated with the institution. 

(4) No IRB member may participate in the IRB's initial or continuing review of any project in which the member has a conflicting interest, except to provide information requested by the IRB. 

(5) The IRB may, at its discretion, invite individuals with competence in special areas to assist in the review of issues requiring expertise beyond or in addition to that available on the IRB. These individuals may not vote with the IRB. 

At Normandale, the IRB consists of at least 8 full members. The group will be made up of science and non-science faculty, staff, an administrative representative, and an unaffiliated member. Members are appointed by the Institutional Official and the current IRB. 

Full Members:
	Description & Number
	Appointed By
	Voting Status

	Chair - Faculty from sciences (health, natural, or social)
	Institutional Official
	yes

	Administrative member
	Current IRB
	yes

	Grants office representative
	Current IRB
	yes

	Faculty from health sciences
	Current IRB
	yes

	Faculty from natural sciences 
	Current IRB
	yes

	Faculty from social sciences 
	Current IRB
	yes

	Non-science area faculty member
	Current IRB
	yes

	Unaffiliated Member
	Institutional Official, in consultation with IRB chair
	yes




Non-voting and Alternate Members
Non-voting members are those who are new to the Board and who have not completed required Human Subjects Training. In general, these members come to the Board in the beginning of the academic year with intention of filling the role a current member will vacate at the end of the academic year. Non-voting members may participate in all Board related activities including attending IRB meetings and discussions but cannot participate in any voting on applications nor IRB procedures and policies. 

Non-voting members who complete Human Subjects Training become alternate members.

Alternate members may vote in place of an absent voting full member if a quorum and compliance with federal regulations governing voting are maintained. Any alternate member can replace an absent full member’s vote except (1) a non-scientist member must be replaced by an alternate non-scientist member if there is no other non-scientist member at the vote and (2) whenever possible the unaffiliated member’s vote will be replaced by the alternate unaffiliated member. 

The alternate member will assume all of the responsibilities of the committee member for whom they are serving as a replacement.

Alternate members may attend IRB meetings without serving as a replacement for a regular committee member; however, in this capacity, the alternate member may not participate in any of the final research proposal approval decisions of the committee. They do, however, vote on IRB policy and procedure issues.

If applicable, IRB minutes will document if a member present at the meeting is an alternate as well as the IRB member for whom the alternate is substituting.

Training and Education
 
All IRB members undergo formal training at the time of their initial appointment. Non-voting members (those that recently were appointed to the Board) complete training introducing them to the Normandale IRB documents and procedures as well as general information regarding IRB structure, history and importance. This must be completed by the end of their first semester with the IRB. If they decide to move forward into an alternate member position, they complete the full CITI Program’s Human Subjects Research (HSR) online course (https://about.citiprogram.org/en/series/human-subjects-research-hsr/).

All IRB members must satisfy continuing education requirements either by completing an approved Human Subjects Research refresher course every three years, usually through the CITI program website or the Protecting Human Research Subjects website (https://phrptraining.com/), Human Subjects Research training from the Office for Human Subjects Protection’s website or by completing/attending other IRB training opportunities as approved by the IRB Chair and the Institutional Official. All required training is paid for by the College.
 
The IRB Chair will maintain a log of training completion paperwork and dates, as well as ensure compliance with initial and continuing education training requirements.
 


Conflict of Interest
 
An IRB member is said to have a conflicting interest whenever that IRB member, member’s spouse, or member’s dependent child: 1) is an investigator or sub-investigator on the project; 2) has a “significant financial interest” in the sponsor or agent of the sponsor of a study being reviewed by the IRB, whereby the outcome of the study could influence the value of the financial interest; 3) acts as an officer or a director of the sponsor or an agent of the sponsor of a study being reviewed by the IRB; or 4) has identified themselves for any other reason as having a conflicting interest. 
 
It is the responsibility of each IRB member to identify and avoid any situations in which they, either personally or by virtue of their position, might have a conflict of interest, or may be perceived by others as having a conflict of interest, arising in connection with a matter before an IRB of which they are a member. If assigned as a reviewer for a matter with which the IRB member feels they may have a conflict of interest, the IRB member must notify the IRB Chair immediately so the matter may be reassigned to another reviewer. Any IRB member with a real or potential conflict of interest relative to any business being considered must abstain from the final discussion and voting. The member may provide information requested by the IRB, but may not attempt to influence or otherwise affect the IRB’s final deliberations or decisions. This conflict of interest policy extends to all IRB business, including board meetings, IRB study audits and investigations of misconduct in research.
 
Board Member Responsibilities
 
It is each board member’s responsibility to: 
 
· Participate in required trainings and submit documentation of completion to the IRB chair.
· Review all materials on each application requiring full review or as directed by the Chair.
· Protect the interests and welfare of research subjects.
· Help researchers comply with ethical requirements and with federal and state regulations.
· Actively participate in board actions and determinations as appropriate.

IRB Chair Responsibilities
 
It is the responsibility of the IRB Chair to: 
 
· Accept IRB application packets and verify all required materials are included.
· Initiate all board reviews of research proposals.
· Ensure IRB’s written procedures are followed for all research proposal reviews.
· Schedule IRB meetings and prepare meeting agendas as needed.
· Post notice of meetings, agendas and minutes to the IRB TEAMS site. 
· Use standard agenda and minutes templates or an alternative that captures similar information.
· Preside over, and facilitate, all IRB meetings.
· Sign and submit the IRB determination letter to the Principal Investigator (PI).
· Ensure all records are maintained as required by Title 45 Part 46 of the Code of Federal Regulations. 
· Ensure all public-facing IRB documents are correct and up to date. 
· Ensure members understand the purpose and duties of the committee.
· Act as point of contact for individuals outside of Normandale requesting to conduct research involving Normandale employees and/or students. 
· Review the Board charge annually, and, if changes are recommended, shepherd the revised charge through the approval process.
· Submit a report of Board activities annually to the IO.

Appointment of Board Members
The Chair is appointed by the Vice President for Academic Affairs to a three-year appointment. New members are appointed by an official vote of current Board members. Unaffiliated members must be approved by both the current Board vote and the Institutional Official specifically. Members are initially appointed to a three-year length of service because of the training requirements (15-20 hours) to become a member and expertise gained while serving as a Board member. It is recognized that continuity in the IRB member position supports committee work. After the initial three years of service, members have the option to be reappointed on a yearly basis after required refresher training. When possible, IRB members will give early notice they intend to leave at the end of an academic year. When possible, new members serve on the Board as non-voting members to gain experience as an IRB member and complete required training. When possible, an alternate member will rotate into the full member position and a non-voting member will rotate into the now-vacant alternate member position.
If a Board member discontinues service, the Chair will put out a call for new members whose appointment ensures the Board continues to meet federal requirements 45 CFR Part 46 and the minimum membership structure described above. If a Board member does not attend two meetings in a row and/or does not give solicited feedback twice in a row, or otherwise fails to participate in the Board, the remainder of Board members may vote to remove them from the Board.
[bookmark: _Toc156396031]ACTIONS OF THE IRB
Proposed Human Subjects Research

The IRB (or a designated member following procedures described under “The IRB review”) may take one of five actions in regard to proposed human subject research: 
 
(1) Exempt the study from IRB Review
(2) Approve 
(3) Approve contingent on requested changes 
(4) Disapprove and/or disapprove and make recommendations of required changes for resubmission
(5) Suspend or terminate as per §46.113 
 
Revisions to human subjects applications may be required after IRB review.  The IRB sends correspondence to the investigator detailing requests for revisions, clarification, or additional information as well as information regarding continuing review.  The investigator has a designated time period, not to exceed 60 days, in which to respond to the revisions requested.  If the investigator does not respond in the designated time period, the application may be withdrawn and returned.  If the investigator wishes to conduct a study that has been withdrawn, they must submit a new application, incorporating comments from the prior IRB review. 
 
When specific changes are requested by the convened IRB in the protocol and/or consent document(s) that require no more than simple concurrence, the Chair, or a designee, reviews these for compliance before final approval is given.  In instances where extensive or substantive clarifications or modifications are requested during a full board review, the revised documents are returned to the full board for its review and approval.  The application receives final approval when all required changes have been submitted and approved. 

The IRB shall have authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's requirements or that has been associated with unexpected serious harm to subjects. Any suspension or termination of approval shall include a statement of the reasons for the IRB's action and shall be reported promptly to the investigator, appropriate institutional officials, and any relevant department or agency head. 
 
Furthermore, the IRB may sanction the Principal Investigator as the board deems necessary to ensure continued human subject protection. All actions will be reported to the Office for Human Research Protections. 

Handling of research subjects' concerns 

The IRB Chair’s contact information is on every research study’s consent form, so every participant receives this information and a directive to contact the IRB with any questions, complaints, or concerns about their participation. When the Chair receives correspondence, the Chair promptly collects information from the subject and reaches out to the researchers for any other information and response. The Chair facilitates a conversation between the subject and the researchers if appropriate and requested by the subject. The Chair prioritizes these conversations to ensure they occur in a timely manner. If a conversation is not appropriate (for example, the subject wishes to remain anonymous or the subject alleges illegal behavior) or the complaint is not resolved by the conversation, the IRB Chair alerts the IO of the complaint. The IO, acting with input from the IRB, then takes any required action which may include sanctions to the researcher, suspension of the research, reporting the complaint and outcomes to regulatory agencies, and other steps deemed necessary to protect subjects, resolve the complaint, and protect the integrity of campus policies and ethical research practices.

Cooperative Activities
  
Cooperative activities relating to human subjects research are those which involve Normandale Community College and another institution. Normandale’s IRB makes the determination, in consultation with the other institution’s IRB and authorities if needed, of what research can be reviewed, approved, and/or monitored cooperatively. Normally, the research must be reviewed and approved by the IRBs (or an equivalent authority) at both institutions before it can be initiated. However, NCC will enter into a joint review arrangement, rely on the review of another institution’s qualified IRB, or make similar arrangements for avoiding duplication of effort when:

1. Conditions of the Single IRB (sIRB) mandate are met for Federally-funded studies involving the same non-exempt research protocol across multiple sites. These conditions include (1) the cooperative arrangements are approved by any Agency supporting the project; (2) both institutions have Federalwide Assurances (FWAs) approved by OHRP (The IRB Chair will verify via the OHRP website that the other institution(s) have approved FWAs); (3) both institutions have entered into an Authorization Agreement (or equivalent document) that stipulates the responsibilities of both parties; and (4) the appropriate section of the Authorization Agreement of the deferring institution designates the IRB of the approving institution.

2. All conditions in #1 above are met for a non-exempt research protocol that is not Federally-funded.

3. Conditions of the research meet criteria for exempt status and policies and procedures for review and approval of research at the cooperating institution are similar to those of Normandale’s IRB. For exempt research already approved by another IRB, Normandale’s IRB may issue a site approval letter based upon the other IRB’s application and review as they deem appropriate. 

In the absence of these conditions, the PI must secure the approval of the IRB at each institution engaged in the research and submit documentation of such approvals to the other IRBs.

If a member of Normandale’s community wishes to conduct research at a site off-campus, they must provide a site approval form with their IRB application that gives them permission from the head of the agency or someone designated as having authority to provide the permission by the agency to conduct research there. They must also show to the IRB’s satisfaction that the facilities, equipment, and supervision at the site will be sufficient for sound research practices and to minimize risk to research participants.

If a person who is not part of Normandale’s community wishes to conduct research at Normandale primarily and/or specifically with subjects drawn from Normandale students, faculty, and/or staff, and have IRB approval from their home institution, they must receive a site approval letter from Normandale’s IRB before conducting this research (if an exempt research protocol) or ensure an Authorization Agreement between Normandale’s IRB and the home institution’s IRB is signed and approved (if a non-exempt research protocol). The site approval process can be started by submitting a Request for Site Approval form to the IRB Chair. If an Authorization Agreement is needed, the process can be started by emailing the IRB Chair with details about the study and contact information for the PI(s) and the home institution IRB.

Note that the site approval or Authorization Agreement only grant approval based on the criteria for approving studies described above. They do not supersede asking permission from campus authorities, like the College President, to conduct research on campus and utilize the campus facilities.

Translation services

The IRB does not provide translation services. It is the responsibility of the researcher to ensure all documents given to participants are in the appropriate language to ensure understanding of the study by the subject pool. When reviewing applications, one factor for consideration for IRB approval will be the translation of the consent form into other languages as necessary.

[bookmark: _Toc156396032]THE IRB REVIEW 
 Criteria for Approval 

The Normandale IRB approves all studies using the Criteria for IRB Approval of Research, and shall apply the most current list of categories of research published in the Federal Register that may be reviewed using expedited review procedures §45 CFR 46.110(a) applying the Criteria for IRB approval for research §45 CFR 46.111 

In order to approve research involving human subjects, the IRB must determine at every review that all of the following are met: 
(1) Risks to subjects are minimized 
(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. 
(3) Selection of subjects is equitable. 
(4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 45 CFR 46.116. 
(5) Informed consent will be appropriately documented or appropriately waived in accordance with 45 CFR 46.117. 
(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects. 
(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data. 
(8) When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, individuals with impaired decision-making capacity or economically or educationally disadvantaged persons, or when special populations, as defined by federal standards, such as pregnant women, human fetuses and neonates, or prisoners are used additional safeguards have been included in the study to protect the rights and welfare of these subjects in accordance with 45 CFR 46 subparts B,C,D.

Normandale’s IRB has opted not to apply the optional broad consent criteria under the 45 CFR 46 (2018 Revised Common Rule) regulations to research approved by the College.

In addition, Normandale’s IRB is required to take the following steps when approving or disapproving research proposals: 
 
(1) Consider the qualifications and professional development of the principal investigator and relate them to the degree of protocol complexity and risk to human subjects; 
(2) Consider directing that proposals requiring skills beyond those held by the principal investigator be modified to meet the investigator’s skills, have additional qualified personnel added, or be disapproved; 
(3) Instruct investigators to prepare protocols, with complete descriptions of the proposed research. The research plan must include provisions for the adequate protection of the rights and welfare of prospective subjects and ensure that pertinent laws and regulations are observed. Samples of informed consent must be included with protocols. Investigators are responsible for obtaining informed consent and ensuring that no human subject will be involved in the research before consent is obtained; 
(4) [bookmark: Eligible]Ensure that the research plan addresses quality assurance standards set by the institution as well as applicable external standards.

Eligible Students policy

Most of Normandale’s IRB research applications involve Normandale students as the research pool. In general, a Normandale student is considered eligible to consent to research related to their role as a student even if they are under the age of 18. See below for more specific guidelines. 

IRB guidelines for students under the age of 18:
The federal IRB regulations define children as “persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.” 45 CFR 46.402; 21 CFR 50.3. Thus, who is a “child” for research purposes rests on the applicable law in the jurisdiction(s) where the research will occur. For most research conducted at Normandale, the applicable law will be FERPA. Under FERPA, when a student enters a postsecondary institution at any age, the rights under FERPA transfer from the parents to the student ("eligible student"). The FERPA statute is found at 20 U.S.C. § 1232g and the FERPA regulations are found at 34 CFR Part 99. Most college students under the age of 18 are considered eligible students because they are enrolled as students in a post-secondary institution. FERPA applies to eligible students from the point of application forward.
Interpreting the above regulations, Normandale’s IRB has adopted the following policies:
1. If research is related to student behaviors, outcomes, or processes in the categories of teaching and learning, and does not directly target students under the age of 18 as a population group, the applicable law is FERPA. All students are considered “eligible students” and can consent to their participation in research. 
2. If research is done on Normandale’s student body and does not directly target students under the age of 18 as a population group, the applicable law is FERPA. All students are considered “eligible students” and can consent to their participation in research. 
With IRB approval, an eligible student, under policy 1 or 2, regardless of age should provide consent and sign the consent form as an adult, unless the IRB approves a waiver or alteration of the usual consent standards for adults.
3. If research participants are recruited at Normandale but the research is not tied to the role of student or related to the college community (for example as a convenience sample), these participants are considered “minors” by the IRB and parental consent is needed for participation.
4. If research participants are recruited at Normandale and the research specifically targets an age group under 18 years of age, these participants are considered “minors” by the IRB and parental consent is needed for participation.
5. The IRB, not the researcher, makes the determination of whether participants under the age of 18 are considered “eligible students” in research protocols and questions. For example, research related to topics such as sexual experiences, drug use, and traumatic experiences might not be appropriate without parental consent.
6. Even if participants under the age of 18 are considered “eligible students” for the research, the IRB may impose additional safeguards at their discretion if the research protocol meets criteria for full review.
7. Due to potential risks, the IRB may determine that certain groups of eligible students that may otherwise legally consent should be excluded from the research. 
8. Even if the IRB approves eligible student consent for the specific study, the principal investigator must also ensure that any individual possesses the mental capacity to understand the risks, benefits and the consequences of the decision to participate in research.
[bookmark: Instructor]Instructor as Researcher Policy
Instructor’s students recruited as research subjects are more vulnerable to coercion because they may feel obligated to participate in research, believing that failure to do so will negatively affect their grades and/or the attitude of the teacher towards them. Students are also at greater risk of experiencing negative consequences if confidentiality is not maintained for the research data. 
Instructor as Researcher Guidelines:
In addition to following all other IRB guidelines and policies (e.g. providing informed consent, minimizing risk, etc.), researchers who wish to use their own students as research participants are held to the following:
Justification: Researchers must provide valid scientific justification for selecting their own students as research subjects. Convenience is not a valid justification. 
Minimal Risk: Any study must pose no greater than minimal risk to subjects.
Explicit statement of voluntary nature and non-penalty for non-participation: Participation of students must be voluntary and students must not be penalized for non-participation. Researchers must ensure students know that they may choose not to participate in the research and that their decision will not affect their grade, class standing, or relationship with any instructor. (Template language for informed consent: choosing not to participate in the research will not affect your grades, class standing, or relationship with any instructor.) 
Extra Credit: If extra credit is offered in exchange for participation, an alternate means of earning equivalent extra credit for an equivalent commitment of time and effort should be made available to the entire student pool. Extra credit can be given for study participation, not for study completion. Students must be free to opt out at any time.
Use of Class Time: The use of class time for research purposes must be justified with an explanation of the benefit of study participation to the students’ learning of the course material. Research activities should not take up substantial class time; priority must remain on teaching.
Use of Class Assignments in Research: Instructors should not use their students' class assignments (e.g., journals, term papers, etc.) in research without the signed consent of the students regardless of the access the researcher may have in their academic role.  
Third party information collection and holding: Consent, recruitment, and any non-instructional research materials should be distributed and collected by an independent third party who does NOT have a status and/or classroom relationship with the potential subjects. The faculty member cannot recruit and/or gain consent. All non-instructional data must be held by this third-party person until grades have been posted at the end of the term. Students’ participation status and data collected should not be known by the instructor until final grades are posted. Whenever possible, only deidentified data should be given to the instructor.
Instructors who wish to use their students in a research study are strongly encouraged to discuss their project with the IRB Chair prior to designing the protocol. The IRB Chair may be able to suggest other ways to mitigate coercion and/or increase privacy protection.
Process of Research Application Review
 
Timeframe: Investigators should allow a minimum of four weeks for an application to be scheduled for full (“convened”) review based on the IRB’s meeting monthly schedule. Investigators should allow a minimum of two weeks for an application to be reviewed by exempt or expedited procedures.
 
Workflow: Once an investigator submits an application to the IRB, the IRB Chair reviews the application initially to make sure that it is completed with expected attachments (e.g. Informed Consent document, recruiting materials, any required training certifications), and all questions answered, and a cursory look at responses for level of detail. The Chair then reaches out to the investigator for any details or missing documents. If applications are incomplete, the review process begins again once the application is re-submitted with all complete information. 

Once an application is deemed to be complete, the IRB Chair conducts an initial screening of the application to determine the level of review (exempt, expedited, or full) necessary. 

[bookmark: _Toc156396033]EXEMPT REVIEW
Procedure
Normandale’s IRB policy requires all human subjects research proposals to be submitted for IRB review.  However, certain types of human subjects research may be classified as exempt from the federal regulations. Research eligible for exemption usually involves little or no risk to subjects. The IRB Chair or designee is the sole authority for determining whether the research meets the exempt criteria (described in detail below), based on review and approval of the research application materials.  In making this determination the IRB Chair or designee considers any ethical issues. If the IRB Chair or designee has any questions or concerns about the proposal, the proposal is referred for Expedited or Full review by the Board.

If a research proposal is determined to be Exempt, the research is approved by the IRB. 
Exempt research projects have no requirement for continuing IRB review. However, any changes to study procedures must be submitted, prior to implementation, as a modification, for IRB review and approval.  

Categories of Exempt Research Activities
There are eight categories of research activities determined to be exempt as defined by the 2018 Revised Human Subjects Research Code of Federal Regulations under §45 CFR 46.104.  Six of the exemption categories are required by the federal regulations.  Two of the exemption categories are optional under the federal regulations.  Normandale’s IRB has elected to adopt only the six required exemption categories.    

In order for a study to be eligible for exemption, all research related activities outlined in the project application must fall under one or more of the exempt categories.  For example, if all but one research activity meets the exemption criteria, the project cannot be categorized under an exemption.  When a project does receive an exemption, this only waives the need for full IRB review and does not always negate the need for the informed consent of subjects.  

Exemptions under the Department of Health and Human Services regulations are limited to research activities in which the only involvement of human subjects will be in one or more on the following categories.  The exemption criteria listed below do not apply to research involving prisoners (45 CFR 46, Subpart C).  There are six categories of exemptions (full text of the regulations is located at 45 CFR 46.104): 
 
[bookmark: _Toc224849]Exemption Category 1 - §45 CFR 46.104(d)(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. 

The IRB must consider whether the proposed activities constitute “normal educational practice” and if the setting is a “commonly accepted educational setting”. 

Research would not meet exemption category 1 if:  
· It takes time or attention away from normal instruction in a way that might negatively affect student achievement OR  
· It adversely affects assessment of a teacher’s practice or performance. 

[bookmark: _Toc224850]Exemption Category 2 - §45 CFR 46.104(d)(2)  
Human Subjects 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 are 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 review to make a determination of exemption. 
 
The primary concern of this category is protecting a subject’s privacy and avoiding risks associated with breach of confidentiality. In most cases, data of this nature can be collected anonymously and can therefore be eligible for exempt status. These types of procedures are non-invasive, involve no more than minimal risk, and tend to require little effort on the part of the subject. When determining “minimal risk” the IRB must first identify all risks associated with the study. Department of Health & Human Services (DHHS) defines “minimal risk” to mean “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.” 45 CFR 46.102(j). 
 
Interventions are not allowed under this exemption, only data collection.  An “intervention” is defined as including “both physical procedures by which information or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.” 45 CFR 46.102(e)(2) 

The specific topic of the questions/testing to be asked of subjects and the level of sensitivity aid in the determination of exempt status. 

This category does not apply to research with children, except for research involving observations of public behavior in which the investigator does not participate in the activities being observed.  

[bookmark: _Toc224851]The third criterion (iii) for Exemption #2 allows research that collects sensitive identifiable data but requires “Limited IRB Review” to ensure that adequate protections are in place to protect subject privacy and the confidentiality of data. The IRB must review and approve procedures for data management and security where sensitive information is collected with direct identifiers (e.g., name, address, geocode, email, phone number, social security number, etc.) or indirect identifiers such as a code (e.g. student or subject ID) that can link back to a subject, or data elements that could be combined to readily re-identify a subject (e.g., dates, employment history, etc.). 

Exemption Category 3 - §45 CFR 46.104(d)(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 §46.111(a)(7). 
(ii) 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. 
(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 research in circumstances in which the subject is informed that [they] will be unaware of, or misled regarding, the nature or purposes of the research. 

This exemption is intended to apply to research studies that involve adults undergoing a “benign behavioral intervention” and must prospectively agree to the collection of verbal or written information or responses from subjects (e.g., surveys, interviews, questionnaires), that only include collection via data entry, observation, or audiovisual recording.   
 
Behavioral interventions must be:  
· Brief in duration (a few minutes or hours in a single day) 
· Interventions that are not physically or emotionally harmful,  
· Interventions that are not physically or emotionally painful or  
· Interventions that are not physically or emotionally distressing  
· Low risk to subjects 
· Unlikely to have significant emotional discomfort or adverse lasting impact 
 
Behavioral interventions should generally be limited to: 
· Communication or interpersonal contact with the subject,  
· Performance of a cognitive, intellectual, educational or behavioral task, or 
· Manipulation of the subject’s physical, sensory, social, or emotional environment 
 
Research under this category must not: 
· Be offensive or embarrassing to the subject.     
· Involve medical interventions,  
· Include medical tests, medical procedures, and/or the use of medical devices 
· Involve physical procedures such as blood pressure, EEG, MRI, buccal swab, activity trackers (e.g., Fitbit), eye trackers, and/or blood draws. 

If the research involves deception, the subjects must prospectively agree to the use of deception and\or being misled regarding the nature or purpose of the research.  Debriefing with the subject should be considered at the end of the study.  Data must either be collected anonymously, which means no one on the research team has the ability to link identifiable data with individual subjects at any time or indirectly through a code  
OR 
The study does not collect sensitive data that could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation risk if inadvertently disclosed outside the context of the research.   

Similar to exemption #2, the IRB must review and approve procedures for data management and security where information is collected with direct identifiers (e.g., name, address, geocode, email, phone number, social security number, etc.) or indirect identifiers such as a code (e.g. student or subject ID) that can link back to a subject, or data elements that could be combined to readily re-identify a subject (e.g., dates, employment history, etc.).
[bookmark: _Toc224852]
Exemption Category 4 - §45 CFR 46.104(d)(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 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 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. 
 
Secondary research under this exemption category can occur without consent for the use of identifiable information or identifiable biospecimen for both retrospective and prospective secondary use.  The data\specimens must be collected for some other primary use outside the context of the research to be eligible for this exemption category.  

Data\specimens under exemption (4)(i) or (4)(ii) cannot be clinical data subject to HIPAA regulations.  Research involving the use of data sets that include any of the 18 HIPAA identifiers are not eligible for under exemption (4)(i) or (4)(ii). 
  
Research falling under exemption 4 must meet one of the following conditions:     
(4)(i) Publicly available refers to data and/or specimens that are accessible to anyone in the general public. In these cases, there is not a reasonable expectation of privacy of their data/specimens. OR 

(4)(ii) The researcher cannot record or obtain any identifiable information, nor will the researcher be allowed to re-identify any subject level data\specimens, even temporarily.  Any individuals accessing the identifiable data must already have access to that information by means of their involvement with the original collection. The existence of even a one-way identifier, such as a code that can be used to identify subjects, will disqualify research from exemption 4. OR 

(4)(iii) Collection and analysis involve data only, no specimens.  Identifiable data may be regulated by HIPAA “health care operations” or “research” or “public health activities and purposes.” Direct access to identifiable medical records requires either a waiver of HIPAA Authorization or disclosure of the data by someone independent of the research, generally identified by the Health Care entity as an “Honest Broker.”  Identifiable data can be recorded if a waiver of the requirement to obtain signed HIPAA Authorization is requested and sufficiently justified.  The IRB will not approve a waiver of HIPAA Authorization if the data desired are not in some way related to the patient care responsibilities of the Principal Investigator.  OR 

(4)(iv) Only pertains to research conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected data obtained for non-research activities. The study team must demonstrate appropriate documentation reflecting this relationship. 

[bookmark: _Toc224853]Exemption Category 5 - §45 CFR 46.104(d)(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 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 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. 

This category is narrowly defined and only applies to specifically designated federal programs or other public benefit programs. Only projects which are conducted under federal statutory authority fall under this category and must meet the following criteria:   
· The program under study must deliver 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) 
· The research or demonstration project must be conducted pursuant to specific federal statutory authority 
· There must be no statutory requirement that the project be reviewed by an IRB 
[bookmark: _Toc224854]
Exemption Category 6 - §45 CFR 46.104(d)(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. 


[bookmark: _Toc224855]Exemption Category 7 - §45 CFR 46.104(d)(7)  
The Normandale IRB has not adopted this optional exemption category. 
[bookmark: _Toc224856]
Exemption Category 8 - §45 CFR 46.104(d)(8)  
The Normandale IRB has not adopted this optional exemption category. 

[bookmark: _Toc224847]Subject Population Considerations for Exemption Criteria
Certain research activities cannot be exempt because additional protection has been granted by federal regulations for vulnerable populations. The categories of research that cannot be exempt are as follows: 
 
(1) Research involving survey, interview or benign intervention of children; Exemption (2)(d)(i) &(ii) and (d)(3) (Subpart D) 
(2) Research involving the observation of public behavior of children unless the investigators do not participate in the activities being observed; Exemption (2)(d)(iii) (Subpart D) 
(3) Research involving prisoners except “for research aimed at involving a broader subject population that only incidentally includes prisoners.” (Subpart C) 
(4) Research involving individuals that lack decision making capacity to consent. 

[bookmark: _Toc224848]Privacy & Confidentiality Consideration in Exempted Research
Data collected for research purposes should typically be recorded anonymously or at least coded.  When identifiers are recorded, and information is of a sensitive nature, exempt review may not be appropriate. “Sensitive” information could pose damage to a subject’s reputation, employability, financial standing, and educational advancement, place them at risk for criminal or civil liability, etc. 
[bookmark: _Toc156396034]EXPEDITED REVIEW
Federal regulations recognize certain kinds of research that may be reviewed and approved by an IRB Chair (or designee) rather than by the full board.  Expedited review does not mean that the review occurs more quickly than full board review; rather that it does not need each member of the Board to review. Generally, these are research activities that involve no more than minimal risk to the research subjects and fit into one of eight categories outlined by the federal regulations. Inclusion on the list means that the activity is eligible for expedited review when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.  If the research project as a whole involves more than minimal risk, it is reviewed by the full board, even if the activities are limited to those listed. 

The IRB makes the final determination that a research study qualifies for expedited review; not the researcher. The IRB Chair or designee is responsible for determining whether the research meets the expedited criteria, based on review and approval of the investigator's application to the IRB.  However, it is at the IRB Chair’s or designee’s discretion to require full board review, even when the project appears to meet the criteria for expedited review. 

If a research application is deemed to meet criteria for expedited review, the review will be conducted by the IRB Chair or a designee (a “primary reviewer” system). All considerations and criteria used in a full review are applied to the research proposal; the only difference is that one member considers the proposal instead of all members. Optionally, if the primary reviewer has any concerns about the proposal that they would like input about from the board, they may elect to ask the IRB Chair to appoint a secondary reviewer or submit the proposal for full Board review (described below). The secondary reviewer independently reviews the research proposal as described above and makes their own determination about the review process outcome. The primary and secondary reviewers then discuss their reviews and, if they agree as to the outcome, the review is completed and the Primary Investigator is told of the outcome. If the reviewers are not in agreement or if one decides the research proposal needs full review, the proposal is submitted for full Board review as described below. 

In an expedited review, the reviewer may exercise all of the authorities of the IRB except that the reviewer may not disapprove the research.  A proposal may be disapproved only after review in accordance with the non-expedited procedure set forth in 45 CFR §46.108(b).  If the reviewer chooses not to approve the proposal, it will be referred to a full board review.  All IRB members will be advised of all proposals approved under the expedited review procedure [45 CFR §46.110(c)].  

Modifications to previously approved research projects may be expedited if the modification involves only a minor modification to the approved project during the (one year or less) period of approval. 
 
The continuing review of research may be expedited in certain instances as designated by federal regulations: 
 
(1) If the project was previously reviewed and approved using the expedited procedure and conditions have not changed such that the research would no longer be eligible for expedited review (e.g. protocol change or experience shows the research to be of greater than minimal risk). 
(2) If continuing review of the research was previously approved by the convened IRB and conditions have changed to make the research eligible for expedited review (e.g. research is within those categories and experience confirms the research to be of no greater than minimal risk) 
(3) If continuing review of the research was previously approved by the convened IRB and the research is permanently closed to the enrollment of new subjects, and all subjects have completed all research-related interventions, and the research remains active only for long-term follow-up of subjects; or no subjects have been enrolled and no additional risks have been identified; or the remaining research activities are limited to data analysis.
(4) If continuing review of the research was previously approved by the convened IRB and the research is not conducted under an investigational new drug application or an investigational device exemption, and the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk, and no additional risks have been identified since IRB review at a convened meeting. 
 
The expedited review procedure is not used for the continuing review of research where the research involves more than minimal risk except as described above.  
 
[bookmark: _Toc156396035]FULL REVIEW

If an application meets criteria for full review, either based on the initial screening or because it has been determined to need more thorough analysis by an IRB member based on their Exempt or Expedited review, the IRB Chair places the proposal on the agenda for the next scheduled full board meeting. If a meeting is not scheduled within the next 30 days, the Chair schedules a full board meeting within the next 30 days. The Chair ensures there are board members with the necessary expertise to review the study and a member will be present whose background and training is in a nonscientific field.  The Chair is also responsible for ensuring that there will be quorum for the proposal review and for preparing and distributing meeting materials (i.e. the application and any other relevant work) to board members at least three business days before the meeting and to primary and secondary reviewers at least 7 days before the meeting. Members may attend the meeting in person, by phone, or through real-time teleconferencing (e.g. Zoom, Skype). 

Normandale’s IRB uses a primary and secondary reviewer system for full reviews. When an application is determined to meet criteria for full review, the IRB Chair assigns a primary reviewer and secondary reviewer to the application. Both the primary and secondary reviewer(s) are expected to perform an in-depth review of the research protocol, including any ancillary information needed to understand the protocol and how the criteria for IRB approval applies. The primary reviewer leads the IRB’s discussion of the protocol, providing a summary of the research and potential concerns, if any. The secondary reviewer provides additional comments or information before full Board discussion. All IRB members including the primary reviewer receive the application and any other appropriate materials prior to the full board meeting.  All IRB members are expected to review and be familiar with all of the application materials.  After the primary reviewer leads the discussion of the proposal, the secondary reviewer adds pertinent information, and the other Board members have asked questions and provided additional information, the convened IRB decides to approve, approve with modifications, table, or disapprove the research proposal. Tabling of the proposals may be done for procedural (e.g. losing a quorum) or informational (e.g. questions not being answered fully and needing additional information about) reasons.


IRB application review meetings are considered closed meetings, though at the discretion of the Chair and/or primary reviewer (see below), the investigator(s) may be invited to attend the meeting for the purpose of additional clarification or discussion.  In addition, if it is determined by the Board additional expertise or consultation is needed (for example, to understand a certain protocol or research subject population), the Chair may invite people with this expertise to the meeting to provide information and additional understanding.  The investigator(s) and/or consulting expert(s) is (are) required to leave the meeting for subsequent discussion and voting. 

At the discretion of the Chair, voting may be by written ballot or a show of hands.  The official meeting minutes record a motion from the board and the number of votes which agree or disagree with the motion as well as the number abstaining.  In the event a member of the IRB elects to cast no vote, the minutes record such and identify the individual who did not vote.   
 
A vote of approval by a member means that member has determined that risks to subjects are minimized; risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result; selection of subjects is equitable, informed consent will be sought from each subject or their legally authorized representative or waived; informed consent will be appropriately documented or waived; when appropriate, there are adequate provisions to protect the privacy of subjects and maintain the confidentiality of data; and when some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect their rights and welfare.  A majority vote of the members present at the meeting is required for approval.  Investigators are notified in writing of the decision of the IRB and any changes required. 

[bookmark: _Toc156396036]CONTINUING REVIEW
Procedure

The IRB shall conduct continuing review of research covered by these regulations at intervals appropriate to the degree of risk, but not less often than once per year for all non-exempt approved research studies. Considerations for the interval for continuing review include the same considerations taken for initial approval of a study.  The initial approval letter will detail the length of time the research is approved for, as well as when the Application for Continuing Review form must be submitted to the IRB. Even when subject activities are complete, but identified data is still being analyzed or any other aspect of the study is ongoing, the study generally must have IRB approval to continue. 

In conducting continuing review, the board is required to review:
· Number of participants accrued
· Summary of adverse events
· Unanticipated problems involving risk to participants
· Withdrawal of participants
· Complaints
· Summary of any relevant recent literature/ interim findings
· Amendments or modifications since last review
· Copy of last signed informed consent if a subject has been enrolled since the last review if there are new revisions to the consent document
· If there are no changes in the Informed Consent document the version date on the IC document submitted for renewal should not be revised.
· If there are changes to the Informed Consent document, a highlighted copy of the document noting the changes must accompany a change/amendment form requesting review and approval of the highlighted changes at the continuing review.

The above information is listed on the Application for Continuing Review form which must be filled out in its entirety by the investigator and submitted to the IRB Chair two months before the initial approval anniversary date. It is the Principal Investigator’s responsibility to submit the form on time. If supplemental information is needed to explain any responses on the Application for Continuing Review, the investigator must forward this information to the IRB. 

Applications for Continuing Review that are not fully completed including, as appropriate, the provision of supplementary information, will be returned to the investigator.  This will potentially result in a delay in the board’s continuing review and re-approval of the study. If the Continuing Review cannot be completed before the anniversary date of the initial approval, all study-related activities must be suspended by the investigator until the Continuing Review approval is given and officially documented by the IRB Chair in a letter to the investigator. If a fully completed Continuing Review form is not submitted by the investigator to the IRB before the anniversary date, the study, and all associated activities, must be terminated on the anniversary date. A new IRB research proposal application must then be submitted if the investigator wishes to continue with the study.

An expedited continuing review from the IRB Chair or a designated member of the board is permissible when:
· The protocol is permanently closed to the enrollment of new participants,
· All participants have completed all protocol-related interventions, and
· The protocol remains active only for long-term follow-up of participants.
Or, 
· The study was originally approved by expedited review.

During continuing review, any approved study, whether expedited or full board reviewed, can be determined by the IRB to meet exempt status if the remaining research activities are limited to data analysis and the investigator has recorded the data in such a way that the data are not identifiable and cannot be re-linked to personal identifiers. Research that is determined by the IRB to be exempt will no longer require annual review.

Determination of continuing review timeline and need for outside verification of information

Generally, the IRB does not receive studies that are considered high risk or particularly complex. However, if deemed necessary by the IRB for reasons related to perceived risk to participants, the risk/benefit ratio, the particular subject pool, or any other reason, the IRB might require a researcher to submit to continuing review more than annually and/or ask the researcher to provide contact information for those who are affiliated with the study and can provide verification of the information in the researcher’s submitted form(s).

[bookmark: _Toc156396037]Changes/amendments to a research study procedure 
At the time of initial approval, Principal Investigators will be notified that changes in approved research may not be initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.  The IRB categorizes amendments to research protocols as either minor or significant.  All minor changes/amendment requests should be made to the IRB by filling out the Change/Amendment form as soon as possible and no later than two weeks before the proposed changes are meant to take effect. All significant changes/amendment requests should be made to the IRB by filling out the Change/Amendment form as soon as possible and no later than 1 month before the proposed changes are meant to take effect. Once a decision is made to approve or disapprove the change, the IRB Chair communicates this to the researcher using the same mechanisms as the initial review.
  
[bookmark: _Toc80110978][bookmark: _Toc156396038]Minor Change – A proposed change in research related activities that does not significantly affect an assessment of the risks and benefits of the study and does not substantially change the specific aims or design of the study.  Examples include:  
· Addition or deletion of study team members;  
· Addition of procedures that do not significantly increase risk to subjects, considering the original purpose and design of the approved study;  
· Removal of research procedures that would thereby reduce the risk to subjects; 
· Addition of non-sensitive questions to survey or interview procedures; 
· Addition of or revisions to recruitment materials or strategies;  
· Small changes in dates or timeframe of the study
· Administrative changes to approved documents (e.g., spelling, grammatical, or typographical corrections.)  
  
Minor changes may be reviewed and approved by the IRB Chair.
  
[bookmark: _Toc80110979][bookmark: _Toc156396039]Significant Change – A proposed change in research related activities that significantly affects an assessment of the risks and benefits of the study or substantially changes the specific aims or design of the study.  Examples include:  
· Addition of a new and/or separate subject population (e.g., control group, additional cohort, vulnerable population, etc.); 
· Addition of research procedures that involve greater than minimal risk to subjects;  
· Addition of surveys/questionnaires/interview procedures that could have adverse psychological consequences for subjects or damage their financial standing, employability, insurability, or reputation;  
· Removal of follow-up visits that appear necessary for monitoring subject safety and welfare:  
· Any change that requires a substantial revision of the study’s Informed Consent document.
  
Significant changes must be reviewed at the same level as the original protocol.  However, if the original protocol was approved using the expedited review procedure, and the reviewers determine that the amendment will increase the level of risk beyond minimal risk, the amendment will be referred to the full board for consideration.  
 
[bookmark: _Toc156396040]“CLOSE OUT” OF RESEARCH STUDY

All non-exempt IRB-approved research studies must submit a “close out” form to the IRB when the study is complete. This informs the IRB continuing review is no longer necessary and the study’s IRB-related forms can be moved to the IRB archive site. No IRB approval is needed to fill out a close out form and the form can be submitted at any time.

[bookmark: _Toc156396041]NOTIFICATION OF IRB DECISION
Once the IRB committee or designee makes a decision about an initial research application or a continuing review, the IRB Chair sends a letter to the Principal Investigator who submitted the application for review. This letter will be sent to the PI’s email in Word format unless otherwise requested by the researcher.
 
If the study is determined to be exempt, the letter explains this and that no continuing IRB approval is needed unless modifications are made. 

If the study is approved, the letter contains the date of initial approval and the date of next continuing review. If the study is approved with modifications, the letter contains all of the above and also specifies the modification that must be made to the study before beginning and how to communicate those modifications to the IRB. Additionally, the letter informs researchers they may not initiate changes to research without prior IRB review and approval except when necessary to eliminate apparent immediate hazards to subjects. 

If the study is disapproved, the letter contains the reasons why the study was disapproved, the date of disapproval, and next steps the researcher may take including information about the appeal process and/or required changes to the study for resubmission of the application to the IRB. 

If the IRB suspends or terminates a study for any reason, this reason is also communicated to researchers of that study through an electronic letter. Depending on the reasons for suspension or termination, the IRB Chair may attempt to reach the researcher through other means to ensure the researcher has the information as quickly as possible. 

[bookmark: _Toc156396042]WHAT IS NOT CONSIDERED RESEARCH

Occasionally research applications submitted to the IRB seeking an exemption outline activity that does not meet the regulatory definitions of “research” and “human subject.”  The regulations define Research as a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. §45 CFR 46.102(l)

The following activities are deemed not to be research: 
 
(1) 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 focuses directly on the specific individuals about whom the information is collected.   
 
(2) Public health surveillance activities, including the collection and testing of information or biospecimens, 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).  
 
(3) Collection and analysis of information, biospecimens, 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. 
 
(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.     
 
The regulatory definition of a Human Subject is a living individual about whom an investigator (whether professional or student) conducting research:  
(i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or  
(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.   §45 CFR 46.102(e)(1) 
 

[bookmark: _Toc156396043][bookmark: _Toc224803]REPORTING REQUIREMENTS 
Federal Policies 
The IRB Chair will prepare and maintain adequate documentation of IRB activities [Federal Policy §46.115]. In addition to the written IRB procedures and membership lists required by the assurance process [Federal Policy §46.103], such documentation must include copies of all research proposals reviewed, minutes of IRB meetings, records of continuing review activities, copies of all correspondence between the IRB and investigators, and statements of significant new findings provided to subjects (as required by Federal Policy §46.116(b)(5)). 
 
IRB records must be retained for at least three years: records pertaining to research that is conducted must be retained for three years after completion of the research project. All records must be accessible for inspection and copying by authorized representatives of the department or agency supporting or conducting the research at reasonable times and in a reasonable manner [Federal Policy §46.115(b)]. 

[bookmark: _Hlk80012039]IRB reporting to the wider institution

The IRB Chair reports any necessary information to the IO who then disseminates this information to other offices as needed. 

IRB reporting to OHRP and other regulatory officials

If a researcher is out of compliance and/or there are safety concerns about a study, the IRB Chair- or other IRB member if directed-alerts the IO or their designee within 48 hours of becoming aware of any issues. The IO, with input from the IRB, makes the final determination if a report to OHRP and/or other regulatory officials is needed, and if so, makes the report following OHRP timely reporting requirements.

Documentation of Meeting Minutes and Board Determinations 
 
IRB members ensure that written minutes of the convened Board contain the following information:   

(1) attendance at each meeting including those members who participated through videoconference or teleconference.
(2) documentation that those members not physically present received all pertinent materials prior to the meeting and were able to participate in all discussions.   
(3) indication by name when members absent themselves from the meeting due to a conflicting interest on individual agenda items and the reason for absenting themselves, or indication by name that a member was not present for discussion and voting on individual agenda items; 
(4) the vote on actions taken by the IRB including the number, for, against, and abstaining; 
(5) separate deliberations for each action, where applicable; 
(6) actions taken by the board including determinations as required by federal regulations and protocol-specific findings justifying those determinations for waiver or alteration of the consent process, research involving pregnant women, human fetuses, and neonates, research involving prisoners, and research involving children; 
(7) justification of any deletion or substantive modification of information concerning risks or alternative procedures contained in the Department of Health and Human Services approved sample informed consent document; 
(8) the basis for requiring changes in or disapproving research; 
(9) the length of time of an approval; 
(10) a written summary of the discussion of controverted issues and their resolution; 
(11) specific comments relevant to inclusion of certain populations; 
(12) whenever a significant risk/non-significant risk determination is made, the rationale for significant risk/non-significant risk device determinations; and
(13) where appropriate, information regarding exempt and expedited approvals, modifications, continuations, terminations, unanticipated problems involving risks to subjects or others, and any other business appropriate for board meetings. 
 
If the convened IRB approves research contingent on specific minor conditions and the IRB Chair, or another IRB member designated by the Chair, approves the modifications, the approval by the Chair or designee is documented in the minutes of the first IRB meeting that is convened after the date of approval.  

If the IRB Chair or another IRB member approved research through the Exempt or Expedited process without a full Board vote, the approval is documented in the minutes of the first IRB meeting that is convened after the date of approval with a note that a completed Research Proposal Application IRB Review form was completed by the member and contains the pertinent information about the deliberation and conclusion of that member.  

After approval by the IRB, the minutes cannot be altered by anyone including a higher authority. 

IRB private deliberation policy
IRB meetings and meeting minutes are generally open to the Normandale community and the general public. Meeting dates are listed on the Committees Teams site. IRB deliberations on specific research proposals are considered private. During these deliberations, the IRB members will go into executive session.
 
Storage of Records

IRB records, including all research applications considered by the Board, minutes of Board meetings, determinations of research approval and disapproval, and IRB related forms and documents, with revision history, are stored electronically on Minnesota State-approved servers.

All research proposal-related records are retained for at least three years after the completion of the research. Non-proposal-related records (e.g. older editions of application forms or procedure documents) are retained for at least three years after the approval of a new edition. The IRB Chair is responsible for ensuring all records are accessible for inspection by regulating authorities. 

[bookmark: _Toc156396044]INVESTIGATOR’S RESPONSIBILITIES 
 
PRINCIPAL INVESTIGATOR’S RESPONSIBILITIES 

(1)    The Principal Investigator (PI) is responsible for submitted a complete and truthful research proposal application, and answers to any follow-up questions or requests, to the IRB in a timely manner for any project that is human subjects research under the OHRP definition. 
(2)     It is the PI’s responsibility to ensure that no activity with the research subjects begins until IRB approval has been officially issued.  
(3)     It is the PI’s responsibility to submit the Application for Continuing Review form completely at least two months before the initial approval anniversary date and ensure that all work on the project must stop on the IRB approval expiration date unless continuation has been formally approved. 
(4)     It is the PI’s responsibility to fill out a change/amendment form if changes to the original research proposal are to be made and to not implement those changes until given official IRB approval.
(5)     It is the PI’s responsibility to ensure the study operates in an ethical manner and all researchers have appropriate training and skills to conduct the study, especially in ensuring informed consent and informed consent documentation of participants.
(6)     It is the PI’s responsibility to maintain records of all human subject research projects for a minimum of three (3) years after completion of the project. 
(7)     It is the PI’s responsibility to fill out all IRB related paperwork, especially pertaining to adverse events, in a timely manner and ensure that paperwork is complete and truthful.
(8)     It is the PI’s responsibility to ensure that all research-related records are well organized and easily accessible by the IRB for random audits or other reasons deemed necessary by the IRB. 
 
[bookmark: _Toc156396045]INFORMED CONSENT AND ASSENT

Sample Informed Consent Documents and templates are included with the IRB application materials.
 
Definition of Informed Consent
 
Informed consent is a person's voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. In giving informed consent, subjects may not waive or appear to waive any of their legal rights or release or appear to release, the investigator, the sponsor, the institution or agents thereof from liability for negligence [Federal Policy §46.116; 21 CFR 50.20 and 50.25]. 
 
IRB Considerations on Informed Consent 
Investigators may seek consent only under circumstances that provide the prospective subject or their representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence. 

Furthermore, the information must be written in language that is understandable to the subject or representative. The consent process may not involve the use of exculpatory language through which the subject or representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, sponsor, institution, or agents from liability for negligence [Federal Policy §46.116]. 
 
Federal Regulations on Informed Consent
 
Federal regulations require that certain information must be provided to each subject [Federal Policy §46.116(a)]: 
 
(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental; 
(2) A description of any reasonably foreseeable risks or discomforts to the subject; 
(3) A description of any benefits to the subject or to others which may reasonably be expected from the research; 
(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject; 
(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained; 
(6) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained; 
(7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and 
(8)    A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. 
 
The regulations further provide that the following additional information be provided to subjects, where appropriate [Federal Policy §46.116(b)]: 
 
(1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable; 
(2) Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent; 
(3) Any additional costs to the subject that may result from participation in the research; 
(4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject; 
(5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject; and 
(6) The approximate number of subjects involved in the study. 
 
As per CFR §46.117 (c), the IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either: 
 
(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or 
(2) That 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. 
 
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research. 
 
Assent
 
Assent is defined as an “agreement by an individual not competent to give legally valid informed consent (e.g., a child or cognitively impaired person) to participate in research” (https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/children-research/index.html). Assent is generally required if  
 
(1) Subjects are minors between the ages of 7 and 17. Children below the age of 7 are generally not asked to provide assent.  

(2) Subjects 18 or older are intellectually or emotionally impaired and not legally competent to give their informed consent. 

In the case where the minor subjects are able to read and understand the informed consent document, they may provide assent on a form with a separate signature line for their parents/guardians. 
 
The assent form must include: 
 
(1) Study Title 
(2) Study Purpose. Provide a brief explanation of the purpose of the study. 
(3) Procedures. Describe what the subject is being asked to do. 
(4) Withdrawal Privilege. Describe how a subject can stop participation later even if they agree to start. 
(5) Voluntary Participation. Include a statement that the subject does not have to participate. 
(6) Confidentiality Statement. Indicate that the experimenter will not tell anyone (parents, teachers) what the subject says or does in the study. 
(7) Signature Lines. Include a signature line for the subject and for the investigator. 
(8) Date Line.  
 
It is important that the form is written using language that is appropriate for the age level and mental capacity of subjects. 
 
[bookmark: _Toc156396046]ADVERSE EVENTS AND UNANTICIPATED PROBLEMS
Definitions 
The OHRP makes a distinction between “Adverse Events” and “Unanticipated Problems” that can occur in a study. In addition, the OHRP further defines “Serious Adverse Events.” 

During a study, subjects may experience negative events or circumstances.  These negative experiences are called Adverse Events.  As part of the consent process, and thus as part of IRB approval, researchers must describe reasonably foreseeable risks or discomforts to the subject. These are considered anticipated Adverse Events.

Unanticipated problems include any incident, experience, or outcome that is unexpected, related or possibly related to participation in the research study and suggests the research places the subjects or others at greater risk of harm than previously known. All three criteria must be true for the definition to be met.

A Serious Adverse Event is any adverse event that (1) results in death, (2) is life-threatening, (3) results in hospitalization or prolonging of existing hospitalization, (4) results in persistent or significant disability, (5) results in a congenital anomaly or birth defect or (6) may jeopardize the subject’s health and require medical or surgical intervention to prevent the above outcomes, based on appropriate medical judgement.

During a study, there may be an Adverse Event that was not anticipated, or that occurs with a greater severity, or that occurs at a higher frequency, or that results in withdrawal from the study, or that has serious consequences for the subject.  These Adverse Events are then also considered Unanticipated Problems and should be reported using the Adverse Event form. 

Required Reporting of Adverse Events and Serious Adverse Events

The following questions should guide assessment as to whether an adverse event is an unanticipated problem and should be reported.

1. Is the adverse event unanticipated? 
Is the event unexpected (in terms of nature, severity, or frequency) given (a) the research procedures and informed consent document; and (b) the characteristics of the subject population being studied;
2. Is the adverse event related or possibly related to participation in the research? 
Is there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research?
3. Does the adverse event suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized? 
This includes physical, psychological, economic, or social harm.
 
If the answer to all three questions is yes, then the adverse event is an unanticipated problem and must be reported to appropriate entities under the HHS regulations at 45 CFR part 46. 

In addition, Serious Adverse Events always must be reported to the IRB. Serious Adverse Events should be reported using the Adverse Event form AND the researcher should reach out via other channels as necessary to ensure the event is reported as soon as possible and harm to subjects is absolutely minimized as quickly as possible. 

Any illness, injury, or trauma that required medical or psychological treatment must be reported to the IRB, as well to any funding agency, and in the Application for Continuing Review form. Even those Events that are not related to the project must be reported. On the Adverse Event form, researchers must provide a written summary of the event, the outcome, and any steps taken to prevent recurrence. 

All Serious Adverse Events and Unanticipated Problem Adverse Events will be reviewed by the full IRB board at the earliest possible date after receiving the form. However, if the Chair, or Chair’s designee, receives the report and the full board cannot convene for more than 48 hours after the report, the Chair or designee may, using their best judgement, ask the researcher to suspend part or all of their study until the Board’s decision. 

After reviewing the report, the IRB may give the PI an official letter documenting steps the researchers must take to continue the study including, but not limited to, modifying recruitment materials, study protocol, or informed consent documents, or suspending or terminating the research study. 

Timeline for reporting
Serious Adverse Event
 
Any event resulting in death, a life-threatening situation, inpatient hospitalization, significant disability, birth defect or medical or surgical intervention must be reported to the IRB within 24 hours of the PI’s knowledge of the event. 
 
Unanticipated Adverse Event
 
Any adverse event not listed in the current Informed Consent form must be reported within 24 hours. 
 
Neither Serious nor Unexpected Adverse Event
 
Any adverse event which is neither serious nor unexpected should be reported to the IRB within 7 days. 
 
Adverse Event Examples
 
A subject is identified as being in a high-risk category that was not anticipated or planned in the selection of human subjects. 
 
A different use of data than originally planned causes a risk of loss of privacy or confidentiality for the human subjects. 
 
Participant consent was waived by IRB due to minimal risk but as project evolves is now determined to be needed. 
 
Although not occurring within the research activity, any automobile accident involving a subject as driver still needs to be reported. If numerous accidents by subjects in the same study were reported to the IRB, they could be a result of extreme stress caused by the study. 

[bookmark: _Toc156396047]ANNUAL REVIEW OF THE IRB GUIDELINES

The IRB Chair shall complete an annual review of the NCC IRB Policies, Guidelines, and Forms. They shall be updated to reflect any changes or modifications in policies, procedures, or regulations since the last review and approval. A revised copy of the document shall be discussed and approved by the IRB members at the next meeting. If no revisions are indicated, this shall be reported to, and approved by, a vote of the members. The policies, procedures, and forms may also be revised as needed by a vote of the members at any time. Revisions approved by the Board are then submitted to the Institutional Official for final approval. Per federal regulations, changes made are documented and revised documents are clearly labeled with the revision number and the month and year of revision approval.



[bookmark: _Toc156396048]NORMANDALE COMMUNITY COLLEGE IRB WEBSITE AND EMAIL

Normandale’s IRB Chair, in coordination with Normandale’s marketing and other departments, is responsible for maintaining current information about the IRB on the Normandale website and Normandale SharePoint site. 

All application-related forms, policies, and procedures (including IRB requirements for research approval and applications) can be found on the SharePoint site. 

Information for the general public can be found on the website at https://www.normandale.edu/why-normandale/about/disclosures/institutional-review-board.html. .

Normandale’s IRB Chair also monitors and operates the IRB’s official email address. 
The email address is IRB@normandale.edu. 

[bookmark: _Toc156396049]CONTINUANCE OF SERVICE
If the IRB experiences catastrophic failure and is suddenly and unexpectedly no longer functioning, to allow continuity of research and oversight, the IRB’s functions will transfer to the Director of Research and Planning position. This position will work with the IT department to gain access to the IRB Teams and SharePoint sites and email account. The proposal and document portions of the Teams site will have copies of all open research, all current IRB policies and procedure documents, and any other needed information to transfer oversight of research. The responsible person should work quickly to transfer oversight to an intact IRB, through methods that may include forming a Normandale IRB, asking MN State institutions for cooperative oversight, and hiring an external IRB.



[bookmark: _Toc156396050]FREQUENTLY ASKED QUESTIONS

1. What is “human subjects research”? 
 
The sort of research that falls under the review of the NCC Institutional Review Board (IRB) is defined as systematic investigation that is specifically designed to develop or contribute to generalizable knowledge. This includes research development, testing, and evaluation using human subjects as participants.

A human subject means a living individual about whom the investigator conducting research obtains data by direct intervention or interaction with that individual, or by obtaining identifiable private information from or about that individual. 
 
Intervention can include either physical procedures by which data are gathered, such as an exercise regimen or taking a blood sample, or the investigation of the subject's environment, which are performed for research purposes. 
 
Interaction can include communication with or interpersonal contact between the investigator and the subject, such as a survey or an interview. 
 
Identifiable private information may include information about behavior that occurs in a context in which the subject may reasonably expect that no observation or recording is taking place, or information that has been provided for specific purposes by the subject and which they can reasonably expect will not be made public, such as a health record or records of personal activities or behaviors. 
 
2. So, what is an Institutional Review Board? 
 
The NCC Institutional Review Board (IRB) exists to review all research that directly or indirectly involves human participants as study subjects and to develop institutional policies to oversee such research. Our primary role is to ensure the protection of human participants as subjects of research at NCC. We also want to ensure the safety and responsibility of student researchers and faculty mentors in following best practices for responsible research. We do this by reviewing study proposals and by serving as a resource for anyone with questions or concerns about human subjects research. 
 
3. Do I have to submit a proposal to the IRB before I start my study? 
 
Maybe. If a research project involves human participants as described above, it must be submitted to the IRB for review and approval before beginning the study. This includes research involving existing data or any advertising or other recruitment procedures. Please refer to the guidelines in this manual about the categories of IRB review and the steps for each. Consult with the IRB Chair if you have further questions or concerns. 
 
4. Who can be an investigator? 
 
At NCC, any faculty, staff, or student may act as investigators, assuming they are qualified to conduct the research they are proposing. All student investigators must have a faculty mentor. All persons outside of the college community must have a Normandale faculty or staff member that will act as a point of contact and is listed on their application.  
 
5. If I propose a project that is required for a class, do I need IRB approval? 
 
If the project fits the definitions of “research” and “human participants” as described above, then you may need to get IRB approval. However, if the purpose of the project is only to learn proper research methods, the project may not constitute human participant research. This means, however, that none of the data can be used for publication, presentation, or other research purposes even if you decide at a later date that you want to use the data obtained at an undergraduate conference or other venue. Approval cannot be issued retroactively.
 
6. What types of IRB review are there? 
 
There are three types of IRB review: Full Committee, Expedited, and Exempt. 
 
Full Committee review is done by the full IRB committee at its regularly scheduled meetings. Reasons for full committee review can include the use of vulnerable populations (explained below) as study subjects, projects which may involve deception, or projects which seek to obtain particularly sensitive information. This does not mean no other types of proposals will go before the full committee, nor does it mean that all others may be either expedited or exempt. The Chair of the IRB will make a determination of the type of review required, in consultation with other Board members as needed. 
 
Expedited review means that the study does not require full board review but is still subject to the same scrutiny regarding protecting human research subjects. You may not begin any research activities until you have received written approval from the IRB. One or two Board members will evaluate your research proposal and application.
 
Exempt means that all of the research activities outlined in the proposal fall under one or more of the exemption categories specified by federal regulations. Exempt status does not lessen the ethical obligations toward human research subjects. You may request that your study qualify as exempt, but that does not mean your proposal will be granted exempt status; the IRB Chair will evaluate all research proposals that meet exempt status. Exempt does not mean you do not need IRB approval to begin your study; it means your study is not subject to continued monitoring by the IRB after initial approval.

Even if your proposal is exempt, you still must submit all supporting documentation, such as surveys, recruiting materials and informed consent documents as appropriate.  

7. What happens if my study needs Full IRB review? 
 
Full board review means that, for any number of reasons, the decision was made to have the full board take a look at your proposal. This does not mean you did something wrong or improper; it could mean that the study seeks to investigate an issue that the Chair is not familiar with and wishes the rest of the board to look at it. (The IRB has some very talented and knowledgeable members, but we are not all experts in everything.) 
 
It can sometimes happen that the board wants to talk to you about your study, usually to clarify some point or method. In such cases, the IRB Chair will schedule an appointment to talk with you or ask you to attend an IRB meeting. If this occurs, DON’T PANIC! In nearly all cases, we may only need some point clarified. When you arrive, we will invite you to come in and talk to us about your project. You will be given the opportunity to ask the board any questions you like and the board will ask you questions about your project. The only rules are that you keep confidential what is discussed, and you are not permitted to be present during any deliberation or voting. 
 
8. Can I make changes to my study after it has been approved? 
 
Yes. There is an amendment/change form that may be used for most purposes to make changes to an approved study. The IRB Chair must notify you of the Board’s approval of your submitted amendment/change form before the changes are implemented. 
 
Also, remember that a study is approved only for up to one year from the date the approval letter is issued; if you want to continue the study beyond one year, you must fill out a continuation form. Amending your study does not change its anniversary date, which is listed on the initial approval letter. 
 	 
9. What do I do when I have completed my study? 
 
There is a closure form that must be submitted to the IRB to officially close a study. Once you receive notification that the study is closed, you may not continue to recruit new study subjects or collect data; however, you may continue to analyze the data you already obtained and to prepare that analysis for presentation/publication. 
 
If you want to reopen a study which has been closed, you must submit a new proposal to the IRB. 
 
10. My study involves deception. Are there any special considerations? 
 
Yes. Deception in human subjects research is not prohibited by either federal regulations or by NCC. The use of deception in research can be very useful in obtaining data not possible otherwise, but it also can be seen as a violation of the trust that the participant puts in the researcher. It is important to be able to justify using deception. Investigators need to be able to describe to the IRB the method of the research, including a clear statement that no other study method would be able to yield equally valid data, and there must be a process for the study participants to be informed at the end of their participation that deception was a component of the study. 
 
Participants subject to deception in a study must be fully debriefed when their participation is over, and it must be explained to them very clearly why it was necessary that they be deceived. Great care should be taken not only in crafting a study where deception is a component but also in the debriefing of participants afterward. Remember, most people do not take kindly to being intentionally deceived. You must be very careful about how you inform study participants that deception was a part of the study. A script of the debrief must be included with your IRB application, and the IRB will examine it with special attention. 
 
11. What is a “vulnerable population”? 
 
A vulnerable population refers to members of a group who may have a diminished capacity to give informed consent. Informed consent means that the subject: 
 
· Is fully informed of and understands the purpose and method of the study; 
· Has been informed about all foreseeable benefits and risks; 
· Has been able to ask questions and given answers regarding the study; 
· Is free to volunteer to participate or not; and 
· Is aware that s/he can discontinue their participation at any time without any penalty or loss of rights to which they might otherwise be entitled. 
 
Persons who are unable to meet this standard of consent still may be study subjects, but because of their diminished capacity to give informed consent, special considerations are necessary to ensure that they receive the fullest protections possible. 
 
Federal regulations do not clearly specify all vulnerable groups. The NCC IRB considers minors (meaning, by law, anyone under the age of 18), prisoners or those under court-ordered restrictions, the mentally and/or cognitively challenged, persons over the age of 65, and persons who are being recruited because they have suffered from various types of addiction or abuse requiring greater considerations. 
 
Often studies involving vulnerable populations require full committee review; this is to ensure that the fullest protections are in place for their rights to be secured. This is not to discourage targeting a vulnerable population as study subjects, however, the IRB wants be very careful that the participants are treated with the utmost respect and consideration. 
 
12. What is informed consent? 

Much of the justification for the existence of institutional review boards has to do with studies that were conducted in which the participants were forced to participate, were not told what exactly what was going to be done to them, were lied to about the purpose of the study they were participating in, or were never told they were even subjects in a study. Examples include accounts of “medical” experiments conducted in Nazi and Japanese prisoner of war camps and the Tuskegee Syphilis Study in the U.S. The need for research using live human participants must be balanced by issues of respect for the participants, the balance of risks and benefits, and simple justice regarding the selection of study subjects. 
 
The Belmont Report, issued in 1979, provided a summary of these considerations. As a result of this report, federal legislation was passed requiring that all studies involving human subjects undergo review to ensure the fullest protections for the rights of the study participants. 
(See: http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html). One result was the creation of institutional review boards, or IRBs, to independently review all research proposals that involve human participants, to ensure informed consent, especially of risks and benefits, and the prevention of conflicts of interest.  
 
IRB-approved research, unless it is exempt, or the researcher has been granted a “Waiver of Written Consent” (see Question 15 below), must include informed consent forms. Study participants must sign an Informed Consent form prior to the initiation of your study. Guidelines for obtaining informed consent and writing an Informed Consent form are available with the IRB application materials.
 
13. Can I do a study entirely online? How do I get informed consent if my study is conducted online? 
 
Informed consent is a standard, not a document. It can sometimes be the case that the recruitment, consent, and the study itself, all are designed to be completed entirely online. The IRB application allows for cases where you may need to obtain consent without an actual written and signed document.  
 
14. Do I always need to obtain informed consent? How is it different from a “waiver of written consent”? 
 
A “Waiver of Written Informed Consent” is used to allow for obtaining unsigned consent under certain circumstances; these can include implied and verbal consent. Consent will still be obtained from participants; the difference is that they will not be required to sign the consent form. Examples in which the IRB may waive the requirement to obtain a signed consent form can be where the only record linking the research participant to the research would be the consent document itself, and the only risk would be potential harm resulting from a breach of confidentiality or when the research presents no more than minimal risk of harm to participants. 
 
You can request a waiver of informed consent; this means that you are requesting to omit obtaining consent. Examples of types of studies in which some or all elements of consent can be waived include retrospective literature reviews or studies that involve no more than minimal risk and where waiving consent will in no way affect the rights of the study subjects. If you are not sure, it is best to try to get informed consent. You can contact the IRB Chair to help clarify this point. 
 
A waiver of written consent means that you still obtain consent, just not in the form of a written and signed document. Again, though, it remains your responsibility to ensure that participants are fully informed about your study, whether they have to sign a document or not. 
 
15. I am not collecting any personally identifying information. Do I still need to obtain informed consent? 
 
Yes. You can do this by informing the participant about all of the elements of consent, but the signature line on the consent form is replaced with a statement saying that the completion and return of the study instrument(s) is considered to be tacit, or implied, consent. 
 
Implied consent is the agreement to participate in research by engaging in research activities. By completing the research activities, such as a survey or questionnaire, the subject has demonstrated that they have agreed to be a participant in the study. An example could be an online survey; when a study participant clicks the option to begin or continue, they are by doing so agreeing to participate in the study. If it is clearly stated what the study is about, what their participation will require, and that clicking to begin or continue means they agree to participate, the standard of informed consent is met. 
 
16. Can I conduct research off campus? Does it require IRB approval? 
 
If you are an NCC faculty, staff, or student, and you are the Principal Investigator (PI), you will need IRB approval to conduct your research regardless of where the research takes place. If the study site has its own review committee (an IRB or something similar), we may require that this other committee send us their approval for you to do your study. If the site does not have an IRB or a similar regulatory board, you will need to submit your study for IRB approval through NCC and get written permission from the site to conduct your research there. 
 
17. If I have approval from another IRB, will I still need to get NCC IRB approval? 
 
You may do collaborative research under the authority of another IRB, but the IRB must be informed and official approval granted. If your study has been classified as “exempt” by another IRB, Normandale’s IRB will work with you to issue a site approval letter. If your study is not exempt, Normandale’s IRB will work with you and your home IRB to sign an Interagency Authorization Agreement (IAA) that spells out the responsibilities of each IRB for your study The NCC participants and/or researchers are still obliged to abide by the ethical research guidelines of NCC, regardless of who is in charge of the study. 
 
The IRB will require documentation of the other IRB’s approval of the study, and the approved IRB form from that institution; in some cases, we may require the completion of an NCC IRB study proposal application, regardless of the study being approved by another IRB. Such decisions are made by the IRB Chair and may involve full board review and approval. In either case, no research activities may begin until the NCC IRB has reviewed and approved the study. 
 
18. Does the IRB provide consultation for investigators? 
 
Yes. The Chair is available to consult about your project, the approval process, the application process or any other needs you might have. If you are interested in class presentations or have an additional idea for training, this can be arranged as well. Contact the IRB Chair for more information.
 
19. What do I do if an unanticipated problem involving risks to participants or to others arises? 
 
A serious adverse event usually means injury or death to a study subject or a researcher, even if the event was not directly related to the research itself. 
 
Though very rare, in such cases the research activities will be suspended until an investigation into the adverse event has been completed. If a serious adverse event occurs, it must be reported to the IRB Chair immediately, and the PI must submit a written adverse event form within 24 hours of the PI becoming aware of the event. In these cases, it is likely that research activities will be suspended, pending the outcome of an investigation. 
 
Less serious unanticipated problems, such as the loss of data security or violations of confidentiality, should be reported by the PI to the IRB Chair within 7 days of first becoming aware of the problem by filling out an adverse event form. Prompt reporting is important, since unanticipated problems may require the modification of study procedures, protocols, and/or informed consent. Any modifications to an approved study will require submitting the proper form and are subject to the review and approval of the IRB. 
 
20. How long can I keep my data? 
 
As long as you want to keep it, provided it has been “de-identified.” This means that all potentially personally identifiable information has been erased or deleted. This can include (but is not limited to) names, dates of birth, addresses, student identification numbers, social security numbers, hometown, high school attended, college major, and identifying medical conditions; in short, you can only keep data results if they are stripped of anything that might identify any of the participants. 
 
Data that contains identifiable information may only be kept for the approved duration of the study. If you want to keep the data longer, this amounts to a continuation of the study itself, so you will be required to submit the continuation form and specify why you want to keep your identifiable data longer. 
 
By law, Informed Consent forms are to be kept under secure storage for a minimum of three years; after that, you can destroy them. Keep in mind FERPA may also apply depending on your study and those forms might have a different time frame. Just throwing them in the trash is not an acceptable way of disposal.  For very low risk information, this may mean simply deleting electronic files or using a desk shredder for paper documents. However, these types of destruction methods can be undone, by a determined and motivated individual, making these methods inappropriate for more sensitive data. For more sensitive data, stronger methods of destruction may need to be employed to assure that the data are truly irretrievable.
	 

[bookmark: _Toc156396051]TERMS AND DEFINITIONS 

ANONYMOUS DATA Data collected in a manner so the subjects cannot be identified, directly or through identifiers linked to the subject. 
 
ASSENT Agreement by an individual not competent to give legally valid informed consent (e.g., a child or cognitively impaired person) to participate in research. [OHRP] 
 
ASSURANCE A formal, written, binding commitment that is submitted to a federal agency in which an institution promises to comply with applicable regulations governing research with human subjects and stipulates the procedures through which compliance will be achieved [Federal Policy §46.103]. 
 
AUTHORIZED INSTITUTIONAL OFFICIAL An officer of an institution with the authority to speak for and legally commit the institution to adherence to the requirements of the federal regulations regarding the involvement of human subjects in biomedical and behavioral research. [OHRP] 
 
BENEFICENCE An ethical principle discussed in the Belmont Report that entails an obligation to protect persons from harm. The principle of beneficence can be expressed in two general rules: (1) do not harm and (2) protect from harm by maximizing possible benefits and minimizing possible risks of harm. [OHRP] 
 
BENEFIT A valued or desired outcome; an advantage. [OHRP] 
 
CERTIFICATION The official notification by the institution to the supporting department or agency, in accordance with the requirements of this policy, that a research project or activity involving human subjects has been reviewed and approved by an IRB in accordance with an approved assurance. [§46.102] 
 
COGNITIVELY IMPAIRED An individual who has either a psychiatric disorder (e.g., psychosis, neurosis, personality or behavior disorders, or dementia) or a developmental disorder (e.g., mental retardation) that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished is considered cognitively impaired for IRB purposes. Others, including persons under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps, may also be compromised in their ability to make decisions in their best interests. [OHRP] 
 
COHORT A group of subjects initially identified as having one or more characteristics in common who are followed over time. In social science research, this term may refer to any group of persons who are born at about the same time and share common historical or cultural experiences. [OHRP] 
 
COMPETENCE Technically, a legal term used to denote capacity to act on one's own behalf; the ability to understand information presented, to appreciate the consequences of acting (or not acting) on that information, and to make a choice. [OHRP] 
 
CONTRACT As used here, an agreement that a specific research activity will be performed at the request, and under the direction, of the agency providing the funds. Research performed under contract is more closely controlled by the agency than research performed under a grant. (Compare: Grant.) [OHRP] 
 
DEPARTMENT OR AGENCY HEAD the head of any federal department or agency and any other officer or employee of any federal department or agency to whom authority has been delegated. [§46.102] 
 
DHHS A federal agency: U.S. Department of Health and Human Services; formerly the Department of Health, Education and Welfare (DHEW). 
 
EQUITABLE Fair or just; used in the context of selection of subjects to indicate that the benefits and burdens of research are fairly distributed [Federal Policy §46.111(a)(3)]. 
 
GRANT Financial support provided for a research study designed and proposed by the principal investigator(s).  The granting agency exercises no direct control over the conduct of approved research supported by a grant. (Compare: Contract.) [OHRP] 
 
GUARDIAN An individual who is authorized under applicable state or local law to give permission on behalf of a child for general medical care [45 CFR 46.402(3)]. 
 
HUMAN SUBJECT A living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information. Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and subject. 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. This can include information that has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Data is considered identifiable if the identity of the subject is associated with the information or may readily be ascertained by the investigator. [§46.102] 
 
INFORMED CONSENT A person's voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. In giving informed consent, subjects may not waive or appear to waive any of their legal rights, or release or appear to release the investigator, the sponsor, the institution or agents thereof from liability for negligence [Federal Policy §116; 21 CFR 50.20 and 50.25]. 
 
INSTITUTION This is a public or private entity or agency (including federal, state, and other agencies). [§46.102] 
 
INTERACTION Communication or interpersonal contact between investigator and subject. 
 
INTERVENTION Includes both physical procedures by which data are gathered and manipulations of the subject or the subject's environment that are performed for research purposes. 
 
INVESTIGATOR Title/position of an individual who actually conducts an investigation [21 CFR 312.3]. Any interventions (e.g., drugs) involved in the study are administered to subjects under the immediate direction of the investigator. (See also: Principal Investigator.) [OHRP] 
 
IRB An institutional review board established in accord with and for the purposes expressed in this policy. [§46.102] 
 
IRB APPROVAL The determination of the IRB that the research has been reviewed and may be conducted at an institution within the constraints set forth by the IRB and by other institutional and federal requirements. [§46.102] 
 
JUSTICE An ethical principle discussed in the Belmont Report requiring fairness in distribution of burdens and benefits; often expressed in terms of treating persons of similar circumstances or characteristics similarly. [OHRP] 
 
LEGALLY AUTHORIZED REPRESENTATIVE A person authorized either by statute or by court appointment to make decisions on behalf of another person. In human subjects research, an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research [Federal Policy §46.102(c)]. 
 
MINIMAL RISK A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed 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 [Federal Policy §46.102(i)]. For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as part of routine physical examination. 
 
MONITORING The collection and analysis of data as the project progresses to assure the appropriateness of the research, its design, and its subject protections. [OHRP] 
 
NONAFFILIATED MEMBER A member of an Institutional Review Board who has no ties to the parent institution, its staff, or its faculty. This individual is usually from the local community (e.g., minister, business person, attorney, teacher, and/or homemaker). [OHRP] 
 
OHRP Office of Human Research Protections, a division of the U.S. Department of Health and Human Services. 
 
PERMISSION The agreement of parent(s) or guardian(s) to the participation of their child or ward in research [45 CFR 46.402(c)]. 
 
PRINCIPAL INVESTIGATOR This refers to the scientist or scholar who has primary responsibility for the design and conduct of a research project. (See also: Investigator.) [OHRP] 
 
PRIVATE INFORMATION Information is considered private if it includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place. This can include information that has been provided for specific purposes by an individual, which that individual can reasonably expect will not be made public. It also includes information revealed by a primary research subject about another individual without the consent of that individual. 
 
PROTOCOL The formal design or plan of an experiment or research activity; specifically, the plan submitted to an IRB for review and to an agency for research support. The protocol includes a description of the research design or methodology to be employed, the eligibility requirements for prospective subjects and controls, the process for informed consent, and the proposed methods of analysis that will be performed on the collected data. [OHRP] 
 
RESEARCH A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for the purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. For example, some demonstration and service programs may include research activities. [§46.102] 
 
RESEARCH SUBJECT TO REGULATION This and similar terms are intended to encompass those research activities for which a federal department or agency has specific responsibility for regulating as a research activity, (for example, Investigational New Drug requirements administered by the Food and Drug Administration). It does not include research activities which are incidentally regulated by a federal department or agency solely as part of the department's or agency's broader responsibility to regulate certain types of activities whether research or nonresearch in nature (for example, Wage and Hour requirements administered by the Department of Labor). [§46.102] 
 
RISK The probability of harm or injury (physical, psychological, social, or economic) occurring as a result of participation in a research study. Both the probability and magnitude of possible harm may vary from minimal to significant. Federal regulations define only "minimal risk." (See also: Minimal Risk.) [OHRP]  
 
SITE VISIT A visit by agency officials, representatives, or consultants to the location of a research activity to assess the adequacy of IRB protection of human subjects or the capability of personnel to conduct the research. [OHRP] 
 
STATISTICAL SIGNIFICANCE A determination of the probability of obtaining the particular distribution of the data on the assumption that the null hypothesis is true. Or, more simply put, the probability of coming to a false positive conclusion. If the probability is less than or equal to a predetermined value (e.g., 0.05 or 0.01), then the null hypothesis is rejected at that significance level (0.05 or 0.01). [OHRP] 
 
SURVEYS Studies designed to obtain information from a large number of respondents through questionnaires, interviews, door-to-door canvassing, or similar procedures. [OHRP] 
 
VOLUNTARY Free of coercion, duress, or undue inducement. Used in the research context to refer to a subject's decision to participate (or to continue to participate) in a research activity. [OHRP] 
 	 


[bookmark: _Toc156396052]HUMAN SUBJECT REGULATIONS DECISION CHARTS 
 
The Office for Human Research Protections (OHRP) provides the following graphic aids as a guide for institutional review boards (IRBs), investigators, and others who decide if an activity is research involving human subjects that must be reviewed by an IRB and whether informed consent or the documentation of informed consent can be waived under the 2018 Requirements found for the U.S. Department of Health and Human Services (HHS) at 45 CFR part 46, Subpart A.

These charts are necessarily generalizations and may not be specific enough for particular situations. They may not all be applicable to research conducted at Normandale Community College, but are reproduced in their entirety. Other documents are available related to specific topics at https://www.hhs.gov/ohrp/regulations-and-policy/guidance/index.html. OHRP cautions that the full text of an applicable regulatory provision should be considered in making final decisions. The charts do not address requirements that may be imposed by other organizations, such as the Food and Drug Administration, the National Institutes of Health, other sponsors, or state or local governments. 

Chart 01: Is an Activity Human Subjects Research Covered by 45 CFR Part 46?
Chart 02: Is the Research Involving Human Subjects Eligible for Exemption Under 45 CFR 46.104(d)?
Chart 03: Does Exemption 45 CFR 46.104(d)(1) for Educational Practices Apply?
Chart 04: Does Exemption 45 CFR 46.104(d)(2) for Educational Tests, Surveys, Interviews, or Observation of Public Behavior Apply?
Chart 05: Does Exemption 45 CFR 46.104(d)(3) for Benign Behavioral Interventions Apply?
Chart 06: Does Exemption 45 CFR 46.104(d)(4) for Secondary Research that Does Not Require Consent Apply?
Chart 07: Does Exemption 45 CFR 46.104(d)(5) for Public Benefit or Service Programs Apply?
Chart 08: Does Exemption 45 CFR 46.104(d)(6) for Food Taste and Acceptance Studies Apply?
Chart 09: Does Exemption 45 CFR 46.104(d)(7), Storage for Secondary Research for Which Broad Consent Is Required, Apply?  
Chart 10: Does Exemption 45 CFR 46.104(d)(8) for Secondary Research for Which Broad Consent Is Required Apply?
[bookmark: _Hlk80092592]Chart 11: Is Continuing Review Required Under 45 CFR 46.109(f)? 
Chart 12: Waiver or Alteration of Informed Consent in Research Involving Public Benefit and Service Programs Conducted by or Subject to the Approval of State or Local Government Officials (45 CFR 46.116(e))
Chart 13: When Can Informed Consent Be Waived or Altered Under 45 CFR 46.116(f)?
Chart 14: Can Documentation of Informed Consent Be Waived Under 45 CFR 46.117(c)?
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Chart 02: Is the Research Involving Human Subjects Eligible for Exemption Under 45 CFR 46.104(d)?
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Chart 03: Does Exemption 45 CFR 46.104(d)(1) for Educational Practices Apply?
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Chart 04: Does Exemption 45 CFR 46.104(d)(2) for Educational Tests, Surveys, Interviews, or Observation of Public Behavior Apply?
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Chart 05: Does Exemption 45 CFR 46.104(d)(3) for Benign Behavioral Interventions Apply?
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Chart 06: Does Exemption 45 CFR 46.104(d)(4) for Secondary Research that Does Not Require Consent Apply?
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Chart 07: Does Exemption 45 CFR 46.104(d)(5) for Public Benefit or Service Programs Apply?
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Chart 08: Does Exemption 45 CFR 46.104(d)(6) for Food Taste and Acceptance Studies Apply?
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Chart 09: Does Exemption 45 CFR 46.104(d)(7), Storage for Secondary Research for Which Broad Consent Is Required, Apply?
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Chart 10: Does Exemption 45 CFR 46.104(d)(8) for Secondary Research for Which Broad Consent Is Required Apply?
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Chart 11: Is Continuing Review Required Under 45 CFR 46.109(f)?
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Chart 12: Waiver or Alteration of Informed Consent in Research Involving Public Benefit and Service Programs Conducted by or Subject to the Approval of State or Local Government Officials (45 CFR 46.116(e))
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Chart 13: When Can Informed Consent Be Waived or Altered Under 45 CFR 46.116(f)?
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Chart 14: Can Documentation of Informed Consent Be Waived Under 45 CFR 46.117(c)?
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Is the activity a systematic investigation designed to develop
or contribute to generalizable knowledge?

45 CFR 46.102()]

-

Does the activity fit the criteria for excluded Activity is not research, so 45
research at 45 CFR 46.102(1)(1)-(4)? —@ CFR part 46 does not apply.

\;

Activity is research.

v

Does the research involve a living individual about Does the research involve a living individual
whom an investigator conducting research obtains about whom an investigator conducting
information or biospecimens through intervention or _@* research obtains, uses, studies, analyzes,
interaction with the individual and uses, studies, or or generates identifiable private information

analyzes the information or biospecimens? or identifiable biospecimens?
[45 CFR 46.102(e)(1)(i) and 45 CFR 46.102(e)(2)-(3)] [45 CFR 46.102(e)(1)(ii) and 45 CFR 46.102(e)(4)}-6)]
Activity is research involving human subjects. The activity is not research
involving human subjects and 45
¢ CFR part 46 does not apply.

Is the research involving human subjects
conducted or supported by HHS?

45 CFR part 46, subpart A applies

The research involving — tothe research, and as appropriate,

human subjects is covered
by the regulations. subparts B, C, D, and E also apply.

The research involving human subjects is NOT l
covered by the HHS regulations. Institutions Goto
may choose to follow regulatory procedures Chart 02

even when not required to do so.*
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Has HHS prohibited exemption of the human subjects research? (Most No exemptions to 45 CFR
research involving prisoners, some research involving children.) part 46 apply. Provisions of
45 CFR part 46, subpart A
45 CFR 46.104(b 2
! (B) apply, and subparts B, C, and
D also apply if subjects are
members of populations

Will the only* involvement of human subjects be covered in those subparts.

in one or more of the following categories?

|

Research conducted in established or commonly accepted Cfr){(irgp]t[iﬂn(fS 0 > Goto
educational settings, involving normal education practices? @ > ma); apply. ) Chart 03
Research only including interactions involving educational tests, survey _®_> Cf;irgatgin :52) L Go to
procedures, interview procedures, or observation of public behavior? . a); apply Chart 04
Research involving benign behavioral interventions and _@_» C;;i?p]‘[iﬂn;ss 5 Go to
collection of information from adults with their agreement? ma); apply. ) Chart 05
S : Exemption 45 CFR Go to
ettt L@ K04 o > e
: (d)(8) may apply. Chart 10
; : i Exemption 45
Research studying, evaluating, or examining @ ) Go to
public benefit or service programs? CFF:n‘:;‘ 13[:;;'3 5 » Chart 07
Research involving taste and food quality _®_> CIEF){(Z?T[I)?;S(;) > Go to
evaluation of consumer acceptance studies? ma); apply Chart 08
. . i " . . Exemption 45
Storage or maintenance of identifiable private information or _@_’ CFR46.104(d)(7) = Go to
identifiable biospecimens for secondary research use? may- apply Chart 09
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| I TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT
\ ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Is the research conducted in established or
commonly accepted educational settings?

Research is not exempt under
45 CFR 46.104(d)(1) exemption.

Go to the other exemption decision
charts to see if any other
exemptions apply.

Does the research specifically involve normal
education practices not likely to adversely
impact students’ opportunity to learn
required educational content or assessment
of educators who provide instruction? This
includes most research on regular and
special education instructional strategies,
instructional techniques, curricula, or
classroom management methods.

Research may be exempt
under 45 CFR 46.104(d)(1).
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TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Does the research only include interactions involving educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, interview procedures, or
observation of public behavior (including visual or auditory recordings)?

Is the information Is it the case that any Is the information obtained
obtained recorded by the disclosure of the human recorded by the investigator in
investigator in such a subjects’ responses outside such a manner that the
manner that the identity of the research would not identity of the human subjects
the human subjects reasonably place the subjects can readily be ascertained,
cannot readily be at risk of criminal or civil directly or through identifiers
ascertained, directly or liability or be damaging to the linked to the subjects, and has
through identifiers linked subjects’ financial standing, an IRB conducted a limited
to the subjects? employability, educational review to make the
[45 CFR 46.104(d)(2)(i)] advancement, or reputation? determination required by
[45 CFR 46.104(c)(2)(i)] 45CFR46.111(a)(7)?

45 CFR 46.104(d)(2) )]

The exemption may apply. However, when
the subjects are children, this may only

apply to research involving educational The exemption may apply
tests or the observation of public behavior  unless the research
when the investigator does not participate |nvo_lyes children. This
in the activities being observed. condition does not apply
to research subject to
[45 CFR 46.104(b)(3)] Subpart D.

[45 CFR 46.104(b)(3)]

The research is not exempt under 45 CFR 46.104(d)(2).
Go to the other exemption decision charts to see if any other exemptions apply.
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TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND

CTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTI

Does the research involve benign Have the subjects Is the information obtained
behavioral interventions* in prospectively recorded in such a manner that
conjunction with collection of _®_> agreed to the human subjects can be readily
information from adults through intervention and identified, directly or through
verbal or written responses (including information identifiers linked to the subjects?
data entry) or audiovisual recording? collection?

Has an IRB conducted a limited review

to make the determinations required by
45 CFR 46.111(a)(7); that, when
appropriate, there are adequate

provisions to protect the privacy of
The research is not exempt under subjects and to maintain the
45 CFR 46.104(d)(3). confidentiality of data?
Go to the other exemption decision charts
to see if any other exemptions apply.

Could any disclosure of the human subjects’
responses outside the research reasonably
Pplace the subjects at risk of criminal or civil
liability or be damaging to the subjects’
financial standing, employability, educational
advancement, or reputation?

Exemption 45 CFR 46.104(d)(3) does not apply if
the research involves deceiving subjects regarding
the nature or purposes of the research unless the
subject authorizes the deception through
prospective agreement to be unaware of or misled

regarding the nature or purposes of the research. Research may be exempt under 45 CFR 46.104(d)(3).
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TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT
ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Does the research involve secondary Is the '?ﬁm‘g'aﬁ!? plgllvaltjg |nformat|on
uses of identifiable private information —@-} orarethe ! be[.n II a e.l :Jt:sﬁ;))emmens
or identifiable biospecimens? * publicly avallable?

[45 CFR 46.104(d)(4)(i)]
Is the information, which may include information about biospecimens,

The research is not exempt recorded by the investigator in such a manner that the identity of the
under 45 CFR 46.104(d)(4). human subjects cannot readily be ascertained directly or through
Go to the other identifiers linked to the subjects, the investigator does not contact the

g - subjects, and the investigator will not re-identify subjects?
exemption decision

charts to see if any other [45 CFR 46.104(d)(4)(ii)]
exemptions apply.

Does the research involve 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 purposes of “healthcare
operations” or “research” as defined at 45 CFR 164.501 or for “public health
activities and purposes” as described under 45 CFR 164.512(b)?

45 CFR 46.104(d)(4) iii)]

Q

Is the research conducted or supported by, or on behalf of, a Federal department or agency using
government-generated or government-collected information obtained for nonresearch activities, and
the research generates identifiable private information that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
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, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 1995?

45 CFR 46.104(d)(4)(iv)]

Research may be exempt under 45 CFR 46.104(d)(4).
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TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Is the research or demonstration project conducted or
supported by a Federal department or agency or otherwise
subject to approval by the conducting or supporting
department or agency’s head or delegate?

Is the research or demonstration
project designed to study, evaluate,
improve, or otherwise examine public

Research is not benefit or service programs, including: Research may be
exempt under 45 exempt under 45
CFR 46.104(d)(5). « Procedures for obtaining benefits or CFR 46.104(d)(5).
Go to the other services under those programs;

exemption 4_@_ Possible ch in oral X _@_’ The Federal
decision charts to ossible changes in or alternatives department or

to those programs or procedures; or

see if any other agency must
exemptions apply. « Possible changes in methods or publish a list of
projects

levels of payment for benefits or
services under those public benefit
or service programs?

conducted or
supported under
this provision prior
to starting the
research.
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TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT Al

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTI

Does the research involve a taste and food quality evaluation
or a consumer acceptance study?

Are wholesome foods without
additives consumed? @ >

Research may be
exempt under 45
CFR 46.104(d)(6).
Is a food 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?

R

Research is not exempt under 45 CFR 46.104(d)(6).
Go to the other exemption decision charts to see if
any other exemptions apply.
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D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTI

Does the research involve storage or maintenance of identifiable private
information or identifiable biospecimens for potential secondary research?*

Has an IRB conducted a limited review
and made the determinations required by
45 CFR 46.111(a)(8) that:

v

broad consent for storage, maintenance, and
secondary research use of the identifiable
private information or identifiable
biospecimens is obtained in accordance with
45 CFR 46.116(a)(1)-(4), (a)(6), and (d);

¢

Secondary research involving storage or broad consent is appropriately documented
maintenance of private information or or waiver of documentation is appropriate,
biospecimens that are not identifiable in accordance with 45 CFR 46.117:

does not involve human subjects and 45
CFR part 46 does not apply.

if a change is made for research purposes in
the way the identifiable private information
or identifiable biospecimens are stored or

Research may be exempt maintained, there are adequate provisions to
under 45 CFR 46.104(d)(7) 4"@— protect the privacy of subjects and maintain

the confidentiality of data?

Research is not exempt under 45 CFR 46.104(d)(7).
Go to the other exemption decision charts to see if any other exemptions apply.
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Does the research involve use of identifiable private information or
identifiable biospecimens for secondary research?*

Was broad consent for storage, maintenance, and
secondary research use of the identifiable private
information or identifiable biospecimens obtained in
accordance with 45 CFR 46.116(a)(1)-(4), (a)(6), and (d)?

Secondary research involving storage or Was documentation of informed consent
maintenance of private information or obtained, or was documentation of informed
biospecimens that are not identifiable consent appropriately waived in accordance
does not involve human subjects and 45 with 45 CER 46.1172

CFR part 46 does not apply.

Has an IRB conducted a limited review and made the
determination required by 45 CFR 46.111(a)(7) and
determined that the research is within the scope of the
broad consent referenced in 45 CFR 46.104(d)(8)(i)?

¥

Does the investigator include

Research may be exempt AR
under 45 CFR 46.104(d)(8). 4——@— returning individual research results

to subjects in the study plan?

Research is not exempt under 45 CFR 46.104(d)(8).
Go to the other exemption decision charts to see if any other exemptions apply.
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Continuing review
is not required,
unless the IRB

determines otherwise.

o 8

Is the research eligible for expedited review
in accordance with 45 CFR 46.110?

-

Was the prior IRB review a limited review conducted as part
of an exemption determination under 45 CFR 46.104(d)?

Has the research progressed to the point that it involves
only data analysis (including analysis of identifiable
private information or identifiable biospecimens), which
is part of the IRB-approved study?

“©

Has the research progressed to the point that it involves
only accessing follow-up clinical data from procedures
subjects would undergo as part of clinical care, which is
part of the IRB-approved study?

.4

Continuing review is required.
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Has an IRB found and documented that the research or
demonstration project is to be conducted by or subject to the
approval of state or local government officials and is designed to
study, evaluate, or otherwise examine any of the following:

) i . No waiver or
« Public benefit or service programs; _@" alteration of
informed consent

« Procedures for obtaining benefits or services under those programs;
) . . is allowed.
« 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?

[45 CFR 46.116(e)(3)(i)]

Has an IRB found and documented that the research could not
practicably be carried out without the waiver or alteration?

45 CFR 46.116(e)(3)(ii)]

7

Waiver: An IRB may waive the requirement to obtain informed consent, provided the IRB satisfies the requirements
for waiver at 45 CFR 46.116(e). However, if an individual was asked to provide broad consent for the storage,
maintenance, and secondary research use of identifiable private information or identifiable biospecimens in

accordance with the requirements at 45 CFR 46.116(d), and refused to consent, an IRB cannot waive consent for the
storage, maintenance, or secondary research use of the identifiable private information or identifiable biospecimens.

[45 CFR 46.116(e)(1)]

Alteration: An IRB may approve a consent procedure that omits some, or alters some or all, of the
elements of informed consent found at 45 CFR 46.116(b) and (c) provided the IRB satisfies the
requirements at 45 CFR 46.116(e). However, an IRB may not omit or alter any of the requirements
described at 45 CFR 46.116(a). If a broad consent procedure is used, an IRB may not omit or alter any
of the elements required at 45 CFR 46.116(d) as stipulated under 45 CFR 46.116(e)(2).

[45 CFR 46.116(e)(2),(3)]
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Has an IRB found and documented that all of the
following conditions have been met?

« The research involves no more than minimal risk to the subjects;

« The research could not practicably be carried out without the
requested waiver or alteration;

« If the research involves using identifiable private information or No waiver or alteration of
identifiable biospecimens, the research could not practicably be _®" informed consent is allowed.
carried out without using such information or biospecimens in
an identifiable format;

« The waiver or alteration will not adversely affect the rights and
welfare of the subjects; and

« Whenever appropriate, the subjects or legally authorized
representatives will be provided with additional pertinent
information after participation.

[45 CFR 46.116(f)(3)]

Waiver: An IRB may waive the requirement to obtain informed consent for research provided the IRB satisfies
this requirement. However, if an individual was asked to provide broad consent for the storage, maintenance, and
secondary research use of identifiable private information or identifiable biospecimens in accordance with the
requirements at 45 CFR 46.116(d), and refused to consent, an IRB cannot waive consent for the storage,
maintenance, or secondary research use of the identifiable private information or identifiable biospecimens.

45 CFR 46.116(f)(1)]

?

Alteration: An IRB may approve a consent procedure that omits some, or alters some or all, of the elements of
informed consent set forth in 45 CFR 46.116(b) and (c) provided the IRB satisfies this requirement. However,
an IRB may not omit or alter any of the requirements described at 45 CFR 46.116(a). If a broad consent
procedure is used, an IRB may not omit or alter any of the elements required under 45 CFR 46.116(d).

45 CFR 46.116(f) (2)]




image14.png
Has an IRB found any of the following?

:

That the only record linking the subject
and the research would be the informed
consent form and the principal risk
would be potential harm resulting from a
breach of confidentiality. Further, each
subject (or legally authorized
representative) will be asked whether

the subject wants documentation linking "
the subject with the research, and the the r}eqmrgment for
subject's wishes will govern. the |n\'lest|g'ator to
-@-} obtain a signed

[45 CFR 46.117(c)(1)()] informed consent

form for some or all
subjects. In cases in

which the

documentation
That the research presents no more requirement is
than minimal risk of harm to subjects

8 N waived, the IRB may
and involves no procedures for which —@-} require the

An IRB may waive

written consent is normally required investigator to
outside of the research context. provide subjects or
45 CFR 46.117(c)(1)(ii)] legally authorized
representatives with
a written statement
regarding the
research.
If the subjects or legally authorized '@" [45 CFR 46.117(c)(1) and (2)]
Documentation representatives are members of a
of informed distinct cultural group or community in
consent cannot be which signing forms is not the norm,
waived. See 4_@_ that the research presents no more than
45 CFR 46.117(b) minimal risk of harm to subjects and
to assess what form provided there is an appropriate
the documentation alternative mechanism for documenting
might take. that informed consent was obtained.

45 CFR 46.117(c)(1)(Gii)]




image15.jpg
McLennan
R o v u N T v
COLLEGE




image16.jpeg
McLennan
R o v u N T v
COLLEGE




image16.png
_—

@ NORMANDALE

COMMUNITY COLLEGE




