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Section 1: General Information

1.A. Overview

The Institutional Review Board (IRB) is the administrative body that supports, facilitates and promotes the ethical
conduct of research involving human participants at Farmingdale State College-SUNY (FSC). Its mission is to protect
the rights and welfare of human research participants. In the review and conduct of research, all applicable federal,
state and local laws, regulations and/or requirements will be followed. The actions of the College will be guided by
and uphold the principals set forth in The Belmont Report Ethical Principals and Guidelines for the Protection of
Human Subjects of Research (1979, The National Commission for the Protection of Human Subjects in Biomedical
and Behavioral Research):

Respect for Persons: Ensured by obtaining Informed Consent, consideration of privacy, confidentiality, and
additional protection for vulnerable populations.

Beneficence: Ensured by assuring that possible benefits are maximized and possible risks are minimized to all
human subjects.

Justice: Ensured by the equitable selections of subjects.

FSC's Federalwide Assurance (FWA) ID number is 00011332. An FWA is an institution’s assurance to the federal
government that human subject research conducted at a site is in compliance with federal regulations pertaining to
the protection of human participants. FSC has chosen to extend the applicability of the FWA and federal regulations
to all research at FSC, regardless of funding source. The Code of Federal Regulations, Title 45, Public Welfare,
Department of Health and Human Services; Part 46 Protection of Human Subjects (i.e., The Common Rule) was
revised on January 21, 2019. All studies approved or deemed Exempt before this date are subject to the prior
regulations through the close of the study.

Regulatory compliance for research funded by federal agencies (e.g., Department of Defense, Department of the
Energy, Department of Education, etc.) will also guide reviews (if applicable).

The IRB is comprised of college faculty, administrators, scientists, non-scientists, and community members; and
membership is in accordance with the federal policy. The IRB must review and approve research involving human
participants prior to its initiation. It is the responsibility of the IRB to determine whether proposed research exposes
participants to unreasonable or unnecessary risk, to review informed consent forms and process, and to monitor the
progress of research. The IRB may be assigned other review functions as required by the institution.

No involvement of human participants in research, including recruitment, is permitted until the IRB has reviewed and
approved the research protocol. No participant in a research activity shall be exposed to unreasonable risk to health
or well-being, and the participant has the right to withdrawn/refuse to participate at any time and for any reason
without the loss of otherwise entitled benefits.

The policies outlined in this manual apply to and must be complied by all FSC faculty, staff, and students using the
college facilities, the facilities of another institution as a representative of FSC, or any other off-campus site for the
purpose of conducting research involving human participants on behalf of FSC, including collaborative projects. The
IRB acknowledges that federal and institutional regulations and/or guidance may be revised periodically, and this
manual will be updated accordingly.

1.B. Definitions
e Research means a systematic investigation, including research development, testing, and evaluation,
designed to develop or contribute to generalizable knowledge.
o The following activities are deemed not to be research:
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= Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary
criticism, legal research, and historical scholarship), including the collection and use of
information, that focus directly on the specific individuals about whom the information is
collected.

= Some specific activities involving public health surveillance, criminal justice agencies
(authorized by law or court order), and authorized government operational activities
(defense, intelligence, homeland security, etc.). See the federal regulations for additional
details.

o Systematic Investigation is an activity that involves a prospective study plan that incorporates data
collection and analysis, either quantitative or qualitative, to answer a research question.

¢ Human Subject* means 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 (i) Obtains, uses, studies,
analyzes, or generates identifiable private information or identifiable biospecimens.

¢ Generalizable Knowledge: The information resulting from the research is expected to expand the
knowledge base of a scientific discipline or other scholarly field of study and yield one or both of the
following: Results that are applicable to a larger population beyond the site of data collection or the specific
subjects studied.

e Research Protocol: Documents describing the background, rationale, objectives, design, methodology,
statistical considerations, and organization of a research project.

e Minimal risk means that 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.

¢ Intervention includes 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.

o Interaction includes communication or interpersonal contact between investigator and subject.

e Agent: An individual performing institutionally designated activities or exercising institutionally delegated
authority or responsibility.

e Secretary: The Secretary of Health and Human Services and any other officer or employee of the
Department of Health and Human Services to whom authority has been delegated.

*The terms Human Subjects and Human Participants are used interchangeably within this document.

1.C. IRB Administration and Membership

The College President is the OHRP Signatory Official for the IRB. The IRB reports to the Institutional Official (I0) in
the Office of Academic Affairs. The 10 assumes the obligations of the institution’s Assurance, and is the contact
representative for all correspondences addressing human participant research with federal regulatory agencies. The
IO appoints the IRB Chairperson and supervises the IRB Coordinator.

The IRB Chairperson is an individual from within the College who pledges to be fair and impartial concerning all IRB
matters. The Chair should possess a holistic knowledge of research with human subjects, and is expected to
investigate related topics as needed. The Chair is responsible for conducting all Full Board meetings of the IRB.
Additionally, the Chair is the signatory for all correspondences regarding routine IRB operations (e.g., approval
letters, correspondences to investigators, etc.). When appropriate, the Chair will delegate this signatory responsibility
to the IRB Coordinator or other members of the IRB.

The IRB Coordinator provides programmatic and office support to the IRB. Additionally, the Coordinator conducts
administrative reviews of protocols and is the liaison between the IRB and investigators.
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IRB members are selected based on appropriate diversity (e.g., gender, race, cultural background, etc.), and relevant
professional experience. The IRB includes both scientific and non-scientific members and representation from each
of the College’s four schools. Additionally, the IRB includes at least one member who is not affiliated with the College
and who does not have an immediate family member who is affiliated with the College.

The Chair and IRB members are appointed by the |0 for renewable, three-year periods of service. All members have
full voting rights (no proxy voting is permitted). Attendance records and members contributions to the committee are
reviewed to determine if appointments will be renewed. There is no remuneration for individuals serving as IRB
members. Annually, the Chair, 10 and Coordinator review the membership and composition of the IRB to determine if
regulatory and institutional requirements are satisfied. IRB members who are found not to be acting in accordance
with the College’s mission, polices and/or procedures, and/or federal regulations may be removed at any time.

Employees and volunteers are protected against suits under Public Officers Law Section 17 for actions or alleged
actions that occur while they are acting within the scope of their employment.

IRB members and IRB administrative personnel must complete an approved human research participants training
program and refresher courses as required. Continuing education training will be provided as needed to keep
members current on regulations and other issues related to their IRB duties. Members are required to submit an
updated version of their curriculum vitae or professional resume. These documents are kept on file in the Office of
the IRB.

IRB members, external consultants and local context reviewers are expected to protect the confidentially of the
investigator(s) and the research protocol. Research protocols should not be discussed with anyone other than
members of the IRB or IRB staff except in general terms for the purpose of the review.

The Chair or designee has the authority to act on behalf of the IRB when immediate action is required prior to a
convened IRB meeting to protect the rights and welfare of human subjects. The Chair or designee, in conjunction
with the 10, has the authority to evaluate and provide a resolution for emergent issues related to human subjects
protections that are not covered by these policies. Any such action will be brought to the attention of the convened
IRB at the next meeting. The IRB has the authority to promulgate or amend policies and procedures as necessary for
the proper protection of human subjects in research. In its deliberations, the IRB adheres to the ethical principles
detailed in The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects in Biomedical
and Behavioral Research (1979). FSC has a Federalwide Assurance (FWA #00011332) on file with the Office of
Human Research Protections (OHRP - a subdivision of the Department of Health and Human Services — DHHS),
and complies with the requirements of Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46), FSC
institutional policies, other applicable regulatory bodies, and all federal, state, or local laws, regulations and/or
requirements as they relate to research (when appropriate and/or when research will be conducted outside of the
geographic area surrounding FSC’s campus, investigators should inform the IRB of any know to them that are
applicable). This applies to all research involving human participants regardless of source of funding or support.
When research involves products regulated by the FDA, both OHRP and FDA regulations apply, and the
requirements of both sets of regulations must be met.

Investigators assume the primary responsibility for ensuring that research protocols meet the standards established
by federal/state/local regulations and the Institutional Review Board, and every aspect of the research activity is
conducted as described in the protocol. Compliance with these regulations helps to ensure the protection of human
subjects and the integrity of research at FSC.

1.D. IRB Functions and Operations
The College will provide access to meeting space and sufficient staff to support the IRB's review and recordkeeping
duties.




Institutional Review Board-V1 032023

Additionally, FSC’s IRB will establish and follow written procedures for:

e Conducting its initial and continuing review of research and for reporting its findings and actions to the
investigator and the institution.

e Determining which projects require review more often than annually and which projects need verification
from sources other than the investigators that no material changes have occurred since previous IRB
review.

e Ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that
investigators will conduct the research activity in accordance with the terms of the IRB approval until any
proposed changes have been reviewed and approved by the IRB, except when necessary to eliminate
apparent immediate hazards to the subject.

e Ensuring prompt reporting to the IRB; appropriate institutional officials; the department or agency head; and
the Office for Human Research Protections, HHS, or any successor office, or the equivalent office within the
appropriate federal department or agency of

o Any unanticipated problems involving risks to subjects or others or any serious or continuing
noncompliance with this policy or the requirements or determinations of the IRB.
o Any suspension or termination of IRB approval.

1.E. IRB Meeting Schedule
The IRB meets once during the Fall semester and once during the Spring semester and additionally as needed
based on receipt of a protocol requiring Full Board review.

1.F. IRB Activity Report

At each convened IRB meeting, the IRB membership will be informed via a written report of all Exempt and
Expedited reviews conducted since the previous meeting. Members may request to review any protocol by contacting
the IRB Coordinator.

1.G. Electronic Management System

Since September 2020, the IRB utilizes an electronic management system (Axiom Mentor) for administration and
management featuring on-line submissions and web-based protocol sharing. All new protocol submissions and
continuing review activities must be submitted electronically via this system.

1.H. IRB Records
FSC’s IRB will prepare and maintain adequate documentation of IRB activities, including the following:

o Copies of all research proposals reviewed, scientific evaluations, if any, that accompany the proposals,
approved sample consent forms, progress reports submitted by investigators, and reports of injuries to
subjects.

e Minutes of IRB meetings (which shall be in sufficient detail to show attendance at the meetings; actions
taken by the IRB; the vote on these actions including the number of members voting for, against, and
abstaining; the basis for requiring changes in or disapproving research; and a written summary of the
discussion of controverted issues and their resolution).

e Records of continuing review activities, including the rationale for conducting continuing review of research
that otherwise would not require continuing review.

Copies of all correspondence between the IRB and the investigators.

o Alist of current IRB members identified by name; earned degrees; representative capacity; indications of
experience such as board certifications or licenses sufficient to describe each member’s chief anticipated
contributions to IRB deliberations; and any employment or other relationship between each member and the
institution, for example, full-time employee, part-time employee, member of governing panel or board,
stockholder, paid or unpaid consultant.

o Written procedures for the IRB (see above).
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o Statements of significant new findings provided to subjects (46.116(c)(5).

e The rationale for an expedited reviewer's determination that research appearing on the expedited review list
is more than minimal risk.

o Documentation specifying the responsibilities that an institution and an organization operating an IRB each
will undertake to ensure compliance with the federal requirements.

IRB records will be retained for at least 3 years or longer if required by a specific sponsor or funding agency, and
records relating to research that is conducted shall likewise be retained for at least 3 years after completion of the

research or longer if otherwise required.

1.l. Policy Manual Revisions

All recommended revisions to the IRB policy manual will be reviewed by the IRB and voted on by a quorum of the
membership. The approved recommendation will be forwarded to the Office of the Provost for final approval. A
revision may be temporary implemented by the IRB Chairperson in conjunction with the Office of the Provost without
the above process being completed; however, this process will be followed before the revision is permanently applied

to the IRB manual.
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Section 2: Investigators

2.A. Definitions

Principal Investigator (PI) is the lead researcher of a study. At FSC, only one Pl is allowed per protocol.
Co-Investigator (Co-l) is an individual recognized as someone who shares scientific and administrative
leadership responsibilities for a project with the PI.

Key Personnel is defined as individuals who contribute in a substantive way to the scientific development
or execution of the project.

Research Assistants (RA) are individuals who are interacting and/or intervening with human subjects or
who handle the personally identifiable data of a human subject, and/or are involved in the informed consent
process. This also includes additional personnel who are involved in this project in a limited role (i.e.,
Technicians, Institutional Research Personnel, efc.).

2.B. Responsibilities and Certification: Principal Investigator

The Pl is the ultimate protector of human participants in research. When designing a research protocol, the Pl is
expected to incorporate the principals of the Belmont Report, as well as the highest ethical standards. All Pls must
certify that the research described in the protocol and supporting materials will be conducted in full compliance with
FSC’s policies and federal regulations governing human subject research.

If the IRB deems the research project Exempt, the Pl must provide the following confirmations:

1.

| will conduct every aspect of the project as described to the IRB and consistent with all federal, state, and
institutional regulations as set forth in the IRB Policy Manual, the institution’s Federalwide Assurance, and
all other pertinent regulatory and ethical documents.

| will assume full responsibility for assuring that all study personnel have complete understanding of the
research protocol and the consent process and are qualified by education, training, and experience to
perform their assigned protocol tasks.

[ will ensure the protection of every research subject enrolled in this protocol and minimize risks and
maximize benefits to the greatest extent possible.

[ will promptly report any revisions or amendments to the research activity for review and approval by the
IRB prior to commencement of the revised protocol.

[ will promptly (within 24 hours via telephone, followed by written notification within 2 business days) report
any unanticipated problems involving risks to subjects or others, or any instance of serious or continuing
noncompliance with federal regulations or IRB requirements.

To the best of my knowledge, no study personnel (or any member of their families) have a conflict of interest
related to this research (e.q., significant financial interest, relationship with sponsors, vendors, or sub-
contractors). [If a conflict of interest exists, please contact the IRB Office].

If the IRB approves this research project through the Expedited or Full Board process, the Pl must agree to the
following:

1.
2.
3.

| will ensure the protection of every research subject enrolled in this protocol.

| will minimize risks and maximize benefits to the greatest extent possible.

| will conduct every aspect of the project as approved by the IRB and consistent with all federal, state, and
institutional regulations as set forth in the IRB Policy Manual, the institution’s Federalwide Assurance, all
other pertinent regulatory and ethical documents.

| will promptly report any revisions or amendments to the research activity for review and approval by the
IRB prior to commencement of the revised protocol.

| will promptly (within 24 hours via telephone, followed by written notification within 2 business days) report
any unanticipated problems involving risks to subjects or others, or any instance of serious or continuing
noncompliance with federal regulations or IRB requirements.
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6. | will assume full responsibility for selecting subjects in strict accordance with the inclusion/exclusion criteria
outlined in the applications materials.

7. 1 will use the IRB-approved, stamped form in the consent process (if applicable) and retain all original,
signed forms in the research file.

8. | will assume full responsibility for assuring that all personnel whom | have delegated to obtain informed
consent from subjects has complete understanding of the research protocol and the consent process and
are qualified by education, training, and experience to perform their assigned protocol tasks.

9. Iwill ensure that the consent process is ongoing throughout the subject’s participation in the research.

10. I'will submit progress reports, as requested, in a timely fashion.

11. 1 will ensure that no research project will be continued beyond the approved period set by the IRB.

12. | will cooperate with the IRB, comply with its decisions, and keep the committee informed of any changes in
the research activity with accurate, up-to-date information, as appropriate.

2.C. Human Subijects Training

All investigators conducting research involving human participants, information or biological specimens, regardless of
funding source or status, must be trained in the protection of human subjects in research activities. Valid proof of
training must be provided to the IRB at the time of protocol submission for the Principal Investigator and Faculty
Advisor/Mentor for all Exempt protocol reviews and for all research personnel for Expedited or Full Board protocol
reviews. The maintenance of valid training records for all research personnel is the responsibility of the Principal
Investigator. Updated proof of training for research personnel should be submitted to the IRB by the Principal
Investigator (when applicable). The requirement is for all those included as “Key Personnel” on the study. Key
Personnel is defined as individuals who contribute in a substantive way to the scientific development or execution of
the project. This includes all investigators who meet this definition, including PI, Co-l, and most RAs. Protection of
human subjects training for a consultant is only required when their level of involvement meets this definition of Key
Personnel. Personnel with a limited role (i.e., Technicians, Institutional Research Personnel, etc.) may only be
required to complete a modified protection of human subjects training course or the training may be waived. This
determination will be made by the IRB based on the individual’'s access to identifiable data, the risk level of the study,
and on the specific role of the individual.

Acceptable training includes courses offered by FSC through CITI. More information concerning FSC's CITI course
options for research involving human participants is listed on FSC’s IRB webpage. Similar programs offered by other
institutions may qualify as equivalent to this training. Contact the Office of the IRB regarding equivalent training.

10
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Section 3: Conflict of Interest/Financial Disclosure Policies

3.A. Definitions

o Conflict of Interest: Any interest, financial or otherwise, direct or indirect; participation in any business,
transaction or professional activity; or incurring of any obligation of any nature, which is or appears to be in
substantial conflict with the proper discharge of an employee's duties in the 'public interest’. A conflict of interest
is also any financial interest that will, or may be reasonably expected to, bias the design, conduct or reporting of
research.

o Investigator: The Principal Investigator (PI), Co-Investigators (Co-I) and all other persons who are responsible
for the design, conduct, or reporting of research as described to the IRB or in an application or prospective
application made through FSC for support of research.

« Significant Financial Interest: Anything of monetary value to the Investigator that would reasonably appear to
be directly and significantly affected by the research activity, including but not limited to: salary or other
payments or services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options, warrants or
other ownership interests); and intellectual property rights (e.g., patents, copyrights and royalties from such
rights). Examples include ownership of stock, stock options, or any equity, debt, security, capital holding, salary
or other remuneration, or financial consideration, or thing of value for services as an employee, consultant,
officer, or board member in: the entity to which the funding application will be submitted; any entity that owns or
has applied for the patent manufacturing or marketing rights to product or procedure involved in, or will
predictably result from the research activity; any entity that is known by the Investigator to own or have applied
for such rights in any product or procedure that will predictably result from the research activity; or any entity that
will be a sub-recipient from FSC of funding resulting from the application; any entity where the value of financial
interests exceeds $5,000 and represents more than a 5% ownership interest for any one enterprise or entity
when aggregated for the Investigator and all related parties; any entity from which the Investigator consults or
receives other remuneration where the value is greater than $5,000 annually. Excluded are: salary, royalties or
other remuneration paid to an Investigator by FSC; income from seminars, lectures or teaching engagements
sponsored by public or nonprofit entities; income from service on advisory committees or review panels for public
or nonprofit entities.

o Related Parties: Spouse, domestic partner, dependent children, siblings, parents, or equivalents by marriage, or
other individuals residing in the household.

3.B. Overview

According to SUNY Policy 6001 (Conflict of Interest): Faculty and staff of the State University of New York
(University) are encouraged to foster an atmosphere of academic freedom by promoting the open and timely
exchange of scholarly knowledge independent of personal interests and are required to avoid conflicts of interest.
Where potential or actual conflicts exist, faculty and staff are expected to consult with appropriate University officers
and abide by University policy. This policy represents a restatement of existing University policy and pertinent state
and federal law and regulations.

The purpose of the conflict of interest disclosure process is to ensure that the design, conduct, or reporting of
research will not be biased by any conflicting commitment or financial interest of the investigators who are
responsible for the research. Conflicts of interest arise with increasing frequency from the diversity of roles research
college faculty are expected to play. Rather than ignoring or seeking to prohibit them, FSC will endeavor to develop
and implement conflict management strategies in order to facilitate the fulfillment of these diverse faculty roles in
support of the College’s multiple missions. All FSC investigators seeking approval to conduct research are required
to complete and file a signed conflict of interest disclosure statement with the submission of each proposal. An
affirmative answer to any of the questions below will initiate the process of developing a management strategy; there
may be rare cases where no strategy can be developed that will satisfy all relevant constraints. Disclosures shall be
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reviewed by the Chair of the IRB or a designee, and if it is determined that a conflict exists, the IRB will determine
whether the conflict can be eliminated or managed.

If a new reportable significant conflict of interest arises at any time during the period after submission of the proposal
through the period of approval, the filing of a new or updated COl disclosure is required.

Investigators have a Conflict of Interest if they answer "Yes" to any of the following questions:

1.

2.

3.

Do you or any related party hold a position of management, such as board member, director, officer, partner
trustee, employee or consultant with a sponsor, a vendor or (sub)contractor related to the proposed activity?
Do you or any related party have a Significant Financial Interest in a sponsor, vendor, or (sub)contractor
related to the proposed activity?

Do you or any related party assigned to a sponsor, a vendor, or (sub)contractor, related to the proposed
activity, have rights to a disclosed intellectual property, pending patent application or an issued patent to an
invention(s) or copyright for software?

Do you or any related party have a Significant Financial Interest in a for-profit entity that will manufacture or
commercialize any drug, vaccine, device, product, procedure, or process that is associated with or that will
predictably result from the proposed activity?

Do you or any related party have a Significant Financial Interest in a for-profit entity that can reasonably be
expected to benefit directly and significantly from the design, conduct, or reporting of the proposed activity?
If you answered yes to any of questions 1-5, is it reasonable to anticipate that your financial interest could
be directly and significantly affected by the design, conduct, or reporting of the proposed activity?

The following questions will be considered by the IRB when reviewing financial interests of parties involved in human
subject research:

1)
2)
3)
4)

Who is the sponsor, who designed the study, and who is analyzing the data?

What are the financial relationships between the investigator and the study sponsor?

Is there any compensation that is affected by study outcome?

Does the Investigator have any proprietary interests in the product including patents, trademarks,
copyrights, and licensing arrangements?

Does the Investigator have an equity interest in the company?

Does the Investigator receive payments of other sorts from the sponsor (e.g., grants, research equipment,
consultant fees, honoraria)?

Are there any incentive payments?

How should financial interests be managed?

If any of the investigators on a particular protocol are determined to have a significant financial interest or other
conflict of interest, the IRB requires, as a condition of approval, that:

The IRB determines that the COI can be managed [If the COI cannot be managed, the research will be
prohibited];
The investigator cannot be involved in the recruitment or consenting of subjects;
The investigator cannot place undue pressure on, or offer incentives to, other investigators to enroll
subjects; and
The IRB may require additional measures or prescribe additional appropriate action to manage the conflict.
These actions may include, among other things, limitations on a particular investigator’s participation in:
study, design, or data collection; monitoring of study conduct by the IRB or independent observers
A section of the consent form be added that states:
One or more of the investigators conducting this study has a significant financial (or other) interest
in the company supporting the study, which means that they may receive personal financial benefit
from the results obtained. No one with such interest is involved in recruiting or consenting of
subjects.
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There may be circumstances that warrant a more detailed disclosure to the subjects. The IRB may draft
additional disclosure language. In addition, as with any study, the consent processes for any or all subjects
may be witnessed by a member of the IRB or a representative.

3.C. Violation of the Policy

In the event a violation of the conflict of interest policy is reported or suspected, such violation shall be immediately
reported to the IRB Chair and 10. In the event of investigator violation of the policy, the IRB Chair shall determine if
any action is necessary to protect human subjects and may take such action, including suspension of IRB approval.
The violation shall be reported to the IRB at its next convened meeting for further investigation and determination.

3.D. Studies Sponsored by Pharmaceutical or Biotech Companies

An institution conducting research that is sponsored by a pharmaceutical or biotech company is usually paid in
accordance with the reasonable costs of conducting the study. This may include being paid on a ‘per enrolled
subject’ basis. These funds may be used to support research work in the investigator’s laboratory. This, in and of
itself, does not constitute a conflict of interest, but the subject has the right to disclosure of this relationship. A section
should be added to the consent form as follows:

Investigator Compensation
The principal investigator is being paid by the study sponsor, [Name of Company] to conduct this study.

Rarely, there are provisions in some contracts that allow for ‘enroliment incentives’, also referred to in other terms
such as ‘competitive enrollment’. This refers to the situation where the institution will be paid more by the sponsor if a
certain quota is met (based on the number of participants, or time it takes to enroll the subjects). FSC does not
always prohibit enrollment incentives, but acknowledges that such incentives may also serve to keep the investigator
aware of the need for eligible subjects. Furthermore, it is clearly advantageous for research on the causes,
prevention and treatment of diseases to be conducted as quickly as possible so that results can be assessed, and
future research planned. As such, protocols involving enrollment incentives will be assessed by the IRB on a case-
by-case basis. Allowance of such incentives will be based on several criteria, including the amount and scheduling of
the incentive and the aims of the research. The IRB retains the right to refuse to allow enrollment incentives for a
particular protocol. Further, enroliment incentives (monetary and otherwise) meant to provide personal benefit to any
investigator (PI, Co-l, etc.) are prohibited.

3.E. Externally Funded Research

All study team members (including non-FSC collaborators and volunteers) of externally funded research projects are
also required to submit a Disclosure Statement of Significant Obligations, Significant Financial Interests (SFI) and
Sponsored Travel (prior to the submission of a proposal for external funding to a sponsor; annually for the duration of
the project; and within 30 days of an event that would change the disclosure on file) via the Pre-Award and
Compliance System (PACS). Additionally, all study team members must complete the Conflict of Interest training
course through the CITI program. Please contact the Office of Sponsored Program Administration for guidance.

3.F. IRB Member Conflict of Interest Procedures

No Institutional Review Board (IRB) may have a member 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. [45 CFR
46.107(d)]

Category :
An IRB member is deemed to have a conflict of interest if one or more of the following situations exist: An IRB
member:

e Isincluded on the research as an investigator or member of the research team.

e Has a financial conflict of interest in the research.

e Is animmediate family member of the investigator.
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Category II:

The following situations may be deemed a conflict of interest if expected to preclude an objective assessment of the
research. The IRB Chair and/or Coordinator in consultation with two randomly selected members of the IRB
Committee will review each situation to determine whether it constitutes a conflict of interest. An IRB member
has/had:

o Significant involvement in preparation of materials submitted to the IRB for review or approval.

e Asupervisory relationship (either past or present) with the investigator.

o Aclose personal relationship with the investigator.

o A competitive relationship with the investigator (e.g., direct competition for funding, scholarship, research
subjects) or the IRB member is considered a personal or professional adversary of the investigator for
reasons not related to the IRB.

o Other interests that would conflict with the member's ability to objectively review the research.

Procedures for Disclosing a Conflict of Interest

o IRB Member Voluntary Disclosure: It is the responsibility of the IRB member to disclose all certain or
potential conflicts of interest prior to engaging in any IRB review or determination activities.

e Query at Convened IRB Meetings: At the beginning of each IRB meeting, the IRB Chair asks members to
disclose any conflict of interest concerning any items on the agenda.

e Principal Investigator Disclosure: The investigator submitting a protocol may submit a written explanation of
an IRB member's certain or potential conflict of interest prior to the IRB engaging in any review or
determination activities.

Determination and Resolution of a Conflict of Interest

o Conflict of interest disclosures will be reviewed by the IRB Chair and/or Coordinator in consultation with two
randomly selected members of the IRB Committee.

o Ifaconflict of interest is identified, the IRB Member will be notified in writing that a disclosure statement has
been submitted to the IRB and by whom. The applicable category description(s) listed in the IRB Members-
COlI Procedures will also be included in the letter. The conflicted IRB member will not participate in the pre-
review, exempt determination, or expedited review of the project. For Full Board reviews, the IRB member
will be recused. This means that the IRB member will not vote and will be asked to leave the IRB meeting
before discussion on the item with which they have a conflict unless the IRB requests that they provide
information. When recused, the member does not count towards the quorum for the vote.
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Section 4: Review Procedures and Categories

4.A. Data Collection/Reporting/Storage
The protocol must state the manner in which the information (data) will be collected (recorded*), reported
(disseminated), and stored.

*Classification of data is determined at the point of collection and recording (i.e., even if the investigator is aware of a
participant’s identity at the time of collection, the data is still considered anonymous as long as the data is recorded
with no links to the participants’ identification). If there is a possibility that this or a similar situation may occur during
data collection, the protocol should state as such.

Anonymous Information is collected information that does not contain any links to participants’ identifiable
information.

Confidential Information is collected identifiable private information that the investigator will not divulge improperly
(i.e., participants’ identities will not be revealed during dissemination or be released to other investigators).

The term confidential should not be referenced concerning anonymous information.

Coded Information is collected information that is linked to participants’ identifiable information through a confidential
code. If the data is coded, this protocol should describe the extent, if any, to which confidentiality of records that
identify the subject will be maintained. For example: coded by a random number, the linking information will be kept
separate in a locked file or compute, and if identifiers will be destroyed when the study is complete. If participants will
be identified in any resulting dissemination (i.e., presentations, publications, etc.) this should be stated in the
protocol.

Fully Identifiable Information is collected information that is stored with participants’ identifiable information (i.e.,
name, Social Security Number, etc.). Additional consideration should be given to the confidentiality of records. The
protocol should state if confidentiality of records will be maintained and include details on how the participants’
identity will be kept confidential in connection with the research study. Exceptions to this confidentiality should be
explained (i.e., ‘absolute confidentiality cannot be guaranteed, but will be maintained to the extend allowed by law’). If
participants will be identified in any resulting dissemination (i.e., presentations, publications, etc.) this should be
stated in the protocol.

Private Information includes information about behavior that occurs in a context in which an individual can reasonably
expect that no observation or recording is taking place, and information that has been provided for specific purposes
by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record).

Identifiable Private Information is private information for which the identity of the subject is or may readily be
ascertained by the investigator or associated with the information.

Identifiable Biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the
investigator or associated with the biospecimen.

De-Identified Information is collected Information that was originally fully identifiable or coded but has now had all
personally identifiable information and/or links removed.

This label refers to the research data set that is being created. If the data that is recorded by an investigator does not
contain any identifiers, the data set is considered de-identified research data even if the investigator otherwise has
access to the data in its identifiable form as long as procedures have been followed to randomize or aggregate the
data.
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4.B. Department Chairperson Review

All research protocols at FSC must be reviewed by the PI's Department Chairperson or Supervisor, who will confirm
that the investigator(s) has the appropriate expertise and credentials to perform the research procedures, and, if
applicable, the Faculty Advisor/Mentor or Program Coordinator [for student-lead protocols] has the training and
expertise to mentor the student researcher(s).

4.C. IRB Review
The IRB will use three review categories when considering research protocols. The IRB Chair or designee will
determine the appropriate category of review based of the type of research proposed.
A. Exempt: Research reviewed by an IRB member. Not subject to continuing review.
B. Expedited: Research reviewed by an IRB team comprised of two IRB members. Not subject to continuing
review unless FDA regulated or deemed necessary by the reviewers.
C. Full Board: Research reviewed by the convened IRB, with a quorum of members present, and subject to
continuing review at regular intervals not to exceed 365 days.

There is no distinction made by the IRB in the review of grant funded and non-funded research activities.

4.D. Categories Not Considered Research

The following categories are not considered research and do not require review by the IRB. It is recommended that
investigators who believe that their project falls into one of the below categories submit a completed Research
Questionnaire to the IRB for confirmation.

e Scholarly or journalistic activities that focus directly on the specific individuals about whom the information is
being collected and will not be used to draw conclusions about the larger population, cultures, norms, and
practices, or to generalize findings (e.g., oral history, journalism, biography, literary criticism, legal research,
and historical scholarship).

e Secondary analysis of publicly available data / specimens obtained from a producer or supplier of public use
data or for which information about the data / specimens is available in the public domain.

e Secondary analysis of de-identified or non-identifiable data. (Additional Information is required. Contact the
IRB Office.)

e Institutional assessment / program evaluation for which results are not intended to be generalized or
disseminated outside the State University of New York (SUNY).

e Quality assurance / quality improvement / organizational efficiency or other consulting projects for which
outcomes will remain specific to the organization, programs, or services, and will not be generalized.

o Class projects for which the sole intent is to meet course requirements with no intention to generalize or
disseminate results outside of the course.

e Public health surveillance activities limited to those necessary to allow a public health authority to identify,
monitor, assess, or investigate issues of public health importance.

e Collection and analysis of information by or for a criminal justice agency for activities authorized by law or
court order solely for criminal justice or criminal investigative purposes. [Note: Not intended to include social
or behavioral studies of the causes of criminal behavior.]

o Authorized operational activities (as determined by each agency) in support of intelligence, homeland security,
defense, or other national security missions.

4.E. Engagement

In general, FSC is considered engaged in a research project when the involvement of FSC employees or agents in
the research include any of the following:

A grant or contract for the research has been awarded to FSC as a lead institution or secondary institution.
Using FSC property or non-public information to identify and/or recruit human participants.

Interactions with human subjects (including collecting informed consent).

Interventions with human subjects.
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¢ Involvement with the data collection activities (including observations).

¢ Using, studying, or analyzing identifiable private information. Depending on the specific project, using,
studying, or analyzing non-identifiable information may also constitute engagement and/or require IRB
review or local IRB review. Contact the Office of the IRB for more information.

In general, FSC is not considered engaged if:

e FSC employees/agents perform commercial or other services for investigators provided that all the following
conditions are met:

o The services preformed do not merit professional recognition or publication privileges;

o The services preformed are typically performed by the institution for non-research purposes; and

o The institution’s employees or agents do not administer any study intervention being tested or
evaluated under the protocol.

e FSC employees/agents:

o Inform prospective subjects about the availability of the research;

o Provide prospective subjects with information about the availability of the research (which may
include a copy of the relevant informed consent document and other IRB approved materials) but
do not obtain subjects’ consent for the research or act as representative of the investigators;

o Provide prospective subjects with information about contacting investigators for information or
enroliment; and/or

o Seek or obtain the prospective subjects’ permission for investigators to contact them.

e FSC permits the use of campus facilities for intervention or interaction with subjects by investigators from
another institution (i.e., an investigator from another institution conducts or distributes a research survey in
an FSC classroom). Please see External Researchers for more information.

e FSC employees release to investigators at another institution human subjects information.

o Ifthe information was collected for another research study covered by federal regulations, then
FSC’s IRB must be contacted by the investigators to:

= Ensure that the release would not violate the informed consent provided by the subjects to
whom the information pertain, or

= Ifinformed consent was waived by the IRB, ensure that the release would be consistent
with the IRB’s determination that permitted a waiver of informed consent under the federal
regulations.

o FSC institutional approval may be required by the Office of the Academic Affairs before the human
subjects information may be released. Contact the Office of the IRB to discuss.

o Ingeneral, the institution whose employees/agents obtain the human subjects information from
FSC would be considered engaged in human subjects research.

The IRB will consider the HHS/OHRP guidance available on the HHS website when determining other engagement
classifications.

4.F. Institutional Authorization Agreement (1AA)

A formal, written agreement that indicates that one institution’s IRB is relying on another institution’s IRB for the
review of research project(s) rather than conducting their own independent review(s). IAAs are utilized when multiple
institutions are engaged in a research activity. Contact the Office of the IRB for additional instructions and
information.

4.G. Consultants and Local Context Reviewers

The IRB may, at its discretion, invite individuals with expertise in a special topic (Consultants) or the local norms,
language and culture of the geographical area where the research will be conducted (Local Context Reviewer or
LCR) to assist in the review of complex issues that require expertise beyond, or in addition to that available on the
committee. The need for a Consultant/LCR may be determined in advance of or during the review of the study. If the
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need for a Consultant/LCR is determined at a Full Board meeting, the study will be tabled and reviewed at the next
convened IRB meeting. The Consultant or LCR does not take part in committee deliberations or voting. The
consultant or local context reviewer must not have a conflict of interest of any kind concerning the research protocol
being reviewed (this process is equivalent to the IRB Member Conflict of Interest Procedure), and must be
documented in the protocol record. A copy of the Consultant or Local Context Reviewer’s curriculum vitae or
professional resume is required and will be included in the protocol file.

4.H. International Research

The IRB will review all international research using human participants to assure adequate provisions are in place for
the protection of human subjects (equivalent or greater than the Common Rule). The IRB will refer to the knowledge
of the LCR and by requesting approval documentation from local IRBs or ethics committees (which may or may not
be OHRP registered). Additionally, site permission and local letters of support may be requested. All instruments and
documents should be provided to the IRB in the primary language of the study site and in English.

Approval of research at foreign institutions or sites “not engaged” in research is only permitted if one or more of the
following exist:
e The investigator receives approval from the local IRB or ethics committee to conduct research at
the site or the local IRB or ethics committee determines that approval is not necessary.
e [fthere is not an established local IRB or ethics committee, a letter of cooperation must be
obtained demonstrating that the appropriate institutional or oversight officials are permitting the
research to be conducted at the site.

For federally funded research, approval of research at foreign institutions or sites “engaged” in the research is only
permitted if the foreign site holds an Assurance with OHRP and local review and approval is obtained.

Investigators may have reporting responsibilities regarding foreign affiliations related to their academic work and
international research. Investigators should contact the Office of Academic Affairs for more information. If the
international research is grant funding, investigators should also contact the Office of Sponsored Programs
Operations for more information.

4.1. Internet Research Recruitment

Internet research includes both the Internet as a research tool (i.e., participant recruitment through a social media
platform message post, direct messaging, email, etc.; administering a survey through an online platform), and as a
research site (i.e., collecting data from an Internet space such as a social media platform or user review).

Investigators should be cognizant that the authentication of identification of respondents and data provided through
Internet-based research could be challenging and may threaten the integrity of research samples and the validity of
research results. The need for identity confirmation depends on the following:

e Importance to the research

o Level of risk to subjects

o Third-party policy or terms of agreement

o Norms and expectations of users and venues

In general, if individuals intentionally post or otherwise provide information on the Internet, such information should
be considered public unless existing law and/or the privacy policies and/or terms of service of the entity receiving or
hosting the information indicate that the information should be considered private. Any venue where membership or
participation must be authorized should be considered private. However, the IRB will use a holistic approach when
making a determination and may consider:

e s apassword required?

e |s the venue moderated?
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¢ s the venue intended for use by individuals who share a particular condition or interest? Are the norms
dictated or determined by the users "shared priorities"?

Moreover, if an Internet activity is being observed by the investigator, includes identifiable information, and is
available without restriction to any authorized user of the site, it is considered research with human subjects
(observation of public behavior). Examples include comments postings on news sites; posting on publicly available
hosting sites (i.e., YouTube, etc.); postings on classified sites (i.e., Craigslist, etc.); postings on unrestricted blog or
wiki sites; and information posted without restrictions to social networking sites (i.e., Facebook, Instagram, LinkedIn,
etc.).

However, if the identity of the subject cannot be readily ascertained by the investigator or associated with the
information then the activity is not research involving human subjects. Please note that forms of identity, including
avatars, can be considered as virtual representations of a human subject (if personally identifiable information about
living individuals can be obtained by observation or interaction).

4.J. FSC Faculty/Staff Doctoral Dissertations
FSC's IRB requires review of FSC faculty/staff member research projects involving human subjects conducted in
conjunction with their doctoral dissertation if any of the following conditions are met:

1. Researcher (i.e., FSC faculty/staff) affiliates with FSC on any dissemination of results (i.e.,
publications/presentations), and/or FSC institution affiliation is referenced in any part of the research activity
or citation.

2. Study team members such as Co-Is or RAs are FSC faculty members (excluding adjunct professors), staff,
or students.

3. Project funding is provided by FSC.

4. Research participants (i.e., subjects) will be recruited at FSC (i.e., FSC students, faculty, or staff), and/or
data will be collected at FSC.

If none of the above criteria are met, no action is required by the researcher at FSC. If the researcher has not already
done so, FSC'’s IRB strongly recommends that the researcher contact the IRB at their “home” institution for guidance

on submitting a research protocol for review before initiating any research activities, including participant recruitment

and data collection.

If a research project meets any of the criteria above, the following steps must be completed prior to the initiation of
any research activities including participant recruitment and data collection:

1. The research protocol must be submitted to the doctoral institution’s IRB for review.

2. Once an Exempt determination or an approval has been issued, the investigator should then submit the
complete protocol and official decision letter to FSC’s IRB.

3. Depending on the category of research, FSC'’s IRB will either conduct an independent review or enter into
an Institutional Review Board Authorization Agreement (IAA) with the home institution.

Please note: FSC's IRB is not able to provide retroactive approvals. If there is any possibility that the project meets
any of the criteria indicated above, the project must receive FSC’s IRB approval/ Exempt determination or an IAA
must be fully executed before initiating any research activities including participant recruitment and data collection.

4.K. Adjunct Professor Research Activities
Adjunct Professor is a college professor whose employment is temporary or part-time.
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FSC's IRB requires review of adjunct professor research projects involving human subjects if any of the following
conditions are met:

1.

w

Researcher (i.e., adjunct professor) affiliates with FSC on any dissemination of results (i.e.,
publications/presentations), and/or FSC institution affiliation is referenced in any part of the research activity
or citation.

Study team members such as Co-Is or RAs are FSC faculty members (excluding adjunct professors), staff,
or students.

Project funding is provided by FSC.

Research participants (i.e., subjects) will be recruited at FSC (i.e., FSC students, faculty, or staff), and/or
data will be collected at FSC.

If none of the above criteria are met, no action is required by the adjunct professor researcher at FSC.
Research projects that meet any of the criteria above will require FSC’s IRB review/approval before initiating
any research activities including participant recruitment and data collection.
o Ifthe protocol has been reviewed by an external IRB, please contact the Office of the IRB for
guidance.
o Ifthe protocol has not been reviewed by an IRB, please submit the protocol to FSC's IRB for
review. Please see the IRB webpage for more information. If you have any questions, please
contact the Office of the IRB.

If the researcher has not already done so, FSC'’s IRB strongly recommends that the researcher contact the
IRB at their “home” institution for guidance on submitting a research protocol for review before initiating any
research activities, including participant recruitment and data collection. Please note: FSC'’s IRB is not able
to provide retroactive approvals. If there is any possibility that the project meets any of the criteria indicated
above, the project must receive FSC'’s IRB approval before initiating any research activities including
participant recruitment and data collection.

4.L. External Researchers

These policies also apply to and must be complied with by external investigators (not affiliated with FSC) who plan to
conduct research accessing FSC facilities and/or resources; and recruiting faculty, staff, and students as research
participants.

Researchers not affiliated with FSC must obtain approval from the appropriate Department Chairperson and Dean (if
applicable) and FSC'’s Provost/Vice President of Academic Affairs (facilitated by the IRB) prior to conducting research
accessing FSC facilities and/or resources; and recruiting students, faculty, and/or staff as research participants.

Procedures (4-6 weeks):

External Researchers must submit FSC-IRB Form M: External Research Request along with a copy of the
approval letter from the IRB of Record and the complete research protocol including all supporting
documents (i.e., Informed Consent forms, recruitment materials, study measures, human research
participants training program certificate(s), etc.) to IRB@farmingdale.edu.

FSC'’s IRB will evaluate the application and supporting documents and provide a recommendation to the
appropriate FSC Department Chairperson (if applicable), Dean (if applicable), and Provost/Vice President of
Academic Affairs. The Provost/Vice President of Academic Affairs may also seek input from additional
stakeholders on campus.

Institutional Approvals are granted on a case-by-case basis.

If Institutional Approval is granted, the researcher will receive official notification from FSC. Researchers
may not access FSC facilities and/or resources; or recruit or contact any potential participants from FSC
until this notification is received.

4.M. Collaborative/Cooperative Research
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Collaborative/cooperative research includes projects for which multiple institutions are engaged in human participants
research and/or investigators from multiple institutions are engaged in human participants research.

Principal Investigator is affiliated with FSC:

For multi-site research, it is expedient to have the research reviewed at the institution of the PI. This,
however, does not preclude the need for IRB approval from the other institutions. Rather than having each
institution conduct a separate review, FSC's IRB will review and approve the protocol and Institutional
Authorization Agreements (IAAs) will be requested from each institution.

Principal Investigator is not affiliated with FSC:

If the protocol has already been approved by another IRB, the PI may submit those protocol forms and the
approval letter to the FSC'’s IRB. FSC’s IRB may complete an independent review (if deemed necessary) or
request an Institutional Authorization Agreement (IAA) with the PI’s institution.

4.N. Research Conducted at Other Institutions

Investigators who plan to recruit participants and/or conduct study procedures at institutions other than FSC (e.g.,
schools, hospitals, organizations), must obtain and submit written permission from each site to conduct the research
in addition to receiving approval through FSC's IRB. A Site Permission Letter template is available on the IRB
webpage. While investigators are not required to use this template, the permission letter must include all essential
elements found in the template. In certain circumstances, the site permission requirement may be waived for Exempt
reviewed research on a case-by-case basis. Please contact the Office of the IRB for additional information.

4.0. Student Coursework Research Activities
If the goal of the student coursework activity is to fulfill a course/major requirement and not to add to generalizable
knowledge, the project may not meet the definition of "research" and therefore may not require IRB review.

These projects are conducted by students to fulfill a class assignment, and may involve interactions with members of
the class and/or external research participants (e.g., Research Methods courses where students design and conduct
a research protocol involving data being collected/analyzed for the purposes of learning how to do research under
the supervision of the course instructor.) Typically, these assignments are initiated and completed within the
timeframe of the course. These projects are not intended to create generalizable knowledge or to lead to publication
or presentation outside of FSC, but findings may be presented in class to peers, and/or at a student research
conference/showcase on FSC's campus.

Please note: The IRB is not able to provide retroactive approvals. If there is any possibility that the project may be
presented/published outside of FSC or the project does not meet all of the criteria indicated below, the project must
receive IRB approval before initiating data collection.

Faculty must be fully aware of all aspects of the project and take responsibility for overseeing the project and
assuring that all research activities adhere to ethical principles. Faculty also should ensure, to the best of their ability,
that students realize any potential for harm and take all possible steps to eliminate the risks to students or individuals
outside the classroom involved in the assignment. These risks may include potential physical, psychological, social,
economic, or legal harm.

A project that is solely a student coursework activity as described above does not require IRB review if it meets all of
the following criteria:

e The project involves no more than minimal risk to subjects.

e The project topic and protocol activities are benign in nature; are course appropriate as determined by the

instructor; and do not cover sensitive topics (such as sexual activity, substance abuse, spousal abuse,
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and/or other similar subjects). If you are unsure about a specific project, please contact the Office of the
IRB.

e The project does not involve deception.

e The project does not involve vulnerable populations such as prisoners, people with diminished capacity for
giving consent, and/or minors under the age of 18.

e The project involves the voluntary participation of individuals without any coercion or pressure being placed

upon them.

The research participants/information is anonymous (no identifiable data will be collected).

The results will not be presented, published or distributed beyond the FSC campus.

The student, not the course instructor, is the principal investigator of the project.

Informed Consent information will be provided to all participants.

Both the course instructor and the student researcher(s) must complete the appropriate FSC CITl training

course option for research involving human participants. See the IRB web page for more information.

¢ Projects involving human subjects that do not meet all of these criteria, even if they are conducted as
student coursework activity projects, will require IRB review/approval before initiating data collection. If you
have any questions, please contact the Office of the IRB.

4.P. FSC Student Researchers

Research protocols with a PI, Co-I or RA who is a FSC student are governed by the same federal policies mandating
the protection of human subjects known as the "Common Rule" as other researchers on campus. The Faculty
Advisor/Mentor or Program Coordinator associated with the project is ultimately responsible for assurance that the
research conducted by FSC students is in full compliance with FSC's policies and federal regulations governing
human subject research and the protocol is conducted as described to the IRB.

FSC Lead Research:
Research projects with an FSC Student P!

e An FSC faculty member must be listed as a Faculty Advisor on the protocol. The Faculty Advisor shall
become the Pl ifiwhen the student leaves FSC.

o Astudent may be listed as a Pl for Exempt research; however, a student's role in research reviewed via the
Expedited review process will be reviewed on a case-by-case basis. A student is not permitted to be listed
as a Pl for research referred to the Full Board for review.

o Refer to the procedures for submitting a research protocol for IRB review on the FSC IRB webpage and the
Axiom IRB portal (Go to MYFSC, click Axiom Mentor on the left side navigation list and click IRB at the top).

Research projects with an FSC Faculty PI.

e FSC students involved in any aspect of a research project are subject to the same regulations and
requirements as other Co-Is or RAs (e.g. Human Participants Research Training, Conflict of Interest
Certification, etc.).

o Refer to the procedures for submitting a research protocol for IRB review on the FSC IRB webpage and the

Axiom IRB portal (Go to MYFSC, click Axiom Mentor on the left side navigation list and click IRB at the top).

Non-FSC Lead Research:
Research projects with an FSC student Co-I or RA lead by an outside Institution with an OHRP registered IRB*:

FSC's IRB will review the protocol documentation from the outside institution to determine if it qualifies as Exempt,
Expedited Review or Full Board Review at FSC. The following documentation is required to be submitted via Axiom
Mentor for review (see Axiom Mentor for additional instructions):

o The original IRB protocol and approval letter from the home institution.

¢ The modification documents adding the FSC student to the project and approval letter (if applicable).
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¢ Proof of Human Participants Research Training for student and FSC Faculty Advisor/Mentor or Program
Coordinator.

o Institutional Review Board Authorization Agreement (if applicable). The IRB of the home institution (the
outside institution) in most cases will serve as the IRB of Record for Expedited and Full Board protocols. An
Institutional Review Board Authorization Agreement (IAA) between FSC's IRB and the IRB of Record should
be utilized for Expedited and Full Board protocols. Please contact the Office of the IRB at the start of the IAA
process.

*This includes NSF Research Experiences for Undergraduates (REU) Research Sites (i.e., FSC student visiting
another institution to work on an NSF funded research project to satisfy a program requirement at FSC).

Research projects with an FSC student Co-I or RA lead at an outside institution without an OHRP registered IRB:
The FSC student must submit a protocol for FSC's IRB review if the project's outcome is considered or has the
possibility to become generalizable knowledge. The key defining factor is whether the purpose of collecting the data
is to answer a universal question that would apply outside the walls of the home institution. In other words, if the
human participant information (i.e., data) are collected solely for internal "evaluation" it is not considered
"generalizable knowledge" and such evaluation does not require IRB review. However, if the data have any
relevance to answer research questions outside of the home institution, it is considered research with human
subjects and would require IRB review. In practical terms, if the data could lead to publication/presentation in any
venue outside of home institution (conference presentation, professional journal, etc.) then the data are answering
some aspect of generalizable knowledge and the project would, therefore, require IRB review. The IRB is not able to
provide retroactive approvals, so if there is any possibility that the project may lead to information that would be
presentable/publishable in the future, the project must receive IRB approval before initiating data collection. The
student and/or Faculty Advisor/Mentor or Program Coordinator should explain generalizable knowledge to the home
institution prior to the start of the student's involvement in the project.

The following documentation is required to be submitted for review:

e Exempt Application (completed by the student through Axiom Mentor- Go to MYFSC, click Axiom Mentor on
the left side navigation list and click IRB at the top). An overall description of the project and details on the
student's specific role should be included. If the project does not fall into an Exempt category, please
contact the Office of the IRB for further instructions

e Proof of Human Participants Research Training for student and FSC Faculty Advisor/Mentor or Program
Coordinator.

4.Q. Research Involving Deception:

If a research protocol involves deceiving study participants or omitting pertinent information from the Informed
Consent form, the protocol must include a detailed description, justification, and include a request for alterations to
the informed consent elements. Participants must be at least 18 years of age or older. The study procedure must
include a debriefing process whereby the participants are informed of the deception, its purpose, and given the
opportunity to withdrawn from the research. The written debriefing form that will be provided to participants must be
submitted with the protocol for review. The deception must be necessary to execute the research (i.e., there are no
other alternatives), and participation will not place participants at risk of criminal or civil liability or be damaging to the
subjects’ financial standing, employability, insurability, reputation, or be stigmatizing. Specific protocols may require
research team members conducting the debriefing to be trained to elicit and respond to subject concerns. At FSC,
research that involves deception does not qualify for Exempt review unless the deception proposed is minor in scope
and the impact to the risk to participants is deemed minimal (except where noted in the Section 4.S.(3) of this
manual). The IRB Reviewer, in consultation with the IRB Chairperson, will make this determination on a case-by-
case basis.

4.R. Preliminary Review
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The IRB Coordinator will conduct a preliminary review of all submitted protocols to verify the submission of valid human
subjects’ training certificates, conflict of interest disclosures and required signatures (Department Chairperson, PI, Co-
|, etc.) Completion and accuracy of the protocol will also be checked. If needed, the Coordinator will communicate any
required actions to the PI. The protocol will only be assigned to an IRB reviewer(s) after any issues identified by the
Coordinator have been satisfied. The Coordinator may post additional comments for the IRB reviewer(s) to consider
during their review.

4.S. Exempt Research Categories

Research activities qualify for exemption status as long as the activity fits into one of the categories below and the
activity involves no more than minimal risk to human participants. FSC does not permit research that includes
participants who are minors or prisoners to be determined as Exempt (exceptions for minors will be considered on a
case-by-case basis). If the research includes participants who are minors or prisoners, FSC requires the protocol to be
referred to Expedited review. Exempt status is determined based on the answers provided in the Exempt application
by the PI. The only involvement of human subjects in the research activities must be in one or more of the exempt
categories listed in the federal regulations below:

(1) Research, conducted in established or commonly accepted educational settings, that specifically
involves normal educational practices that are not likely to adversely impact students' opportunity to learn
required educational content or the assessment of educators who provide instruction. This includes most
research on regular and special education instructional strategies, and research on the effectiveness of or
the comparison among instructional techniques, curricula, or classroom management methods.

(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures, or observation of public behavior (including visual
or auditory recording) if at least one of the following criteria is met:

(i) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

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

(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB
conducts a limited IRB review to make the determination required by 46.111(a)(7).

(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
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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 he or she will be unaware of or
misled regarding the nature or purposes of the research.

(4) Secondary research for which consent is not required: Secondary research uses of identifiable private
information or identifiable biospecimens, if at least one of the following criteria is met:

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

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

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

(iv) The research is conducted by, or on behalf of, a federal department or agency using government-
generated or government-collected information obtained for non-research activities, if the research
generates identifiable private information that is or will be maintained on information technology that is
subject to and in compliance with 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. 5523, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C.
3501 et seq.

(5) Research and demonstration projects that are conducted or supported by a federal department or
agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of
bureaus or other subordinate agencies that have been delegated authority to conduct the research and
demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public
benefit or service programs, including procedures for obtaining benefits or services under those programs,
possible changes in or alternatives to those programs or procedures, or possible changes in methods or
levels of payment for benefits or services under those programs. Such projects include, but are not limited
to, internal studies by federal employees, and studies under contracts or consulting arrangements,
cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory
requirements using authorities such as 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.

(ii) [Reserved]

(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.
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(7) Storage or maintenance for secondary research for which broad consent is required: Storage or
maintenance of identifiable private information or identifiable biospecimens for potential secondary research
use if an IRB conducts a limited IRB review and makes the determinations required by 46.111(a)(8).

(8) Secondary research for which broad consent is required: Research involving the use of identifiable
private information or identifiable biospecimens for secondary research use, if the following criteria are met:
(i) Broad consent for the storage, maintenance, and secondary research use of the identifiable private
information or identifiable biospecimens was obtained in accordance with 46.116(a)(1) through (4), (a)(6),
and (d);

(if) Documentation of informed consent or waiver of documentation of consent was obtained in accordance
with 46.117;

(iii) An IRB conducts a limited IRB review and makes the determination required by 46.111(a)(7) and makes
the determination that the research to be conducted is within the scope of the broad consent referenced in
paragraph (d)(8)(i) of this section; and (iv) The investigator does not include returning individual research
results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by
any legal requirements to return individual research results.

The provision for obtaining broad consent as outlined in 45 CFR 46 is only allowed at FSC under limited
circumstances; however, FSC Investigators are permitted to access previously collected data where broad consent
was obtained from participants.

4.T. Exempt Review Procedure

FSC's IRB conducts local reviews of all Exempt protocols. This additional oversight allows the IRB to obtain holistic
information about protocols with the goal of protecting the rights and welfare of participants in human research. A
local review is conducted by a member of the IRB. Its purpose is to confirm that, when appropriate, there are
adequate provisions to protect the privacy of participants and to maintain the confidentiality of data. Additionally,
FSC'’s IRB utilizes this process to ensure that additional local requirements are satisfied, to confirm that there are
adequate provisions to protect the rights and welfare of human participants, and to assure the risk level is not greater
than what a participant would experience is everyday life. Risks to subjects are minimized by using procedures that
are consistent with sound research design and that do not unnecessarily expose subjects to risk. Exempt research
must fall into one of the categories listed above. FSC requires Informed Consent to be sought from each prospective
subject or the subject's legally authorized representative (in rare cases a Waiver of Informed Consent may be
granted). Documentation of Informed Consent (i.e, participant’s signature) is not required for Exempt protocols.

Protocols determined to be Exempt are reviewed by an IRB Member and each protocol meets the criteria in 45 CFR
46.111(7) (When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the
confidentiality of data).

An IRB member will review this application to determine whether or not the research activity qualifies for Exempt
determination. The Coordinator will then notify the investigator in writing regarding the status of the application and
provide any reviewer feedback. Once the review is complete, the determination letter will site the specific category
under which the research qualifies as Exempt, and will be signed by the IRB Chair/designee. The designation is valid
as long as the project continues as stated in the original proposal. No modifications to the protocol may be implemented
until first reviewed and approved by the IRB.

If the administrator determines that the protocol does not qualify as Exempt, the investigator will be advised in writing
to submit the protocol to the IRB for either Expedited or Full Board review. Exempt studies are held to the same ethical
standard as any other study. The exemption status does not absolve the investigator from following regulatory and
ethical guidelines for research at FSC.

4.U. Expedited Research Categories
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The IRB may use the Expedited review procedure to review research activities that fall under the following categories:

—_

Clinical studies of drug and medical devices when an IND or IDE is not required.

2. Collection of blood samples by finger/heel/ear stick or venipuncture from:

e Healthy, non-pregnant adult (weighing at least 110 Ibs.) up to 550 ml in an 8-week period, nor more
than 2x per week.

e Others, no more than the lesser of 50 ml or 3 mi/kg in an 8-week period, nor more than 2x per
week.

3. Biological specimens by non-invasive means (hair/nail clippings, deciduous or extracted teeth, excreta
and external secretions (e.g., sweat), saliva, placenta, amniotic fluid (at time of rupture), dental plaque,
mucosal/skin cells obtained via swabbing, sputum.

4. Data from non-invasive procedures (not involving general anesthesia or sedation) routinely employed in
clinical practice excluding procedures involving x-rays or microwaves.

5. Research involving materials collected for non-research purposes (data, documents, records,
specimens). [Note: Research in this category may qualify as exempt.]

6. Data from voice, video, digital or image recordings made for research purposes.

7. Research on individual/group characteristics or behavior, or research involving survey, interviews, oral

history, focus group, program evaluation, human factors evaluation, or quality assurance

methodologies. [Note: Research in this category may qualify as exempt.]

o [fthe review team determines that the study involves more than minimal risk, it must be referred to the Full
Board for review.

e The standard requirements for informed consent (or it's waiver, alteration, or exception) apply to studies
approved via Expedited review.

4.V. Expedited Review Procedure

Expedited protocols are reviewed by a 2-person review team with the appropriate expertise chosen from the
membership of the IRB. Reviewers are selected according to the specific expertise needed to review the protocol.
Additional consideration will be given to special issues and populations when reviewers are assigned (whenever
possible).

The full protocol, including consent form(s) and all pertinent supporting documents, will be considered. In reviewing
the research, the reviewers may exercise all of the authorities of the IRB except that the reviewer(s) may not
disapprove the research (disapproval may only be decided at a meeting of the full committee). Once the review has
been completed, the investigator will be notified regarding the status of the application and provide any reviewer
feedback. This written notification will indicate that the application was fully approved, required modifications/
clarifications in order to secure approval, or referred for full committee review. Expedited protocols are not subject to
continuing review unless deemed necessary by the reviewers.

4.W. Full Board Review Procedure

All non-Exempt research that does not qualify for Expedited review as determined by the primary two-member IRB
review team will be reviewed by the IRB at one of its convened meetings. At the Full Board meeting, the primary
review team members are responsible for beginning the deliberations and leading the discussion of the research
including the positive and negative aspects, risk and benefits, suggestions for changes to the proposed research (if
applicable), determining if the IRB approval criteria are met, etc.).

Full Board Review refers to review at a convened IRB committee meeting where a quorum is present. A quorum is
the presence of greater than half of the voting membership including at least one member whose primary concerns
are in non-scientific areas. All IRB members are expected to review all protocols referred to the Full Board. Approval
of research is by a majority vote of the quorum. The IRB Chair will confirm that an appropriate quorum is present
before calling the meeting to order. IRB members are considered present if participating through teleconference or
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videoconference. Should the quorum fail during a meeting (e.g., loss of a majority through recusal of members with
conflicting interests, early departures, or absence of a non-scientific member) the IRB may not take further actions or
votes unless a quorum is restored. The Chairperson shall be counted as a voting member and will count towards
quorum. The Chair can vote on all protocols, or choose to abstain.

Copies of all protocols to be reviewed at the meeting are made available to the members through Axiom Mentor
approximately 10 days before the meeting. All committee members have access to the full protocol including all
supporting documentation.

The IRB may, at its discretion, invite the following individuals to attend a meeting. Such guests do not take part in
committee deliberations or voting:

e The Pl and other members of the study team (if applicable) to answer questions from the committee.
¢ Individuals with competence in special areas (consultants, local context reviewers, etc.) to assist in the
review of complex issues that require expertise beyond, or in addition to that available on the committee.

Ex-officio guests are individuals who are not members of the IRB, but by virtue of their position, regularly attend IRB
meetings (e.g., the IRB Coordinator). Ex-officio guest may participate in discussions and deliberations, but do not
vote.

After the meeting, the investigator is notified in writing regarding the status of the application. The application may be
approved, require clarifications/modifications in order to secure approval (revisions are clearly delineated by the IRB),
deferred/tabled (i.e., responses from the investigator must be brought back to the full committee), or disapproved.
The approval period will be indicated in the letter, and the approved consent form will be officially stamped (copies of
which must be utilized for consenting subjects).

Approval periods of projects requiring full committee review (initial or continuing) are dependent on the degree of risk
associated with a study and cannot extend beyond the 1-year anniversary (minus 1 day) of the convened committee
approval date. Certain projects may require review more often than annually based on other factors, aside from
degree or risk (e.g., past history of investigator non-compliance, emerging technologies, new investigators).

The IRB can review minor changes to research approved by the full committee via the expedited review procedure. A
minor change is defined as one that has no substantive effect upon or reduces the protocol risk already approved by
the full committee.

Continuing review, protocol amendments, consent form modifications, adverse event reports, protocol violations, and
other related research activities will be reviewed by Expedited or Full Board review procedures as appropriate.

4.X. Required IRB Protocol Documents

All research activities that involve human participants must be reviewed prior to commencement of any research
activity. All protocols should be electronically submitted for review through Axiom Mentor, unless otherwise directed
by the IRB.

Exempt Protocols: Pl must complete the Exempt application, file the conflict of Interest disclosure and
submit proof of valid human subjects’ research training. Additional supporting documents such as the
informed consent form are not required unless the IRB reviewer deems the review of a specific document is
necessary to the review process. Additionally, Co-Is and RAs are not required to be listed on Exempt
protocols.

Expedited/Full Board Protocols: Pl must complete the Expedited/Full Board application and submit all
supporting documentation including Informed Consent Form, recruitment materials (i.e., letters, emails,
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social media post, posters, flyers, etc.), study measures (i.e., surveys, questionnaires, interview/focus group
questions, tests, puzzles, etc.). Conflict of Interest disclosures and proof of valid human subjects’ research
training must be submitted for all study team members. Additional documents may be required based on the
specific protocol reviews.

4.Y. Criteria for IRB Approval of Expedited/Full Board Research
o Ifthe review team determines that the study involves more than minimal risk, it must be referred to the Full
Board for review.
o Please refer to the federal guidelines for additional guidance, if the protocol involves:
o Subpart B—Additional Protections for Pregnant Women, Human Fetuses and Neonates
Involved in Research
o Subpart C—Additional Protections Pertaining to Biomedical and Behavioral Research Involving
Prisoners as Subjects
o Subpart D—Additional Protections for Children Involved as Subjects in Research
o Continuing reviews of Expedited protocols are not required unless the review team determines that it is
warranted appropriate based on the degree of risk, or if the research is subject to FDA regulation. The IRB
review team may determine that length of the approval (one year or less). A justification for this
determination will be documented in the Axiom protocol record.

In order to approve a research activity, the IRB must determine that all of the following criteria are satisfied:

(1) Risks to subjects are minimized:

(i) By using procedures that are consistent with sound research design and that do not unnecessarily expose
subjects to risk, and

(i) Whenever appropriate, by using procedures already being perfo