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Overview

The WWU Human Research Protections Program developed these policies and procedures to
provide the WWU research community with guidance for conducting research activities
involving human participants, in line with federal regulations 45 CFR 46 (the “Common Rule”),
the Office for Human Research Protections (OHRP), applicable state and local laws, WWU
institutional policies, and ethical principles guiding best practices in the field of human
participant research. The HRPP Administrator, Institutional Review Board (IRB) Chair, and IRB
members approved this Manual on December 10, 2024. The Institutional Official (I0) provided
final approval on February 14, 2025, and this policy is effective immediately. Although this
document reflects standard practices in human participant research, the HRPP reserves the right
to extend further authority to protect the rights and welfare of participants, their data, WWU
affiliates, and the University. HRPP/IRB policies and procedures must be responsive to regulatory
changes and new guidance in best practices. The HRPP Administrator and the IRB Chair working
together may introduce minor, non-substantive edits without the prior approval of the
convened Board. An overview of any changes will be presented to the Board at the next
convened meeting for consideration. The Board has the right to discuss and request edits,
deletions, or further revisions.

Note: The Table of Contents provides links to all sections, topics, and subtopics. To search for particular
terms or information, use Control + F (PC) or Command + F (Mac).
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SECTION I: Purpose and Scope

The WWU HRPP holds responsibility for overseeing the protection of human participants® in
compliance with the 1974 National Research Act, Public Law 93-348 as implemented by the U.S.
Department of Health and Human Services (DHHS) Title 45 Code of Federal Regulations Part 46
(45 CFR 46)* Protection of Human Subjects, also known as the “Common Rule.” Further
applicable protections include Food and Drug Administration (FDA) Title 21 Code of Federal
Regulations Parts 50 and 56. Additionally, The Belmont Report* (1979) guides all WWU HRPP/IRB
policies and decisions in supporting a culture of research integrity and in working collaboratively
with campus researchers to ensure highest standards in the ethical conduct of human
participant research.

To that end, the HRPP oversees review processes of all studies involving human participants;
develops guidelines to assist researchers in complying with all regulatory requirements and
HRPP policies; provides educational outreach for the WWU community on best ethical practices
in working with human participants; and works to protect WWU and its affiliate researchers from
possible adverse consequences of research with human participants. As part of HRPP operations,
the WWU Institutional Review Board (IRB)* exists as a standing committee that helps to assess
potential risks to participants (physical, psychological, legal, economic, and/or social) and to
recommend mitigating adjustments, where possible and appropriate.

A. Federal Regulations, Definition of Research, and Further Ethical Considerations

The WWU Federalwide Assurance* mandates that for all federally funded research, the HRPP/IRB
will apply review and approval,* criteria based on the 2019 Revised Federal Policy (Common
Rule) for the Protection of Human Subjects, Department of Health and Human Services (DHHS)
requlations 45 CFR 46 and its subparts. Subpart A articulates the duties of the IRB, requirements
of an Assurance, required elements for informed consent,* and other core aspects. The other
Subparts focus on vulnerable populations in research: Subpart B—pregnant individuals, human
fetuses, and neonates; Subpart C—incarcerated individuals; Subpart D—minors/children.*
(Research involving FDA regulated substances or devices falls under 21 CFR 50 for consent
requirements and 21 CFR 56 for general IRB regulations.)

The Common Rule defines research as “A systematic investigation, including research
development, testing, and evaluation, designed to develop or contribute to generalizable
knowledge” [45 CFR 46.102(1)]. It further defines human participants as living individuals about
whom a professional (or student) investigator conducts research through

e Collecting information or biospecimens through intervention or interaction with the
individual, and uses, studies, or analyzes the information or biospecimens; or

e Obtaining, using, studying, analyzing, or generating identifiable private information® or
identifiable biospecimens. [45 CFR 46.102(e)(1)].

However, to apply the ethical principles of The Belmont Report: beneficence, justice, and respect
for persons (see Section I.B), consideration must encompass not only the question “For what

HRPP Policies and Procedures: Feb. 14, 2025 (Updated 2/6/25) — 5


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html

purpose does the researcher engage in human data collection activities?” but also “Do the
activities involved in human data collection reflect highest ethical principles?” The WWU HRPP
recognizes that aspects of a study (including recruitment and data collection/retention) may
pose risks to individuals, regardless of whether a researcher intends to produce generalizable
knowledge through presentations, publications, etc.

Thus, before initiating any aspect of a project with plans to collect data—directly or indirectly—

from living individuals, all WWU faculty, staff, and students must either submit an application for
HRPP/IRB review and receive a written determination or contact the HRPP to determine whether
the project lies beyond the scope of HRPP evaluation.

Initiating any human participant research activities (including recruitment) before
obtaining an HRPP/IRB determination constitutes a violation of federal regulations and
WWU policy. Per federal regulations, the HRPP cannot in any circumstances issue a retroactive
determination (whether Exempt, Not Human Participant Research, or approval) for projects
conducted without prior review. WWU affiliates serving as co-investigators on a project
reviewed by another HRPP/IRB must first consult with the WWU HRPP to ascertain appropriate
steps before joining an external or collaborative project.

B. Statement of Principles: The Belmont Report (1979)

In 1979, the National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research issued The Belmont Report: Ethical Principles and Guidelines for the
Protection of Human Subjects of Research, which serves as the basis for federal regulations
related to biomedical and social-behavioral research. The WWU HRPP/IRB review and approval
process rests on the three key tenets of The Belmont Report:

Respect for Persons — Respect for persons incorporates two primary ethical convictions: first,
that researchers must treat individuals as autonomous agents, and second, that persons with
diminished autonomy are entitled to protection. This principle thus reflects two separate
moral requirements: acknowledging autonomy and protecting those with diminished
autonomy.

Beneficence — Researchers demonstrate ethical treatment of persons not only by respecting
their decisions and protecting them from harm, but also by making efforts to secure their
well-being: hence, beneficence. But while the concept of "beneficence" often refers to non-
obligatory acts of kindness or charity, The Belmont Report's use implies a stronger sense of
obligation. The Report provides two rules representing complementary expressions of
beneficent actions: “(1) do no harm and (2) maximize possible benefits and minimize
possible harms.”

Justice — The Belmont Report asks, “"Who ought to receive the benefits of research and bear
its burdens?” and asserts that this question of justice relates to "fairness in distribution" or
"what is deserved." That is, injustice occurs when individuals are inexplicably denied a benefit
to which they are entitled or when they bear a greater burden unduly. To ensure equal
treatment and distribution of benefits/burdens (even when certain purposes allow for
distinctions based on experience, age, competence, merit, etc.), The Belmont Report
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stipulates five formulations: “(1) to each person an equal share, (2) to each person according
to individual need, (3) to each person according to individual effort, (4) to each person
according to societal contribution, and (5) to each person according to merit” (The Belmont
Report, April 18, 1979, 23).

SECTION II: Oversight, Administration, and Responsibilities

A. Institutional Official (10)

The Institutional Official (I0)* is WWU's official point of contact with OHRP* and bears ultimate
responsibility for ensuring WWU's compliance with federal regulations. A Deciding Official (DO)
makes final decisions regarding investigations and allegations of misconduct related to human
participant research, non-human animal-related research, and grant management. As
designated by WWU's President, the Vice Provost for Research may serve as both |10 and DO,
when appropriate. The Vice Provost for Research is also WWU's appointed Research Integrity
Officer (RIO),* responsible for promoting a culture of research integrity and handling cases of
research misconduct, as described in the [forthcoming] WWU Policy on Research Integrity
Officer Responsibilities.

The 10 may request the HRPP/IRB to report its actions, as well as other information required by
applicable law or WWU policy. If an investigator conducts unapproved human participant
research activities or engages in actions violating best ethical practices, the HRPP Administrator
and IRB Chair will provide the 10 with a written report and recommendations in line with HRPP
policies. For serious or ongoing noncompliance that might constitute research misconduct, the
convened IRB will consider the written report and provide recommendations to the 10, who will
determine next steps in line with the HRPP and University policies. (See Section IX).

Neither the 10/DO nor other WWU administrators may overturn HRPP/IRB study disapproval or
conditions for approval; however, for institutional interests, WWU administrators and/or the 10
may disapprove IRB approvals and may withhold internal and/or external study funds. When
disapproving an IRB-approved study, the 10 will explain the decision and the rationale to the
investigator and the HRPP/IRB. The 10 will also represent WWU in promptly notifying OHRP in
writing of serious or continuing noncompliance with the terms of its Assurance or 45 CFR 46, or
of any serious adverse events involving risk to participants.

B. Research Integrity and Compliance

Under the auspices of the Vice Provost of Research, the Research Integrity and Compliance
office includes the Human Research Protections Program, the Animal Care and Use Program,
and the Research Compliance Program. These areas work together and with other campus
constituencies to ensure regulatory compliance and support a culture of research integrity on
campus. When applicable, the RIO may delegate duties, including investigational roles as
Associate RIO, to qualified administrative designees within Research Integrity and Compliance.
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C. Human Research Protections Program (HRPP) and Institutional Review Board
(IRB)

According to Bankert et al (2022), a human research protections program (HRPP) represents
multiple institutional components—not solely the Institutional Review Board (IRB)—that share
responsibility for protecting research participants’ rights and welfare. Such an expanded system
and processes bring these components “into a cohesive unit with a shared mission and goal,
and is in a better position to clarify the respective roles and responsibilities of, and improve
communication among, those components” (p. 29). Federal and state regulations mandate that
an HRPP and/or IRB reviews all studies involving human participants, provides guidance and
oversight for human participant research, and ensures compliance with applicable laws,
regulations, and policies. In such matters, the HRPP serves as WWU's operational authority,
adhering to the guidelines of HRPP policy, University policy, and state and federal state
regulations. The HRPP provides advice, assistance, and training to protect the rights of research
participant and ensure that each participant receives the relevant information to be able to
make an informed decision regarding participation in the research. The HRPP/IRB supports
research endeavors of current WWU affiliates, including emeriti, and others with formal WWU
affiliation, such as Fulbright Scholars. The WWU HRPP/IRB may, at its discretion, provide review
and oversight to non-affiliates in select circumstances that can benefit the local community and
the WWU community. The HRPP/IRB does not, however, consider requests from external
researchers to provide permission or approval for recruitment activities involving WWU affiliates.

In compliance with federal regulation 45 CFR 46.108(1), WWU must provide sufficient resources
to the HRPP/IRB to effectively perform all duties/responsibilities and must confer on the
HRPP/IRB those powers required by 45 CFR 46. The IRB will serve within the HRPP as an
appointed body responsible for assisting with Expedited reviews and for convening to discuss
and vote on all Full Board protocols, among other responsibilities. (See Section I11.D.)

The HRPP Administrator manages HRPP operational systems, administers HRPP policies, and

serves as senior compliance and research integrity administrator for human participant research
misconduct (including conducting initial investigation and compiling subsequent reports for the
IO/RIO, and IRB when appropriate). The HRPP Administrator will perform the duties listed below:

¢ In consultation with the IRB Chair and Board, update HRPP/IRB policies and procedures
to implement federal regulations and the Federalwide Assurance in compliance with 45
CFR 46, relevant state and local regulations, and reflect best practices in the field of
ethical human participant research.

e Conduct initial processing to ensure completeness and accuracy of all submissions.
Ensure researchers have obtained all necessary approvals (e.g., site permissions) prior to
final approval and commencing study activities.

e Assess and issue Exempt and Not Human Participant (NHPR) determinations for minimal-
risk projects that meet appropriate regulatory criteria.

e Review and approve minimal risk Expedited studies according to regulatory criteria and
best practices.
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Process and prepare Full Board protocol submissions for convened-board review.
Conduct pre-reviews and liaise with investigator(s) to assist with process and facilitate
approval. Serve as an active, voting member on IRB.

Review human participant-related researcher conflict of interest disclosures, prepare
conflict management plans when necessary, and provide disclosure language for use in
informed consent forms.

Maintain updated HRPP website to provide researcher guidance in all aspects of human
participant research, announcements, and updated submission forms.

Schedule IRB meetings and assist agenda development, prepare minutes for Board
review and approval, and communicate Board decisions to investigators.

Provide the IRB with a list of all determinations (Exemption/NHPR) and approvals
(Expedited/Full Board) since the previous convened meeting.

Train new Board members (and HRPP staff, as applicable) in regulatory criteria, best
practices in reviewing and conducting human participant research, and general research
ethics. Maintain files of current Board CITI certification and CVs. Conduct ongoing
educational training in relevant areas and updated practices.

Provide investigators with information about submission and approval processes and
engage in pre-submission consultations to provide individual assistance.

Conduct educational outreach to the WWU community about HRPP policies, best ethical
practices in human participant research, and general research ethics.

Generate a semi-regular report of HRPP activities, approvals and determinations, and
policy updates for the 10 and IRB. Create reports for the 10 regarding instances of
serious or continuing noncompliance with regulations or HRPP policies, problems posing
risk or harm to participants, and any suspensions or terminations of HRPP/IRB approval.

Attend professional development conferences and events to remain abreast of changes
in regulatory policy, updates in best practices in the field of human participants, and
other ethical matters related to research integrity.

On behalf of the IO, provide OHRP with written noncompliance reports and actions.
When applicable as designated by the 10, the HRPP Administrator may serve as an
Associate RIO to assist in other roles.

Other trained staff members may assist with the following duties:

Maintain updated HRPP website with current announcements and submission forms.

Conduct initial processing to ensure completeness and accuracy of all submissions.
Ensure researchers have obtained all necessary approvals (e.g., site permissions) prior to
final approval and commencing study activities.

Assess and issue Exempt and Not Human Participant (NHPR) determinations for minimal-
risk projects that meet appropriate regulatory criteria.

Process and prepare Full Board protocol submissions for convened-board review.
Schedule IRB meetings, assist agenda development, and prepare minutes for Board
review and approval.
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e Provide the IRB with a list of all determinations (Exemption/NHPR) and approvals
(Expedited/Full Board) since the previous convened meeting.

e Maintain files of current Board CITI certification and CVs.

e Provide investigators with information about submission and approval processes and
engage in pre-submission consultations to provide individual assistance.

e Conduct educational outreach to the WWU community about HRPP policies, best ethical
practices in human participant research, and general research ethics.

C. IRB Chair Appointment and Duties

At the end of the IRB Chair's term or if the Chair steps down, the 10 will welcome nominations
(including self-nominations) for IRB Chair from among experienced, tenured IRB members in
good standing or a previous investigator with extensive HRPP/IRB submission experience.
Applicants will submit a current CV and statement of interest, after which current Board
members will be invited to submit confidential assessments of each candidate (excluding
themselves). Chair applicants must be familiar with regulatory requirements, the design and
conduct of human research studies, and relevant ethical issues. After considering application
materials, Board member input, and past performance, the HRPP Administrator and outgoing
IRB Chair will discuss recommendations with the IO, who will appoint the new chair to a 3-year
term (renewable once) beginning in July of the new fiscal year. Compensation will include one
course release annually and a stipend for regular academic year service. Additional summer
work may be compensated on a per-case basis, depending on the extent of required duties.

Prior to assuming the position, the incoming Chair will meet with the outgoing Chair and the
HRPP Administrator for informal training sessions, as well as preside over one Full Board
meeting. The Chair must complete additional CITI certification modules for IRB Chairs before
starting the appointment. If possible, the new IRB chair should attend one human participant
research protection/ethics conference annually, at the expense of the 10’s office. IRB Chair
regular duties include

e Remain current on all federal regulations and the Federalwide Assurance in compliance
with 45 CFR 46, relevant state and local regulations, and best practices in the field of
ethical human participant research to perform duties and to consult on HRPP/IRB
policies and procedures.

e Collaborate with HRPP Administrator if complicated review decisions or other
operational questions or problems arise needing additional consideration.

e Develop Full Board meeting agendas and preside over convened Board.
e Review and approve minor changes to Full Board studies as permitted by 45 CFR 46.

e Temporarily suspend research out of compliance with HRPP/IRB guidelines prior to
review by the convened Board.

e Serve as campus liaison on HRPP/IRB policies and procedures; engage in educational
outreach to support WWU researchers in conducting ethical human participant research.

e Meet regularly with the HRPP Administrator to discuss HRPP/IRB updates/status; meet
occasionally with the HRPP Administrator and 10O, if necessary.
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The HRPP Administrator and IRB Chair will work jointly on the following actions:

In consultation with Board, develop, update, and maintain effective submission forms,
appendices, and other documents.

Evaluate research activity concerns (unanticipated problems and adverse events) and
potential non-compliance (including research activities conducted without approval),
determine whether to implement a formal audit, report findings to 10 with
recommendations for further actions. (See Section IX Serious or Ongoing Non-
Compliance.)

Assess new Board candidates based on needs of the current Board; provide appointment
recommendations to the 10.

Handle conflict-resolution situations between members of the University community and
the Board and/or Board decisions.

NOTE: To facilitate operational processes, the Chair may, if necessary, authorize the HRPP
Administrator or other qualified IRB members to perform the duties listed above.

D. IRB Structure, Membership, and Duties

Under regulations HHS 45 CFR 46, the composition of the WWU IRB must meet the following
requirements:

1.

To promote complete and adequate review of research activities commonly conducted
by the institution, the WWU IRB must have at least five members with varying
backgrounds. When the IRB reviews research involving a vulnerable population (e.g.,
young children, pregnant individuals, or people with diminished capacities), the IRB will
seek to include one or more individuals knowledgeable about and experienced in
working with these populations. The IRB must also have one member capable of
providing input on research projects as an advocate for incarcerated or formerly
incarcerated individuals (or individuals under judicial supervision for whom the capacity
to consent may be compromised).

The IRB must make every nondiscriminatory effort to reflect a diverse population, as
permitted by the subject-area/expertise needs of the Board.

The IRB must include at least one member whose primary concerns include scientific
areas involving human participant research and at least one member whose background
represents nonscientific areas (the “Non Scientist” serves as a lay member to represent
the perspective/concerns of non-academic, non-researcher participants).

The IRB must include at least one Non-Affiliate member not otherwise affiliated with the
University and who has no immediate family affiliated with the institution.

Due to the high volume of student research, the IRB should include one WWU graduate
student as a voting member to provide student input and perspective.
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6. No IRB member may participate in the initial or continuing review of any protocol in
which the member has a conflict of interest, except to provide information requested by
the IRB. (See Section VIIL.)

7. The IRB may invite individuals with specific competencies to assist by providing expertise
beyond or in addition to that available on the IRB. These individuals may not vote.

Further membership considerations:

1. When possible, members should represent WWU departments or programs that most
frequently conduct human participant research submitted to the HRPP/IRB.

2. If member goes on sabbatical or takes a leave of absence, the HRPP will determine
whether to seek a replacement for that period or whether to appoint a replacement to
complete the original member’s term.

3. To resign from the IRB before the end of an appointment term, members should submit
a written resignation to the 10 and state the date the resignation is effective. The 10,
HRPP Administrator, and IRB Chair will attempt to fill the vacancy promptly.

4. To remain in good standing, members must regularly attend meetings, actively
participate in protocol reviews and continuing education training, and respond promptly
to all HRPP/IRB communication. Failure to meet stated expectations, an unresolved
conflict of interest, or other circumstances that compromise a member’s ability to
perform duties may result in suspending or terminating a current appointment. The
HRPP Administrator, IRB chair, and 10 will assess such situations and determine an
outcome, after which the 10 will notify the individual of the decision and the rationale.

5. The HRPP Administrator and IRB Chair reserve the right to recommend changes in Board
membership to the IO when other expertise and new perspectives would benefit the
review process. As an IRB appointment provides valuable experience for faculty members
seeking tenure or promotion, the HRPP/IRB should notify the campus community of this
service opportunity and actively recruit and train a steady rotation of members.

When vacancies arise, the HRPP Administrator and IRB Chair will solicit new IRB members,
consider federal requirements and necessary candidate qualifications, then provide
recommendations to the 10, who will appoint new members to staggered terms. A new
member’s first year will be probationary, after which the HRPP Administrator and IRB Chair will
review the member’s overall contribution to the Board. Probationary members in good standing
after their first year will be invited to serve a one- to three-year commitment, depending on the
needs of the Board. Upon term completion, reappointment may be possible. The HRPP
Administrator will also conduct semi-regular performance reviews to provide to the IO and the
IRB Chair. Members who do not meet expectations outlined below may be asked to step down
prior to the end of their term, in which case the HRPP Administrator and IRB Chair will assess
whether an interim or new appointment is necessary. The HRPP Administrator will report any
changes to the Federalwide Assurance and OHRP to ensure an accurate Board roster.

To remain a voting IRB member, all appointees must maintain current IRB member CITI training
requirements, be familiar with WWU HRPP/IRB policies and basic elements of the Common Rule,
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and the principles of The Belmont Report. Members must also maintain strict confidentiality
regarding information learned through their IRB duties. IRB members must meet the following
conditions of their appointment:

1.

Attend two Full Board meetings per term (when convened) during the academic year.
Members should discuss appointment expectations with Department Chairs and/or
Deans to ensure availability. Those who consistently miss meetings will be asked to step
down.

Review Expedited protocols (as assigned on a rolling basis) and all Full Board protocols
within the framework of ethical considerations, adherence to federal regulations, and
WWU HRPP/IRB policies and procedures. IRB members will prioritize risk assessment and
mitigation, and appropriate consent practices, among other review considerations:

a) Recruitment practices should reflect equitable participant selection.
b) Potential risks must prove reasonable in relation to potential benefits.

c) Scientific merit should not be a determining factor unless risks do not warrant
conducting the study or extensive existing research on the same topic exists.

d) Procedures for informed consent must meet all applicable criteria and best practices
consideration for HRPP/IRB approval of alterations or waivers will adhere to federal
and state laws and regulations, and WWU HRPP policies.

e) Investigators must articulate a clear and robust plan for data storage, security,
retention, and sharing, if applicable.

f) All activities from recruitment to data collection to data security must reflect
measures to protect participants’ privacy and confidentiality.

g) Research procedures in other states or countries should comply with regulations for
those specific research locations, if applicable.

h) Researchers should offer additional safeguards for vulnerable populations, if
applicable.

Review all Full Board protocols within the above considerations; prepare fully for each
convened Board meeting; engage in open-minded, considerate discussion; and vote to
approve, disapprove, conditionally approve (pending revisions), or table protocols.

Consult on HRPP/IRB policies and procedures to improve processes and support the
WWU culture of research integrity.

Liaise with the campus community and assist with educational outreach on HRPP/IRB
policies, procedures, and best practices in ethical human participant research.

Notify the HRPP Administrator and IRB Chair of potential noncompliance or other
concerns about the conduct of a research protocol.

Engage in continued training and education on updates in human participant regulations
and best practices.
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IRB members may offer recommendations to mitigate risks, improve the informed consent
process, or otherwise heighten protections for participants. Reviewers will also assess protocols
for consistency and accuracy to ensure a correct protocol record. Considerations not within IRB
purview include members’ preferences regarding individual methodology or activities (when
such issues do not elevate risk), grammar, punctuation, and so forth (except in participant-facing
materials).

If an IRB member is a researcher/co-investigator for a protocol or an interested party for a study
(e.g., faculty adviser, thesis committee member, key personnel on another investigator’s study),
or holds a financial interest in a study, or has a personal conflict (such as religious belief, family
member as participant, etc.), the member must disclose any potential conflict prior to the review
process of the protocol application. The member may not review, discuss, or vote on the
protocol, except to provide requested information. (See Section VIII Conflict of Interest.)

E. Designees

The HRPP Administrator and IRB Chair may designate qualified non-voting members (such as
other staff) to perform certain activities on their behalf, such as signing correspondence or
performing study reviews. At a regularly convened meeting, the HRPP Administrator should
notify the IRB of any official designees and any restrictions on the designees’ activities.

F. Researcher Responsibilities

To receive an HRPP/IRB determination or approval, WWU researchers engaged in projects
collecting data from human participants and/or using identifiable data of living individuals must
agree to meet all responsibilities described below:

1. Comply with all applicable provisions of WWU's Federalwide Assurance, 45 CFR 46, and
stipulations of the HRPP/IRB.

2. Understand and adhere to the ethical principles of The Belmont Report.

3. Inform key personnel (co-investigators and all research staff) about the nature and goals
of the study, and the need to adhere to sound ethical practices.

4. Protect all rights and welfare of human participants in the course of the study.

5. Adhere to approved study and consent processes, including giving participants a
physical or electronic copy of the HRPP/IRB-approved consent document before or at
the time of consent, excluding online research consent materials or unless the HRPP/IRB
has formally waived this requirement. The researcher must retain signed consent
documents for at least 3 years after the end of the study. (However, for non-federally
funded student projects that conclude before the student graduates, advisers should
ensure that students deidentify or destroy all data, including consent forms, before
leaving WWU.)

6. Submit a request and wait for HRPP/IRB approval for any modification in previously
approved activities before initiating changes, unless necessary to eliminate apparent
immediate harm to participants.
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7. Respond promptly to HRPP Post-Approval Monitoring (PAM) status checks for Expedited
protocols and submit an annual Continuing Review Application for the continued
approval of Full Board protocols prior to approval expiry to remain in compliance with
federal regulations and WWU HRPP policies.

8. Submit to the HRPP an Unanticipated Problem/Adverse Event Report within one business
day for any deviation, noncompliance, unanticipated problem, adverse event, injury to
participants, and generally any risk to participants or others.

Under the provisions of the WWU Federalwide Assurance, no researcher may obtain credit for,
or use data from, patient interventions reflecting emergency medical care without prior IRB
approval. Only a physician may provide emergency medical care without prior IRB review and
approval, to the extent permitted by law (see 45 CFR 46.116[f]), but such activities or any
resulting data cannot count as research.

G. Student Researchers and Faculty/Staff Advisers

All students conducting research involving human participants (whether for dissertations,
graduate and undergraduate theses, master’s projects, independent research studies, etc.) must
receive an HRPP/IRB determination/approval prior to engaging in any aspect of the project
(including recruitment). For Capstone, Honors, or senior synthesis projects involving human
participant research, faculty members should consult with the HRPP to determine whether a
formal application might be necessary. In accordance with federal regulations, the HRPP/IRB may
not issue a retroactive determination/approval under any circumstances for data collected
without a prior review process. Student researchers must follow the same responsibilities
outlined above in Section II.F. Additionally, because WWU cannot assume responsibility for
unaffiliated individuals, students whose projects might continue beyond graduation must
describe provisions for transferring principal investigator® status to the faculty/staff adviser
before graduation, as described below in adviser responsibilities.

All student researchers must have an engaged WWU faculty or staff member as an adviser of
record. (A dissertation or thesis chair may serve as a student protocol adviser; however, chairs
are not by default the protocol advisers and should not be listed as such on the application.) The
student must copy the adviser on all HRPP/IRB correspondence and include the adviser's name
and department in all consenting materials. By submitting any application for HRPP/IRB review,
the student attests that the faculty/staff adviser is fully aware of all study details and has
carefully reviewed the protocol prior to submission. If listed as the adviser for a student project
involving human participants or their identifiable data, the faculty or staff member agrees to the
following responsibilities:

1. Understand and ensure the student is familiar with all applicable HRPP/IRB policies and
procedures, including approximate determination/approval timelines for review and
post-approval expectations. (The HRPP recognizes that the quarter system places an
unusual burden on students trying to complete projects within a 10-week term and
encourages faculty members to help students set realistic expectations. Consult with the
HRPP in advance to discuss course projects involving human participant data collection.)
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2. Ensure the student completes CITI certification in the ethical conduct of human
participant research and provide any additional training necessary to ensure the student
researcher’'s competence in conducting the proposed study.

3. Work closely with the student researcher on appropriate study design to protect the
rights and welfare of participants by demonstrating best ethical practices in human
participant research.

4. Review the HRPP protocol application prior carefully to submission to ensure accuracy,
completeness, and general professionalism. (The HRPP will not consider applications that
do not reflect these criteria and will return them without formal review. The adviser must
then work further with the student on resubmission materials that meet acceptable
submission criteria.)

5. Remain in close contact with the student researcher throughout the conduct of the study
and ensure it proceeds in accordance with WWU's Assurance, 45 CFR 46, and all HRPP
post-approval requirements.

6. Ensure that a student researcher submits a formal Modification Request or contacts the
HRPP for guidance before initiating any changes to an approved project, unless
necessary to eliminate apparent immediate harms to participants,

7. Direct the student researcher to respond promptly to any HRPP communication or
respond promptly on the student’s behalf for any PAM status inquiries or requests for
information. Assist the student with submitting a Continuing Review Application on an
annual basis for ongoing Full Board protocols.

8. Ensure the student promptly reports any deviations, noncompliance, adverse events, and
unanticipated problems to the IRB or do so on the student’s behalf.

9. Assist students with completing a Downgrade to Exempt (DTE) application or Study
Closure Report, if applicable, upon completion of the project.

10. If the project will continue beyond the student’s graduation, assume principal
investigator status and primary responsibility for retaining and maintaining all data and
study records, as well as assume all other investigator responsibilities. Alumni who
continue to work on research projects should have some WWU affiliation, such as a
faculty sponsorship. (See Section IL.F.)

11. For non-federally funded student projects that conclude before the student graduates,
advisers should ensure that students deidentify or destroy all data, including consent
forms, before leaving WWU, unless specified otherwise in the application and consent
form (e.g., stated plan for future use such as a repository).

H. HRPP/IRB Recordkeeping Requirements and Confidentiality

In compliance with federal regulations and this Manual, the HRPP will preserve the following
records (according to the retention and disposition policy outlined below):

¢ |RB Membership—current and historical.
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Written policies and procedures, forms and other instructions.
Meeting minutes.

Copies of reviewed research studies, approved sample consent documents, continuing
review reports, study modifications, adverse event reports, and formal, significant
correspondence between the HRPP (or IRB Chair or members) and researchers.

HRPP/IRB records and copies of research studies are confidential to the extent permitted by
WWU policy, and local, state, and federal laws. For federally or state-funded studies, records
must be available for inspection and copying by OHRP, other federal or state government
agencies, or sponsors while performing their respective duties.

Federal regulations specify the HRPP must maintain records for at least three years after study
closure. However, in alignment with WWU records requirements, the HRPP has established the
following records retention policies:

Exemption Determination records, including, but not limited to application forms,
applicable project documents, HRPP formal correspondence, and
documents/correspondence related to relevant modifications. Retain for 6 years after the
first applicable date, in the following order: inactive date (e.g., withdrawal date, closure
prior to expiration date); received date. Destroy after retention period.

Approved Expedited and Full-Board Application records, including, but not limited to
application forms, applicable project documents submitted, HRPP formal
correspondence, and applicable documents related to modification requests, renewals,
annual reviews, or problem reports. Retain for 6 years after the first applicable date, in
the following order: inactive date (e.g., withdrawal date, closure prior to expiration date);
expiration date; approval date. Destroy after retention period.

Applications Disapproved, Withdrawn, or Closed Due to Inactivity records, including,
but not limited to application forms, applicable project documents/attachments, and
HRPP review and disposition documentation. Retain for 6 years after the date of
disapproval, withdrawal, or closure, then dispose.

Applications Not Approved and Not Given an Exemption Determination including
applications that are denied, withdrawn from consideration during the review process,
closed due to prolonged inactivity during the review process, determined inactive for any
other reason, or determined not to be human participant research. This includes, but is
not limited to, the following: application forms, applicable attachments submitted by the
researcher, and HRPP review and disposition documentation. Retain for 6 years after the
application date of receipt, then destroy.

Human Participants: IRB Authorization Agreements and Associated Documentation
records related to IRB authorization or reliance agreements with other institutions, where
the records in question are not already covered by another title in this schedule. Retain
for 6 years after date of the completed agreement .

IRB Committee Agendas and Minutes — Due to high level of detail and potentially
sensitive matter (e.g., cases of research misconduct), from which information could be
retrieved out of context, these records will be retained for 6 years, then destroyed.
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Researchers are responsible for retaining their own study documents and approval letters. The
HRPP cannot provide materials to researchers after the 6-year retention and disposal period.

SECTION IlI: Review and Approval Process

A. Study Submission Requirements and Review Levels

All WWU affiliates proposing research involving human participants must submit an appropriate
application to the HRPP for review and approval. For each submission, researchers should obtain
application forms from the HRPP website and use the most recent forms as indicated by the
Acceptable Version date posted on the applications page. In lieu of wet signatures, primary
investigators must submit applications using only their own WWU email address. Form creators
may compile and complete applications but may not submit applications on behalf of primary
investigators, who must review all application materials before using their own WWU email
address for submission. Student researchers must copy faculty/staff advisers on all submissions
and all HRPP correspondence.

To be eligible for WWU HRPP/IRB oversight, only WWU faculty, staff, and current students may
conduct approved studies as principal investigators. At its discretion, the HRPP may allow for
exemptions such as in the case of unpaid contingent appointees, if external researchers will use
WWU resources, or when WWU continues to serve as the institution of record for alumni (e.g.,
Fulbright Scholars). Students must arrange for a WWU faculty or staff member (usually their
faculty adviser or instructor) to supervise their research activities and share responsibility for the
development and conduct of the study and the welfare of participants.

The HRPP/IRB conducts three levels of protocol assessment: evaluation of Exempt/Not Human
Participant Research (NHPR)* submissions, and review of Expedited and Full Board studies. At
WWU, the HRPP, not the researcher, determines review level; thus, any project or study that
involves collecting data from living individuals or working with an individual’s identifiable data
requires some level of HRPP consideration before initiation, including recruitment. For more
information about review level considerations, see the OHRP Human Subject Regulations
Decision Charts. Should the HRPP determine that a submission is incomplete and/or contains
too many inconsistencies or inaccuracies to appropriately assess and mitigate risk, the protocol
will be returned to the investigator without review. All initial submissions must include current
CITl training certification from researchers and faculty/staff advisers (if applicable). For non-
federally funded studies, the HRPP/IRB will accept certification within 5 years of completion. It is
the researcher’s responsibility to determine whether any granting agencies mandate the 3-year
certification and meet those requirements. The HRPP/IRB does not require CITI Responsible
Conduct of Research (RCR) certification for human participant protocols; however, individuals
with internal or external grants must follow requirements of those entities, which typically
require RCR certification. Federal regulations no longer require the HRPP/IRB to review grant
proposals to verify grant-protocol congruency (Bankert et al., 2022, p. 34), but the WWU Office
of Research and Sponsored Programs (RSP) may request HRPP protocol approval verification or
confirmation of approved incentive payment plans to ensure alignment with the grant proposal.
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The HRPP accepts and processes Exempt/NHPR and Expedited applications on a rolling basis
throughout the calendar year, according to submission order, unless an investigator has a viable
exigency (e.g., external grant deadline). During normal academic terms, applications that meet
Exemption/NHPR criteria will receive a determination in approximately 4-6 business days; for
Expedited submissions, researchers will receive approval or revision feedback, as applicable,
within approximately 2-3 weeks. Subsequent time to approval depends on the extent of
required revisions, when the researcher resubmits, and final HRPP assessment of the revised
protocol (typically 3-5 business days if no further revisions are necessary).

The convened Board reviews Full Board protocol submissions only during the academic year.
The HRPP Administrator and IRB Chair will set the schedule for submission deadlines and
meetings, available on the HRPP website.

NOTE: If you receive required revision feedback to any protocol application and do not respond
within 60 days, the HRPP will administratively close the file, and you will need to submit a new
application.

1. Exempt/Not Human Participant Research (NHPR) Review Procedures and
Determination

e Exempt/NHPR website information

The HRPP follows OHRP recommendations that “because of the potential for conflict of
interest, investigators not be given the authority to make an independent determination that
human subjects research is exempt.” Thus, the terms “Exempt” and “Exemption” do not
mean that a researcher does not submit a project involving human data to the HRPP/IRB.
Rather, those designations mean the HRPP has determined a project or study poses minimal
risk* to participants and thus is exempt from a higher level of review. 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 living or during
the performance of routine physical or psychological examinations or tests” [45 CFR
46.102(j)] (emphasis added). Research with highly vulnerable populations does not qualify
for Exemption consideration: young children, individuals with decisional impairment, persons
experiencing homelessness, those with compromised capacity to consent (e.g., incarcerated
individuals or those under judicial supervision), etc.

The HRPP Administrator (and if applicable, authorized designees such as other staff or IRB
members) will assess Exempt/NHPR applications and may require modifications or request
additional information before the HRPP Administrator issues a formal Exemption/NHPR
determination. If review-level questions arise, the HRPP Administrator will consult with the
IRB Chair; if a study poses more than minimal risk to participants, the researcher must submit
a new application for review at the Expedited or Full Board level.

Studies receiving an Exemption/NHPR determination do not undergo continuing review.
However, any significant change to recruitment, adding sensitive questions, altering the
consent process, or collecting a new category of or expanding additional identifiable
information might require additional review; thus, researchers must contact the HRPP for
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guidance before implementing such changes. Further, an Exemption/NHPR determination*
does not mean HRPP/IRB “approval.” Researchers should not include statements for
publication or otherwise that the WWU HRPP has “reviewed and approved” an Exempt study.
Instead, say the WWU HRPP has “"determined the study to be exempt from further review in
accordance with federal regulation criteria.” Or for NHPR determinations, indicate that the
WWU HRPP has identified the study as “Not Human Participant Research (NHPR).”

The following activities typically meet Exemption determination criteria (according to 45 CFR
46.104) or for NHPR. [See §46.104 Exempt research for the formal list of regulatory criteria.]

Educational research on normal classroom practices, strategies, curriculum
effectiveness, etc. (Research with minors rarely meets Exemption criteria.)

Surveys/interviews/focus groups involving benign, non-sensitive information or
benign behavioral interventions.

Surveys involving more sensitive information that do not collect identifiers nor could a
combination of demographics reasonably reveal a participant’s identity.

Observation of public behavior (including online) for which individuals do not have a
reasonable expectation of privacy.

Quality improvement/assessment (Ql/QA) or Program Evaluation projects with no intent
to use data beyond that scope or organization.

Existing data sets with no identifiers OR if the researcher will not record or use
identifiers from the data set.

(NHPR) Asking professionals about processes/policies, etc. not personal beliefs,
behaviors, and so forth. (In other words, the focus is “about what” not “about whom.")

Projects must satisfy certain requirements to meet Exemption or NHPR criteria:

Reflect no more than minimal risk to participants in relation to anticipated benefits.

For Exempt studies, establish an appropriate consent process, even if through online
survey or by using information sheets, whereby individuals’ decision to participate
represents their ongoing consent. For NHPR projects, provide an information sheet and
obtain permission from participants.

Protect confidentiality of non-sensitive data if a participants’ identity may reasonably be
ascertained, and for sensitive, personal topics, collect only anonymous data (i.e., even the
researcher does not know the identity of respondents or cannot link responses to a
particular individual).

For in-person data collection: demonstrate respect for confidentiality in data gathering
processes and monitor participants for signs of reluctance or confusion.

For virtual data collection, establish expectations for confidentiality as appropriate to the
project: e.g., during virtual interviews, individuals could wear headphones or blur screens
if others are present); in focus groups, individuals could turn off cameras and use
pseudonyms on screen. For online surveys, include specific consent information related
to transmitting data online, etc.
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2. Expedited Review Procedures and Approval

e Expedited Review website information

Per 45 CFR 46.110, certain minimal-risk research studies may not require review by the
convened IRB; instead, the HRPP Administrator, the IRB Chair, IRB members, or authorized
designees may review such studies to assess and mitigate risk. At WWU, depending on the
complexity of the study and the potential risk involved, the following individuals might
oversee Expedited reviews: the HRPP Administrator, the IRB Chair, or other IRB members,
based on applicable expertise. If the study poses greater than minimal risk to participants,
the Full Board must convene to review and vote whether to approve the protocol or other
actions.

Reviewers may require revisions, request more information, give approval for a study, or
refer a study for Full Board review; Expedited reviewers may not disapprove a study.

The Federal Register at 63 Fed. Reg. 60364-60367 (November 9, 1998) sets forth research
categories eligible for Expedited review . The WWU HRPP reviews primarily the following
Expedited research categories (See §46.110 Expedited review procedures for the formal list
of regulatory criteria.):

e Category 3: Prospective collection of biological specimens for research purposes by
noninvasive means.

e Category 4: Collection of data through noninvasive routine procedures in clinical
practice. [See discussion below regarding WWU's expansion of Category 4 for non-
federally funded research.]

e Category 5: Research with materials (data, documents, records, or specimens) collected
or to be collected for non-research purposes (e.g., medical treatment or diagnosis).

e Category 6: Data collection from voice, video, digital, or image recordings made for
research purposes. (Some recorded data collection might qualify for an Exemption
determination, provided it meets all other minimal-risk requirements.)

e Category 7: Research on individual/group characteristics or behavior (e.g., perception,
cognition, motivation, identity, language, communication, cultural beliefs/practices, and
social behavior) or involving survey, interview, oral history, focus group, program
evaluation, human factors evaluation, or quality assurance methodologies.

e Category 8: Continuing review of previously approved Full Board approved studies
under certain conditions.

Additionally, the WWU HRPP recognizes that the Common Rule (45 CFR 46 101) continues
to reflect a primarily biomedical focus and does not account for minimal-risk human
participant research involving the collection of various biometrics through observation,
measurement, non-intrusive wearable devices (such as in kinesiology, EEG, or perception
studies). Thus, for non-federally funded research, the WWU HRPP reserves the right to review
certain minimal risk biobehavioral projects (e.g., studies that collect data using non-invasive
wearable devices) at the Expedited level, in line with Category 4 above, even though these
studies do not represent “clinical practice.”
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To obtain HRPP/IRB approval, Expedited studies must satisfy all following requirements,
unless specifically waived by the HRPP/IRB and documented in writing in the study file:

e The protocol must minimize participant risks, which must be reasonable in relation to
potential benefits, and include additional safeguards for any vulnerable populations.
e A fair recruitment process must ensure equitable participant selection.

e The researcher and/or specified study personnel must obtain and document informed
consent, unless the HRPP/IRB has appropriately waived elements (such as obtaining
written* consent).

e The protocol must outline a robust data collection, storage, and maintenance plan to
ensure participants’ safety and protect their privacy and confidentiality.

3. Convened Meetings and Full Board Review

e Full Board Review website information

The IRB Chair convenes Full Board meetings one to two times per term during the academic
year, depending on number of protocol submissions and/or continuing education
opportunities for the Board. The Chair may call an emergency meeting with 48-hours’ notice,
as in the case of an adverse event or serious research misconduct. The IRB does not meet
during the summer months, when faculty reviewers are not on formal contract.

Researchers must submit applications requiring Full Board review according to the schedule
posted to the HRPP website (usually three full weeks before the scheduled meeting). The IRB
cannot review studies without sufficient time for consideration and risk assessment. Studies
that miss the deadline will be considered at the next scheduled meeting.

Provided a submission is complete and in an acceptable state for review, the HRPP
Administrator will conduct a pre-review for minor issues such as consistency, clarity, and
general best practices, then provide feedback to the researcher within 2-3 business days. The
researcher must meet a stated resubmission deadline (typically 2-3 business days after
receiving feedback) for the protocol to be reviewed at the upcoming meeting. Once
received, the HRPP Administrator will assign primary and secondary reviewers, and all Board
members will receive the following materials:

e Minutes of the previous meeting (for vote at the upcoming meeting).

e Submission(s) for review. Upon receipt, any member with a potential conflict of interest
in reviewing the study must notify the HRPP Administrator immediately, in case their
excusal compromises quorum.

e Continuing review applications for approved Full Board studies, when applicable.
e Pending modifications to previously approved Full Board studies, when applicable.

e Alist of Expedited and Exempt/NHPR study activity (approvals and determinations) since
the prior convened IRB meeting.

e Other pertinent information (e.g., educational materials), if applicable.
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Conducting any formal Full Board business requires a quorum—a simple majority of voting
members present. Per federal regulations, a nonscientific/Non-Scientist* member must be
present for the IRB to vote on studies [45 CFR 46.108(b)]. Members with a potential conflict
of interest must excuse themselves and leave the room before the study vote. The minutes
must document such absences, which impact quorum. During a convened meeting, if
quorum fails (e.g., early departures, excused members, loss of the nonscientific member), the
meeting must end with no further votes until quorum is restored; protocols under discussion
will be tabled until the next scheduled meeting.

After the IRB Chair convenes the meeting and conducts initial business, the primary and
secondary reviewers will provide a protocol overview, identify any preliminary concerns, and
initiate discussion; however, all Board members must carefully review all protocol materials
to prepare for discussion, questions, and voting.

The IRB may require or invite a researcher (and faculty/staff adviser) to attend part of the IRB
meeting to answer questions about the study. Researchers and guests must leave before the
Board resumes discussion and votes. The HRPP Administrator, IRB Chair, and/or primary and
secondary reviewers may request to meet individually with the researcher (and faculty
adviser, if applicable) to discuss concerns either before or after the convened meeting.

Under the direction of the IRB Chair, the convened meeting will follow Robert's Rules of
Order. Members may make motions to approve, approve with contingencies (conditional
approval), table, or disapprove studies. Studies receiving conditional approval may be
subsequently approved either by the convened Board at a subsequent meeting, or the Board
may move and vote to assign representative members (usually the primary and secondary
reviewer together, or the Chair) to review a revised protocol to ensure it meets all required
revision criteria before the Chair issues final approval.

In the event of controverted issues,* a two-thirds vote* is necessary for a formal decision.
Federal regulations stipulate that the IRB meeting minutes include a summary of any
controverted issues and their resolution.

To obtain HRPP/IRB approval, Expedited and Full Board studies must satisfy all following
requirements, unless specifically waived by the IRB and documented in writing in the study
file and/or the meeting minutes (45 CFR 46.111):

e The protocol must minimize participant risks, which must be reasonable relative to
potential benefits, and include safeguards for vulnerable populations, if applicable.
e A fair recruitment process must ensure equitable participant selection.

e The researcher and/or specified study personnel must obtain and document informed
consent, unless the HRPP/IRB has waived elements (such as obtaining written consent).

e The protocol must outline a robust data collection, storage, and maintenance plan to
ensure participants’ safety and protect their privacy and confidentiality.
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B. Possible IRB Actions, Researcher Notification, and Appeal Process
The IRB may take the following actions with respect to a Full Board protocol application:

e Approval without comments or contingencies.
e Approval with comments (e.g., suggestions for minor changes).

e Conditional approval pending IRB-required revisions and subsequent resubmission. For
minor changes or clarifications, the protocol does not need to return to the convened
Board for further review. For major revisions, the researcher must resubmit a revised Full
Board submission for review at a subsequent convened IRB meeting.

e Table the protocol pending substantive questions and/or significant concerns that the
researcher must address.

¢ Non-approval or disapproval (protocol does not meet requisite standards).

The HRPP will notify researchers (and advisers of student protocols) of all review results, provide
clear revision requirements, and explain the rationale for tabled or disapproved studies, if
applicable. Approval notification will include any requirement and timeline for progress
reports/continuing review and emphasize the requirement to obtain study modification
approval (including consent) before implementing changes. In initiating a study, researchers
agree to conduct the study in accordance with ethical principles and guidelines for human
participant research, as described in The Belmont Report, 45 CFR 46, WWU's Federalwide
Assurance, and all WWU HRPP policies. Additionally, researchers agree to report to the HRPP
any serious adverse event or unexpected problem within one business day of occurrence.

Any researcher wishing to appeal an HRPP or IRB decision may do so by submitting a formal
written statement to the IRB Chair. The IRB Chair will consult with the HRPP Administrator in
reviewing the appeal and provide a written response to the Pl within five business days of
receipt of the appeal. The HRPP Administrator and IRB Chair will apprise the 10 of all actions
involving disapproval of research protocols.

C. Special Consultants

The HRPP/IRB may designate a non-voting consultant with special expertise to assist in the
review of a particular study application [45 CFR 46.107(e)]. The HRPP will notify the researcher,
who may respond to accept the consultant or to provide sufficient cause why a particular
consultant would be inappropriate. If the HRPP/IRB cannot reach consensus with the PI, the IRB
may refuse to act on the study application.

D. Convened Meeting Minutes

The HRPP will maintain IRB meeting minutes as per 45 CFR 46.115. Handwritten notes,
recordings, or materials used to develop formal minutes do not represent official meeting
records and may be destroyed after the IRB ratifies the minutes. Meeting minutes do not need
to be exhaustive or a verbatim transcript but must include the following components:

e Members in attendance (noting late arrivals and early departures).
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e Summary of the meeting, including a brief listing or discussion of issues for each study
under review, and any vote outcome (for, against, and abstaining).

e Members making and seconding motions, and the numerical votes; members abstaining
from study reviews or from voting due to potential conflicts of interest.

e Time the meeting convened and ended.

As required by federal regulations, the minutes must also include clear study-specific
information justifying IRB findings and approvals: alteration or waiver of informed consent;
waiver of a signed consent form; or approval of research involving incarcerated individuals (also
children, if a federally funded study).

E. New WWU Affiliates with Ongoing Protocols from Previous Institutions

When a researcher joins WWU with an ongoing study previously approved by another
institutional HRPP/IRB, the researcher must submit an Application for WWW HRPP/IRB
Oversight (except for studies determined as Exempt). Unless pausing research activities poses a
legitimate risk to participants, researchers should stop enrollment or data collection until the
WWU HRPP/IRB issues its own determination or approval. For Expedited studies, the HRPP
Administrator will review the application from the previous institution (including the original
approved application and approval letter) and assess whether any risks must be mitigated
before the researcher resumes study activities. For certain minimal-risk studies, the HRPP
Administrator may ask for additional consideration by IRB members. For higher-risk studies, the
HRPP Administrator will consult with the IRB Chair to determine whether the study should be
elevated to Full Board review, in which case the convened Board will review the protocol at an
upcoming scheduled meeting. Before assuming oversight, the WWU HRPP/IRB reserves the right
to request modifications to a study to provide further protections for the welfare and rights of
participants, even if a prior IRB reviewed and approved the protocol.

F. Study Approval Period/Term and Continuing Review

Federal regulations [45 CFR 46.109(e)]) require Continuing Review of each approved Full Board
study at least once every 365 days from the approval date (the date of the IRB vote). Although
federal regulations do not require formal continuing review for Expedited studies, the WUU
HRPP/IRB still sets study approval expiry dates to ensure participant protections and accurate
administrative oversight. Approval terms for Expedited studies will depend on the level of risk to
participants and consider such factors as population vulnerability, previously reported adverse
events in related or similar research, and investigator/group experience with the subject
population. (The HRPP/IRB may also consider the researcher’s history of previous reviewed
studies at WWU and other institutions in setting approval expiry.) To ensure adequate protection
of the rights and welfare of participants, the HRPP/IRB may decide to set Expedited study
approval terms at 365 days from initial approval, or, for extremely low risk Expedited studies, the
HRPP may extend the approval period to two years. HRPP review documentation will include the
rationale for an approval term, which will also be included in the formal approval letter.
(Determinations for Exempt or NHPR studies do not expire.)
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At WWU, continuing review occurs at the same level as the original approval, unless by the time
of approval term expiration, Full Board approved studies meet Expedited review criteria per 45
CFR 46.110(8) and (9), or such protocols have progressed to the point involving only (i) data
analysis, including analysis of identifiable private information or biospecimens, or (ii) accessing
participants’ follow-up clinical data from regular clinical care procedures [45 CFR 46.109(f)(iii)].

G. Collaborations with Other Institutions, External IRBs, and Single IRB (sIRB)

When WWU researchers collaborate with researchers at other institutions or external
organizations, the WWU IRB may serve as the IRB of record* for Expedited or Full Board studies
or may cede review to another HRPP/IRB for Exempt, Expedited, or Full Board studies. Assuming
or ceding WWU oversight may require the execution of an IRB Authorization Agreement (IAA)*
or another form of reliance agreement. WWU affiliates wishing to conduct collaborative research
must contact the HRPP to determine whether appropriate conditions exist and whether
arrangements are permissible for the study in question. In their study timelines, researchers
should allow for undetermined additional time to approval or ceding oversight, due to the
involvement of other institutions with varying process timelines.

If the WWU HRPP/IRB serves as the IRB of record for an Expedited or Full Board study, the WWU
researcher must agree to be the principal investigator of record and accept responsibility for the
protection of human participants in the study. For WWU to cede oversight to another

institution’s IRB, that institution/organization must have an active Federalwide Assurance (FWA)
with OHRP.

For the WWU HRPP/IRB to cede oversight as the relying IRB,* a researcher must wait until the
other institution’s IRB has issued final approval of a protocol. Before joining the collaborative
study in any capacity, the WWU researcher must submit the complete approved protocol (with
all supplementary documentation) and the approval letter to the WWU HRPP. The HRPP
Administrator will assess the project and determine whether ceding oversight is appropriate. If
so, the HRPP Administrator will execute the IAA or other reliance agreement, as per the other
institution’s guidelines, and notify the WWU researcher that they may proceed with involvement.
The WWU HRPP will create and retain a protocol file for the study. The WWU researcher must
adhere to the policies and procedures of the IRB of record, as well as all WWU institutional
policies where they do not conflict, as well as state and local laws governing human participant
research. The WWU researcher must keep the WWU HRPP apprised of any modifications,
adverse events, or study closure.

By definition, studies that receive an Exemption or Not Human Participant Research (NHPR)
determination are exempt from HRPP/IRB review, approval, and oversight. Thus, because the
WWU HRPP does not maintain or assume oversight for exempt studies, it cannot serve as the
institution of record for a reliance agreement to provide oversight for non-WWU affiliates for
studies determined as Exempt/NHPR. However, the following situations may apply with
collaborative Exempt projects:

e WWU affiliate as primary investigator (WWU HRPP will review the study): If another
institutional HRPP/IRB asks for documentation for their co-investigator to participate in a
project that the WWU HRPP has determined as Exempt, researchers may provide the
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formal WWU HRPP exemption determination letter. Researchers may also request that
the WWU HRPP determination letter acknowledge the non-affiliate co-investigator(s) as
a study team member in the project; however, that statement does not indicate oversight
or approval for that individual to participate in the project.

¢ Non-WWU academic affiliate as primary investigator (i.e., their HRPP/IRB will
review the study): If that institution does not have the same policy as stated above and
will serve as the IRB of record for the Exempt study, the WWU HRPP may choose to sign
a reliance agreement to rely on the other institution (that is, the other institution will
maintain oversight).

¢ Non-WWU non-academic affiliate as study team member: If the co-investigator or
study team member is an independent researcher or part of an organization without an
HRPP/IRB, and if a funding sponsor requires HRPP/IRB documentation to include that
individual, the WWU HRPP may agree to extend the Exempt determination to that non-
affiliate. In such cases, the WWU investigator must submit a signed Non-Affiliated
Research Personnel Attestation for Exempt Studies form. (Wet signatures are required.)
Through this form, the non-affiliate agrees to comply with all WWU HRPP policies and
procedures in the conduct of the research study.

External IRBs:* In certain situations, the WWU IRB might not be able to review a human
participant research study due to limited resources and/or expertise. For example, for projects
involving tribal knowledge, individuals, or organizations, the WWU IRB may consult with and/or
rely on an external IRB such as the Northwest Indian College IRB, at the joint discretion of the
HRPP and NWIC IRB. In such cases, the WWU researcher must first consult the WWU HRPP for
guidance, then follow the procedures outlined above for ceding oversight.

The WWU IRB cannot review the following types of research, and WWU researchers must
assume the costs of employing the services of a qualified, accredited external IRB to serve as the
IRB of record: multi-site clinical trials,* studies involving FDA-regulated products (drugs, agents,
biologics, etc.), or industry-initiated or industry-sponsored research.

According to the National Institutes of Health (NIH) Single IRB Policy (sIRB),* effective January
2018, all competing NIH grant applications (new, renewal, revision or re-submission) for multi-
site studies* involving the same research study must include a plan describing the use of a sIRB
for non-Exempt human participant research. This policy applies to domestic sites of NIH funded
studies, whether supported by grants, cooperative agreements contracts or the NIH Intramural
Research Program. It does not apply to foreign sites, career development, research training
fellowship awards, current awards, VA sites, or sites involving tribal nations.

The revised Common Rule regarding sIRBs, effective January 19, 2020, applies to all sites in the
United States participating in federally funded cooperative research at more than one site. It
does not apply to cooperative research for which law requires more than sIRB review (including
tribal law passed by the official governing body of an American Indian or Alaska Native tribe) or
research for which any federal department of agency supporting or conducting the research
determines and documents that the use of a single IRB is not appropriate.
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The WWU HRPP will determine whether WWU should serve as IRB of record or cede review to
an external IRB based on the following evaluation criteria:

e The qualifications and capacity of the IRB (the WWU IRB may not have the resources or
expertise to serve as IRB of record).

e The nature and risk level of the proposed research.

e The number of participating sites.*

e The location of the participating sites.

e The number of years the study will require IRB review.

WWU researchers who need to use a sIRB must contact the WWU HRPP at least 6 weeks prior to
grant application deadline to discuss options for IRB review of a multi-site or collaborative study.
Researchers should also work with the Office of Research and Sponsored Programs to include
costs associated with sIRB review as direct costs in the application budget where allowable (see
NIH FAQs on sIRB costs).

SECTION IV: Post-Approval Requirements

e Protocol Management website information

A. Post-Approval Monitoring (PAM), Continuing Approval, and Closure/DTE

For all Expedited and Full Board protocols, the HRPP will conduct Post-Approval Monitoring
(PAM) to ascertain the status of ongoing studies. (Studies with Exempt/NHPR determinations do
not require continuing review or PAM.) Approximately two weeks before approval expires for an
Expedited or Full Board study, the HRPP will email the researcher to ask i) whether enrollment
and/or data collection is ongoing and the anticipated conclusion month/year, ii) whether the
researcher has concluded enroliment and data collection and is engaged only in data analysis or
write up, or iii) whether the researcher has concluded or abandoned the study.

For ongoing (still enrolling participants or collecting data) active Expedited studies, the HRPP will
set and notify the research of a new approval expiration date. For ongoing Full Board studies,
researchers must submit a formal Continuing Review Application (CRA) to provide a study
update and to request approval extension. For concluded Expedited and Full Board studies, the
HRPP will request a brief Closure Report. If the researcher will engage only in data analysis or
write-up of an Expedited study, the HRPP will downgrade the study to Exempt status, thereby
ending HRPP oversight (Downgrade to Exempt: DTE®).

Federal regulations require annual IRB approval for ongoing Full Board studies; thus, researchers
must submit Continuing Review Applications at least two weeks before the approval expiration.
CRAs must include the following information:

e Anticipated completion month and year (approximate).

e Minimum number of participants approved for the study and actual number of
participants enrolled to date.
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Whether any participants withdrew from the study and if known, the reason for
withdrawal.

New/relevant study information that may affect participants, particularly regarding risk.
Whether and why any deviations from the approved IRB protocol occurred.

Whether any unexpected problems or adverse events occurred for which the researcher
submitted a formal report. (See Section IV.C))

A brief paragraph summarizing results thus far.

Study Closure Reports must include the following information:

Study closure date.

Minimum number of participants approved for the study and actual number of
participants enrolled.

Whether any participants withdrew from the study and if known, the reason for
withdrawal.

Whether and why any deviations from the approved IRB protocol occurred.

Whether any unexpected problems or adverse events occurred for which the researcher
submitted a formal report to the HRP, and an explanation if the researcher did not
submit a formal report.

A brief paragraph summarizing the study and results.

Under the following circumstances, the HRPP may seek verification from other sources that no
significant changes occurred within the study since initial approval or continuing review:

The study is complex, involving unusual levels or types of risk to participants.

The researcher has previously demonstrated non-compliance with HRPP policies and/or
45 CFR 46.

Concerns exist about possible significant changes occurring without HRPP/IRB
knowledge or approval.

When determining whether to extend approval for Full Board protocols, the HRPP will apply the
same criteria for continuing approval as in the initial review (i.e., acceptable risks, potential
benefits, informed consent, and safeguards for participants) and extend approval for another
365 days or other stipulated period. To mitigate new or ongoing risks, the HRPP may request
modifications to meet criteria for approval renewal. As part of continuing review, the HRPP has
the authority to appoint a designee(s) (other than the researcher) to observe the consent
process or the research, and to report any findings to the HRPP/IRB. Such observation may
occur if the HRPP/IRB determines (based on adverse event reports, deficiencies noted in the
HRPP files, media or scholarly reports of research activity) that monitoring is in the best interests
of participants.

Researchers whose Expedited or Full Board approvals have expired and who do not respond to
the HRPP PAM inquiry will be out of compliance with federal regulations and WWU HRPP
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policies. The HRPP will notify the researcher of expired study approval and establish the
following conditions:

e The researcher may not enroll new participants, and involvement of current study
participants must cease, unless the researcher responds to the PAM inquiry and/or
submits a Continuing Review Application within 48 hours and receives approval.

e Continued research involving new or current enrollees may continue only if the HRPP
Administrator and IRB Chair determine that due to possible risks, such measures would
be in the best interests of participants. However, unless the researcher responds to the
PAM inquiry and/or submits a Continuing Review Application within five business days,
the HRPP will close the study file and terminate approval.

e Researchers wishing to continue collecting data from participants in studies where the
HRPP has closed the file must submit a new initial submission and wait for formal
HRPP/IRB approval before resuming any aspect of their research activities.

If researchers do not respond by the third PAM inquiry, the HRPP will administratively close the
protocol and end oversight. Any research activities conducted after that point will represent
ongoing non-compliance and be treated as research misconduct; the HRPP Administrator and
will submit a report with action recommendations to the IO, who will determine any final course
of action as per POL-U4520.02 Addressing Responsible Conduct of Research.

If a researcher leaves WWU to join another institution and does not maintain any WWU
affiliation (e.g., affiliate faculty), the researcher must ascertain and follow any new institution’s
policies for transferring oversight of an ongoing WWU HRPP/IRB-approved study. Student
researchers who wish to continue work on approved studies after graduation must use the
Modification Request form to formally transfer principal investigator status to their faculty
adviser at least two weeks before their graduation date. If researchers take no action to transfer
a protocol or name a new principal investigator, the WWU HRPP will automatically close these
studies and end oversight.

B. Modifications to Previously Approved Studies

As established in approval letters, information and materials posted on the HRPP website, this
Manual, and training materials, researchers may not implement any changes to an approved study
without prior HRPP review and approval, except when necessary to eliminate apparent
immediate hazards to subjects.

Researchers planning substantive changes to the design or execution of the study (e.g., in
participant population, recruitment plans, advertising materials, consent requirements, research
procedures, study instruments, study sites, incentive plans, or key personnel) must submit a
formal Modification Request Form to the HRPP that includes

e Detailed description of all proposed change(s).

e Explanation of potential implications for participants.

e Revised documents, as applicable: recruitment materials, consent forms or language,
instruments, etc.
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e Justification for the modification. (If a sponsor or a national group requires the
modification, include the sponsor's formal notice.)

e CITI certification (or HRPP-approved alternative certification for non-WWU affiliates) for
all new key personnel who will interact directly with participants or with identifiable data.

The HRPP/IRB handles modification requests at the initial review and approval level (i.e.,
modification requests for Full Board studies will be considered at a convened IRB meeting).
However, if the IRB Chair determines a Full Board study modification request proves sufficiently
minor (i.e., does not elevate risk to participants) to meet Expedited level [45 CFR 46.110(b)(1)(ii)]
review criteria, the Chair may review and approve the requested modification.

In the rare circumstance that a researcher must immediately implement (a change to eliminate
apparent hazards to participants, the researcher must inform the HRPP within 24 hours of the
event. The IRB will review the situation and the modification to determine whether it aligns with
HRPP/IRB policies and procedures and/or human participant protections. The researcher must
immediately report new information impacting the risk/benefit assessment, so the HRPP/IRB
may assess adequate participant protections.

C. Adverse Event/Unanticipated Problem Reporting

In line with conditions and procedures described below, researchers must submit an Adverse
Event/Unexpected Problem Report, regardless of whether the researcher believes the study
caused the events, and explain measures taken to mitigate the event/problem, as well as the
potential for recurrences.

An Adverse Event (AE) refers to an unfavorable medical occurrence or unexpected
psychological distress for a human participant, including any abnormal sign (e.g., abnormal
physical exam or laboratory finding), symptom, or disease, temporally associated with the
participation in the research (even if not related to participation). AEs encompass physical and
psychological harms. They occur primarily with biomedical research, although they may occur
with social and behavioral research.

Unanticipated Problems (UP) encompass other events that could arise, such as

e Stolen or lost devices storing participant data.

e Conducting activities or implementing changes to the approved protocol without prior
HRPP review and permission.

¢ Including participants outside of approved protocol criteria (e.g., including minors).

e During research activities, a participant experiences a mild physical reaction not
described within protocol risks or the informed consent materials.

e A participant, parent, guardian, etc. submits a complaint to the researcher and/or to the
HRPP regarding the research study.

Circumstances for reporting Unanticipated Problems

If any UP occurs, the researcher must contact the HRPP by phone or email to explain the
event(s) and determine whether further reporting is necessary. According to federal regulations,
researchers must always submit a UP report when all three criteria apply:
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1)

2)
3)

An incident, experience, or outcome is unexpected (in nature, severity, or frequency),
compared with procedures described in the IRB-approved protocol and informed
consent materials, and considering the participant population characteristics.

An incident, experience, or outcome may be related to or caused by study participation.

An incident, experience, or outcome indicates the research may place participants or
others at a greater risk of harm (whether physical, psychological, economic, or social)
than previously anticipated.

To ensure the safety, welfare, or rights of participants, an unanticipated problem may warrant
these or other corrective actions:

1.

o v A W

7.

Implementing changes to research activities prior to obtaining HRPP approval if
mitigating immediate and significant potential harm to participants.

Modifying inclusion or exclusion criteria to mitigate heightened risk (e.g., excluding
minors if risks prove higher than anticipated).

Additional monitoring of research activities or the informed consent process.
Suspending new participant enrollment.

Suspending participation for currently enrolled participants.

Modifying informed consent processes or documents to explain new risks.

Explaining potential new risks to currently enrolled participants.

Circumstances for reporting Adverse Events

Researchers must notify the HRPP of any AE as soon as reasonably possible or at least within
one business day. In accordance with federal regulations, researchers must always submit an AE
report when all three criteria apply OR in the case of a serious adverse event:

1.

The nature, severity, or frequency of the adverse event is not consistent with

a) known or foreseeable risks related to research activities as described in the IRB-
approved protocol or current IRB-approved informed consent materials.

b) the expected natural progression of a participant’s underlying disease, disorder, or
condition and the participant’s predisposing risk factor profile for the adverse event.

The adverse event is related to or possibly caused by participation in the research and
possibly caused by one or more circumstances:

a) study procedures
b) a participant’s underlying disease, disorder, or condition
c) situations unrelated to the research

(Adverse events determined to be solely caused by (b) or (c) above would not be
considered related to research participation.)

The adverse event indicates that the research places participants or others at a greater
risk of harm than previously realized or anticipated. Any serious adverse event requires

HRPP Policies and Procedures: Feb. 14, 2025 (Updated 2/6/25) — 32



immediate reporting to the HRPP, which has the authority to suspend or terminate
research approval. Examples of serious adverse events:

a) results in death or is life-threatening (places the participant at immediate risk of
death from the event as it occurred);

b) results in inpatient hospitalization or prolongation of existing hospitalization;

c) results in a persistent or significant disability/incapacity;

d) results in a congenital anomaly/birth defect; or

e) based upon appropriate medical judgment, may jeopardize the participant’s health
and may require medical intervention to prevent one of the above outcomes.

The HRPP Administrator and IRB Chair will evaluate each unanticipated problem/adverse event
report to determine whether the researcher must take further action and whether such action
proves urgent to eliminate apparent immediate hazards to participants. Such actions might
include the following or other steps:

e Modifying the study to minimize risks.

e Changing consent materials to accurately reflect the nature, frequency, or severity of the
event.

e Requiring re-consenting of participants.

e Temporarily suspending enrollment of new participants, and/or discontinuing the study
due to an unfavorable balance in risk—benefit ratio.

The Chair will discuss any UP/AE reports (and resulting actions) at the next convened IRB
meeting, and the IRB will decide and vote on appropriate steps, which might include:

e No further action is necessary, and the research may continue.

e The HRPP Administrator, IRB member(s), and/or an outside expert will further investigate
and report findings at the next IRB meeting.

e The researcher must provide participants with additional information regarding risks.
e Suspension or termination of approval.

Within 5 business days of receipt of the UP/AE report and/or the convened meeting at which the
IRB discussed the event, the HRPP Administrator will provide written notice of IRB decisions and
rationale to the researcher. The HRPP Administrator will also notify the 10 and appropriate
federal departments or agencies (if applicable) of any UPs or AEs posing serious risks to
participants or others. The HRPP Administrator will provide additional notice if the research
study is suspended or terminated. (See Section IX.G.)

D. Incidental Findings

An “incidental finding” is a possible medical abnormality or other unexpected observation
unrelated to the topic under study that researchers observe (directly or via study personnel, such
as technicians) during the study that may have clinical implications for a participant, such as:
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e A baseline study of mental status indicates a psychiatric condition, such as current
suicidal ideation.

e A screening protocol for an exercise intervention identifies a cardiac abnormality.
e A brain imaging study of concussed individuals reveals a potential abnormality.

If proposed studies could reasonably result in incidental findings, the protocol application
should provide details about how research staff will manage such findings (e.g., reporting
directly to participants or to their primary care providers), and how consent documents will
explain plans for managing these findings.

SECTION V: Informed Consent, Permission, and Assent

The HRPP/IRB must carefully review proposed informed consent processes for all human
participant research protocols. Researchers should consider informed consent as an ongoing
process that begins with providing potential participants with a thorough understanding of a
research study (particularly regarding potential risks or loss of privacy), continues throughout all
study tasks, and bears significance even after concluding data collection activities, when
participants might wish to withdraw their identifiable data. Thus, the researcher must make
every effort to ensure participants fully understand all aspects of the study, received answers to
any potential questions, signed a consent document (or provided oral or participatory consent),
and continue to participate voluntarily. When populations or methods vary significantly,
researchers must provide separate consent forms/processes for the sake of clarity and accuracy.

No researcher may collect data from study or project participants without their legal, signed
informed consent or a participant’s legally authorized representative (LAR), unless the HRPP/IRB
has formally waived consent and/or written documentation of consent. (However, no informed
consent requirements may limit a physician’s authority to provide emergency medical care as
permitted under applicable laws and regulations [45 CFR 46.116())].)

Use only HRPP consent templates to be sure you include required elements with correct
approaches and terminology.

A. Required Elements of Informed Consent

In the review process, the HRPP/IRB must establish that a potential participant (or LAR) should
be able to understand consenting materials through appropriate language levels. Informed
consent procedures may not contain any exculpatory language that causes participants to
waive—or appear to waive—any legal rights, or that releases—or appears to release—the
researcher, the sponsor, or WWU or its agents from liability for negligence. Consenting
information must include the following basic elements, as applicable, and if known:

e Statements that the study involves research, the purpose of the research, expected
duration of participation, description of all procedures, and identification of any
experimental procedures.

e Description of any reasonably foreseeable risks or discomforts, and description of any
reasonably expected benefits to participants, a community, or society.
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e Statement describing the extent of confidentiality of identifiable records, and whether
others may reasonably gain access to individual records (i.e., a sponsor, the HRPP/IRB,
University officials, or other regulatory agencies).

e For research involving more than minimal risk, available resources for any psychological
or emotional distress, or explanation of any available compensation and medical
treatment if injury occurs (with source for further information).

e Contact information for the researcher, faculty/staff adviser (if applicable), and the HRPP,
for participant questions or concerns about the research or their rights.

e Statements that participation is voluntary, that the participant may stop at any time, and
that withdrawal or refusal to participate or will involve no penalties (or, only if applicable,
loss of benefits to participants may be otherwise entitled).

e Disclosure of appropriate alternative procedures or treatments that may be
advantageous to participants (if applicable).

e One of the following statements about research involving the collection of identifiable,
private information or identifiable biospecimens:

a) that after removing all identifiers from private information or biospecimens, the
anonymized data might be used for future studies, distributed to other investigators
for future research studies, or shared with a repository without additional participant
or LAR informed consent.

b) that after removing all identifiers from private information or biospecimens, the
researcher will not use or distribute data for future research studies.
When relevant, the HRPP/IRB may require additional consent elements that the researcher must
adequately articulate to participants or LARs, for example:
e That a particular treatment or procedure might pose known or currently unforeseeable
risks to participants (or embryo or fetus, if a participant is or might become pregnant).

e Possible circumstances in which the researcher may stop an individual’s participation
without regard to the participant’s consent.

e Additional costs (including if involving a third-party) to a participant might incur from
research participation.

e Possible consequences if a participant withdraws from the study, as well as procedures
for safe and orderly termination of participation, as applicable.

e That the researcher will convey to participants any significant findings arising from the
ongoing study that might affect individuals’ desire to continue.

e Approximate number of participants involved in the study, if known.

e Whether a participant’s biospecimens (even if anonymized) might be used for
commercial profit and whether the participant will share in this commercial profit.

e Whether the researcher will disclose clinically relevant results, including individual
research results, to participants, and if so, under what conditions.
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e For research involving biospecimens, whether the research will (if known) or might
include whole genome sequencing (i.e., sequencing of a human germline or somatic
specimen with the intent to generate the genome or exome sequence of that specimen).

B. Altered or Waived Informed Consent

For certain minimal-risk studies, the HRPP/IRB may approve a consent procedure that omits or
alters some or all informed consent elements. Per 45 CFR 46.116(f)(3), the IRB may alter or waive
the informed consent requirement only if the IRB finds and documents in the Expedited study
file or the convened Board minutes that: (i) the research involves no more than minimal risk to
participants; (ii) the research could not practicably be carried out without the requested waiver
or alteration; (iii) if the research involves using identifiable private information or identifiable
biospecimens, the research could not practicably be carried out without using such information
or biospecimens in an identifiable format; (iv) the waiver or alteration will not adversely affect
the rights and welfare of participants; and (v) whenever appropriate, participants or legally
authorized representatives will receive additional pertinent information after participation.

1. Documentation of Informed Consent

Except as provided below, researchers must document informed consent with an HRPP/IRB-
approved written consent document signed by the participant or LAR. Researchers must
provide participants with a copy of the signed consent document and securely retain signed
documents for a minimum of three (3) years (or more if required by the FDA or research
sponsor) upon study completion. Per 45 CFR 46, the HRPP/IRB may approve consent
documents of the following nature:

a) A written consent document meeting §46.116 requirements that the investigator gives to
participants (or a participant’s LAR), allowing for adequate time to read the document
and consider participation before signing; alternatively, personnel approved to
participate in the consent process may read the form to participants or a participant’s
LAR.

b) A short form written consent document stating that required §46.116 elements of
informed consent have been presented orally to the subject or the subject's LAR and that
the participant received key information required by §46.116(a)(5)(i) before any other
information. Another individual must witness the oral presentation. The participant or
LAR should sign the short-form consent document. The witness must sign the short form
and a copy of the summary, and the personnel obtaining consent must sign a copy of
the summary. The participant or LAR will receive a copy of the summary in addition to a
copy of the short form.

2. Waiver of Informed Consent Documentation

The HRPP/IRB may waive the requirement for researchers to obtain a signed consent document
for some or all participants in the following circumstances [45 CFR 46.117(c)]:

a) The signed consent document represents the only record linking the participant to
the study, and the primary risk would be a harmful breach of confidentiality. In such
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cases, the researcher should ask each participant (or LAR) whether they wish to have
signed consent documentation and proceed accordingly.

b) The research presents no more than minimal risk to participants and involves no
procedures that typically require written consent outside of the research context.

¢) The research presents no more than minimal risk to participants and participants (or
LARs) are members of a cultural group or community in which signing forms is not
the norm. In such cases, the researcher must obtain HRPP/IRB approval for an
alternative mechanism (e.g., oral consent, etc.) to document informed consent.

3. Information Sheet/Online Consent Process

For certain cases of waived documentation with minimal-risk studies, the HRPP/IRB may
allow researchers to use a “research information sheet” containing all standard consent
information. (If appropriate, researchers may use a short form consent information sheet.)
After answering any participant questions, the researcher should verify orally that
participants understand all aspects of the study and voluntarily consent to participate; or,
upon receiving clarification for any questions, an individual's decision to participate in the
research activity may signify consent.

On the opening screen of minimal-risk online surveys, researchers may provide shortened
consent language that covers key consenting components—purpose, risks, voluntary
participation and withdrawal, etc.— then state that by continuing to the survey, participants
attest that they are over 18 years old (if applicable) and provide consent to participate. To
ensure voluntary participation, surveys should never force responses to progress, unless the
HRPP/IRB-approved protocol provides a legitimate methodological justification.

C. Special Considerations

Obtaining informed consent from special populations may require special language, additional
procedures, and/or forms. Above all, researchers should focus on clear comprehension for
unique populations.

1. Minor Assent and Parental Permission (Opt-Out Notification)

Individuals under 18 years of age or adult wards cannot legally consent to participate in
research; instead, upon gaining a clear understanding of the study and its tasks, minors may
give their assent® for involvement. The assent form must reflect language appropriate for
potential participants’ age range(s), maturity, comprehension, and language ability. Minors
must have opportunity to ask questions sufficiently in advance of participation. Most
children 8 years old and above have the cognitive and emotional maturity to understand a
research project and should have the opportunity to assent to participation. Some children
under the age of 8 may also be capable of granting and withholding assent; researchers
should be sensitive to the higher needs of these children. If young minors are unable to sign
an assent form, the researcher must document their oral agreement with the signature of a
witnessing parent or guardian.

In many cases, researchers should obtain written parental permission* for studies involving
children under 18 years old (the age of majority in Washington State). If research involves
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greater than minimal risk, both parents typically will sign the permission form unless only
one parent has legal responsibility for the child’s care and custody, or if a parent is deceased,
unknown, or not competent to provide permission. Researchers should also determine
whether additional school district policies exist (which would supersede WWU HRPP
policies).

Before seeking a minor's assent, researchers must obtain documented parental permission
similar to an adult subject consent form, except language should replace "you” with "your
child.” (In therapeutic settings, parental permission may overrule a child’s decision not to
participate.) One or both parents (or a guardian) must provide documented permission for a
child to participate in research, unless the HRPP/IRB waives those requirements. In most
cases, children capable of assent must also express willingness to participate. The HRPP/IRB
recognizes foster parents as having the authority to enroll children under their care into
studies.

Permission represents an active, informed decision on the part of parents/guardians.
However, in certain circumstances, the HRPP/IRB can grant a “waiver of parental permission”
for minimal-risk research likely to yield significant benefits to the research population or a
public program, and/or if obtaining parental permission might pose considerable risk to
minor participants. For extremely low risk protocols, researchers might use an opt-out
notification* process, whereby they send parents/guardians a letter providing all study
details and an explicit time frame for parents to directly contact the researcher to opt their
child(ren) out of the study (e.g., implementing and assessing minimal-risk social-emotional
coaching in primary schools). Parents reserve the right to withdraw their child(ren) at any
time after the study begins.

For any pre-primary through secondary-school research, the researcher must first provide
individual district superintendents and/or building administrators with a copy of the
complete protocol, then researchers must obtain written documentation (site permission)
from these individuals stating that they understand all study details and give permission for
the researcher to conduct the study. It is the researchers’ responsibility to determine whether
a school district or other entity has its own IRB, ethics committee, or other body (such as a
tribal council or elders) that reviews and approves research. In such cases, the researcher
should contact the HRPP for guidance on how to navigate multiple review processes, as
ceding oversight does not apply to this type of research.

For some research, requiring parental permission might be inappropriate: e.g., research
involving adolescents 13 and above who under Washington state law, may medically consent
on their own behalf for selected treatments (e.g., sexually transmitted diseases, substance
use disorder, or emotional disorders). In other research (e.g., research on child abuse or
neglect), the parents’ interests might conflict with the child’s interests. In these cases,
researchers must ensure alternative procedures for protecting the child’s the rights and
interests, which may involve court-appointed special guardians. The convened IRB will apply
highest ethical standards in reviewing any such protocols to prioritize the rights and well-
being of minors.
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2. Non-English Speakers and Persons with Emerging Literacy

If participants do not speak or read English, researchers must provide written or oral
informed consent information

If based on knowledge of the intended research population, a likelihood exists that
participants might not speak or read English fluently, the researcher must ensure that all
participants understand all required elements for legally effective informed consent (45 CFR
46.116). If appropriate, the HRPP/IRB may approve a consent process whereby a researcher
verbally provides consent information along with a short-form written document attesting to
the oral presentation of all elements of consent. A translator assisting the researcher may
serve as witness to the oral or written consent process. As an approval condition, the
researcher must provide the HRPP/IRB with all non-English versions of consenting materials
[45 CFR 46.117(b)(2)], as well as English translations. If working with a translator, the
researcher must also submit the translator’s signed confidentiality agreement. Depending on
risk level, the HRPP/IRB may ask outside individuals fluent in the participants’ language to
verify English translations.

English-speaking participants with emerging literacy may sign a short-form consent
document after the researcher verbally provides all study details and ensures participant
comprehension. The researcher may also obtain oral consent, provided the HRPP/IRB has
approved a waiver of written documentation. If appropriate for further risk mitigation, a
witness may observe the consent process and sign a short-form summary acknowledging
the participant’s consent.

For participants whose native language is spoken without a written form, researchers must
present oral consent information in a language the participant understands (45 CFR 46.116).
A translator or other appropriate individual may serve as witness to the consent process. The
submitted protocol must include English-language scripts of all oral consenting information
or other information presented to participants.

The WWU HRPP may use its discretion in assessing risk level to determine whether
Expedited review and approval may be appropriate for studies involving non-English
language speaking participants, those with emerging literacy, or participants without a
written language. Studies involving higher risk will be elevated for convened Board review.

3. Individuals with Decisional Impairment

The American Psychiatric Association has interpreted “decisional capacity” in the research
context to include the ability to understand and process relevant information, appreciate the
situation and its likely consequences, rationally process information, and make (and
communicate) a clear, consistent decision. Applying the ethical principles of The Belmont
Report, researchers may include individuals with decisional impairment in research studies,
provided that robust protections (e.g., obtaining surrogate consent from a LAR) compensate
for a participant’s diminished autonomy. Researchers must consider individual characteristics
and context when recruiting participants who might have diminished cognitive and
emotional capacity to consent to research participation.
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In the protocol submission, researchers must explain a suitable method for determining
participants’ decisional capacity, clarify who (if not the researcher) will conduct the
assessment, and establish a clear action plan depending on the result, e.g., exclusion from
the study or surrogate consent by a LAR.

To meet HRPP/IRB approval criteria, protocols must clearly articulate appropriate additional
protections for participants with decisional impairment. Regulatory guidelines do not specify
how to determine consenting capacity; thus, the WWU HRPP/IRB will consider the following
principles:

1. If participants with decisional impairment might benefit from participation (directly or
indirectly), researchers may not arbitrarily exclude this population, provided individuals
are able to understand study information, consider whether participation might be in
their best interest, and provide voluntary informed consent.

2. When a researcher (or designated study personnel) determines an individual does not
possess the decisional capacity to consent, the researcher should exclude that person or
seek surrogate consent of a LAR. Washington State laws do not directly address LARs in
research settings. However, common research consent practice applies the Washington
State law RCW 7.70.65 definition of LARs for providing informed consent for health care.

3. When possible, researchers must obtain some type of participant assent.

Note: Decisional capacity differs from “competence,” a legal determination made by a court of
law. Someone judged legally incompetent in one aspect might demonstrate sufficient capacity
to decide whether to participate in research.

Due to possible changing circumstances over time (e.g., age, illness), researchers must monitor
participants with decisional impairment for fluctuating capacity or reluctance. Additionally,
researchers should be aware whether extreme circumstances could reasonably arise (e.g., severe
pain, duress, or emotional distress) during a study such that individuals with full decisional
capacity could experience a temporary loss of that capacity. For further information on
decisional capacity in research settings, researchers should consult the NIH article “Capacity,
Vulnerability, and Informed Consent for Research” (Biros, 2018).

SECTION VI: Confidentiality and Privacy

When designing a research study, investigators must establish measures to ensure privacy,*
confidentiality, and robust data protection, regardless of format (i.e., electronic, paper, notes,
etc.). Researchers must respect participants’ trust by explaining in consent materials whether
limitations to confidentiality exist. For example, researchers cannot guarantee confidentiality in a
focus-group setting; or, if the study could reasonably reveal a participant’s intent to harm self or
others, the researcher must report such information to appropriate authorities.

Data collection processes in which the researcher knows the identity of participants are not
anonymous.* Additionally, data are not anonymous if 1) the researcher maintains a list of codes*
linking responses with identifiers (e.g., names or contact information) or if 2) a combination of
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indirect identifiers (e.g., demographics) could reasonably lead to the identification or
reidentification of a participant (especially relevant for small and/or unique populations). (See
guidance on Anonymity, Confidentiality, and Privacy* in Human Participant Research.)

A. Data Security: Collection, Retention, and Sharing

When data are not anonymous, researchers must establish measures to prevent any breach of
confidentiality,* which (in contrast to anonymity) represents the researcher’s agreement to the
participant—via the consent process—that unless participants have explicitly agreed (preferably
in writing), neither the researcher nor other key personnel will disclose confidential study data,
except in extenuating circumstances. Consent materials must clearly outline any limits to
confidentiality protections, per 45 CFR 46.111(a)(7). For example, in the case of a participant
complaint, the HRPP/IRB might need to review participants’ data. Researchers also must comply
with applicable mandatory reporting laws (see Section VI.B). Furthermore, transmitting data via
the internet (e.g., online or email surveys, virtual interviews) carries some risk—even if low—of a
confidentiality breach, which encrypting data may minimize.

Researchers must protect not only participants’ research data but also participants’ privacy
during recruitment and data collection processes by considering environment and the likelihood
of other individuals seeing or hearing 1) whether an individual is participating in the study, and
2) an individual's responses. This consideration bears less importance for non-sensitive, minimal-
risk projects versus studies involving highly sensitive or personal data.

Compromised privacy or confidentiality might pose serious harm to participants (e.g., if study
data, whether accidentally or deliberately disclosed, could impact employment security, personal
reputation, or legal liability). Additionally, an invasion of privacy or confidentiality breach might
not only prove unethical but also place a researcher or institution at risk of legal action. Thus,
when assessing protocols for risk, reviewers will consider whether any research activities could
invade individuals’ privacy or possibly give rise to a confidentiality breach. Before issuing
approval, reviewers might require researchers to alter recruitment plans, consent or data
collection methods, or other study aspects, depending on the sensitivity of information the
researcher wishes to obtain.

In accordance with WWU Information Security Office policy and HRPP policy, researchers must
securely store all data in a manner that prevents disclosure of identifiable study data. The WWU
HRPP requires researchers to store highly sensitive data—including protected health information
governed by the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule (45
CFR 160 and 164)—on secure servers such as WWU's OneDrive or another HIPAA compliant
server such as Business Dropbox (free, third-party storage systems do not guarantee privacy and
thus are not HIPAA compliant). (For more information on HIPAA, see Section VI.E.) If a
researcher initially collects or record data on electronic devices (e.g., recording interviews using
a mobile device, laptop, etc.), the researcher should subsequently upload all data to a secure
server as soon as reasonably possible. Researchers should never store data on portable devices
susceptible to loss or damage.

When conducting international research, researchers should be mindful of potential risks in
crossing borders or security checks, during which research data could be compromised (e.g.,
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confiscation of devices or storage measures such as thumb drives). When possible, researchers
should upload any electronic study data to secure servers before travel.

When conducting collaborative research, investigators should determine secure methods of data
transmission and sharing. If sharing by email, researchers should encrypt or password protect
files (such as Excel files) and folders. Researchers may also create password-protected OneDrive
files and folders for storage and sharing with external researchers. Using OneDrive not only
meets HIPAA compliance standards but provides the benefit of regular backups to avoid data
loss.

Researchers may share only deidentified or aggregate data without the express permission of
participants. If contributing to a data repository, researchers should select the one(s) most
suitable for the nature of research data. (For more information, see NIH guidance on
Repositories for Sharing Scientific Data.)

For additional institutional information about WWU privacy requirements and best practices,
visit Privacy@ WWU.

B. Mandatory Reporting Requirements

Washington State law mandates that all individuals must disclose certain information to law
enforcement officials and/or other third parties, even if they have a legally recognized
confidential relationship with the information source. For example, Washington State law
requires WWU employees to report reasonable knowledge of child abuse to specific authorities.
(For more information about permitted reporting, see the Washington State Department of
Social and Health Services website on mandatory and permissive reporting.)

The WWU HRPP/IRB does not have the authority to establish what events/circumstances require
mandated reporting or who is a mandatory reporter; all researchers should review and follow
Western Washington University reporting guidelines (POL-U160004). During protocol
development, researchers should assess whether a reasonable possibility exists that during the
research, an event or circumstance might arise that would require mandatory reporting. Within
the protocol submission, the principal investigator must name any mandatory reporters on the
research team.

When reviewing protocols involving specific populations or study objectives, the HRPP/IRB will
assess whether researchers have effectively addressed potentially reportable situations in which
they cannot maintain confidentiality of responses, thereby placing subjects at possible risk for
legal action. If applicable and appropriate, researchers might need to include the following
information about possible mandatory reporting in consent materials: whether, to whom, what,
and when a researcher might report information; whether the researcher will tell participants
(and/or parents for minor participants) about the reporting; what additional confidentiality and
privacy protections exist; and whether the researcher will offer assistance/referrals to
participants or others. Bearing ultimate responsibility for the conduct of student research
projects, faculty advisers are also jointly responsible for WWU reporting requirements that may
arise in relation to a student-led study. Researchers should provide disclosure information in the
Risks to Participants section and in the Confidentiality section. Informing potential participants
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about reporting responsibilities and associated risks helps manage the risk of liability for failing
to disclose reportable situations, as well as those covered by Protected Class or Sex reporting
requirements. (See Section VI.C.)

Mandatory state reporting requirements always supersede HRPP/IRB requirements and consent
information. The researcher must notify the HRPP of any reportable situations and subsequent
actions that the researcher (and research team) takes. Additionally, WWU employees
professionally licensed in other capacities (e.g., psychiatrists, social workers, health care
providers, etc.) might be subject to other reporting requirements.

C. Reporting Requirements Based on Protected Class or Sex and Research
Exceptions

State and federal law require that WWU researchers report to the WWU Director of Civil Rights
and Title IX Compliance (CRTC) or their designee if a research participant discloses an incident of
discrimination based on Protected Class (race, ethnicity, color, national origin, age, citizenship or
immigration status, use of protective leave, genetic status, marital status, creed, religion, veteran
or military status, and disability or the use of a trained dog or service animal or service animal-
in-training by a person with a disability) or an incident of discrimination based on Sex, (including
sexual harassment, sexual assault, unwanted sexual contact, sexual misconduct, domestic
violence, relationship abuse, stalking/cyber-stalking, and dating violence by or against a WWU
student). WWU researchers also must report to WWU Police if the sexual violence incident
involves criminal conduct, or if a research participant makes a disclosure about hazing,
suspected child abuse and/neglect, or abuse/neglect of an incapacitated adult.

However, in accordance with WWU Prohibiting Discrimination Based on Sex (POL-U1600.04) and
Prohibiting Discrimination Based on A Protected Class (POL-U1600.02), “An employee who is
conducting an Institutional Review Board-approved human-participant research study designed
to gather information about discrimination based on [protected class or sex] who receives
information about known or suspected discrimination on the basis of [protected class or sex] as
part of the research study is not required to report that information to CRTC.”

Principal investigators whose projects focus on Protected Class or Sex discrimination must
submit a Full-Board HRPP application with an HRPP Reporting Exception for Research form.
Such protocols and requests must be reviewed by the convened IRB, which will consult with the
Director of CRTC or their designee if questions or concerns arise. Reporting exceptions cover
only that specific material or topic as IRB approved; researchers remain responsible for reporting
any other incidents as covered by WWU policies.

The following conditions apply to Protected Class or Sex discrimination reporting exceptions
(and to all research personnel, including research assistants):

e Permissible only with student research participants ages 18 and older.

e Applies only to reporting of student-on-student sexual violence incidents.

e Applies only to disclosures in connection with research activities (e.g., faculty researchers
must report disclosures that occur during office hours or when conducting academic
advising).
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e All other reporting responsibilities remain unaffected: hazing, suspected abuse/neglect
of a child or of an incapacitated adult, and sexual violence incidents potentially
perpetrated by a WWU employee against a WWU student.

To qualify for a Protected Class or Sex discrimination reporting exception, researchers must be
WWU faculty, staff, or graduate students. For graduate student projects, the faculty adviser listed
on the HRPP application must also sign the Reporting Exception for Research form.

Before starting any data collection, the researcher must clarify to participants which topics will
not trigger mandatory reporting. The IRB-approved consent form must also provide this
information to research participants.

If approved, the HRPP will assign the notation “(E)” to the study title to denote a reporting
exception as part of the approved protocol.

D. DHHS Certificates of Confidentiality and NIJ Privacy Certificates

When researchers collect data about sensitive issues (e.g., illegal behaviors, alcohol or drug use,
sexual practices or preferences, or genetic testing), protection of confidentiality requires more
substantial measures than preventing accidental disclosure. Researchers should be aware of, and
prepared to address, breaches of confidentiality when judicial or law enforcement agencies seek
data through subpoenas or other forms of forced disclosure.

Effective December 13, 2016, the National Institutes of Health (NIH) automatically issues a
Certificate of Confidentiality (CoC) (through a term and condition of award) for each study it
funds. Other Department of Health and Human Services (DHHS) agencies also issue CoCs for
studies they fund. Under federal law, researchers may apply for a CoC that will provide
protection against forced disclosure of identifying characteristics of participants, even if the
project does not have federal funding.

A CoC does not protect a researcher from voluntary disclosure of identifying characteristics;
thus, researchers must still adhere to state laws regarding mandatory reporting requirements,
such as suspected child abuse and/or neglect. Currently, the full extent of protection provided
by a CoC has not yet been contested.

The National Institute of Justice (N1J) requires each funding applicant to submit a Privacy
Certificate as part of each proposal, even if the project will not collect identifiable data. Other
Department of Justice (DOJ) agencies also require funding applicants to submit a Privacy
Certificate. A Privacy Certificate establishes applicants’ plans to comply with DOJ regulations for
confidentiality of identifiable research information (28 CFR 22).

Researchers may not share any information collected in a study covered by the Privacy
Certificate—even to comply with state or federal laws regarding mandatory reporting
requirements—without the explicit, written permission from participants. Therefore, researchers
may promise confidentiality of research data in the consent materials for a study covered by the
Privacy Certificate, but must obtain separate, written permission from each participant to comply
with any mandatory reporting requirements.
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E. HIPAA Privacy Rule and Waiver/Alteration of Authorization

Established April 14, 2003, the Health Insurance Portability and Accountability Act (HIPAA)
Privacy Rule (45 CFR 160 and 164) details situations when a covered entity (45 CFR 160.103) may
use or disclose individually identifiable protected health information (PHI) for research

purposes. (No restrictions exist for covered entities to use or disclose de-identified health
information for research purposes.) According to the HIPAA Privacy Rule, protected health
information includes:

e the individual's past, present, or future physical or mental health or condition,
e the provision of health care to the individual, or

e the past, present, or future payment for the provision of health care to the individual,
and that identifies the individual or for which there is a reasonable basis to believe can
be used to identify the individual. Protected health information includes many common
identifiers (e.g., name, address, birth date, Social Security Number) when they can be
associated with the health information listed above.

To be designated as PHI, identifying information must be related to health information. If such
information were “part of a publicly accessible data source, such as a phone book, then this
information would not be PHI because it is not related to heath data” (Office for Civil Rights,
Guidance Regarding Methods for De-identification of Protected Health Information in Accordance
with the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, 2022).

Because all research involving PHI qualifies as human participant research, the WWU IRB must
review and approve any protocol in which a researcher wishes to access, use, or disclose an
individual's identifiable PHI for research purposes. In addition to standard informed consent
requirements, researchers must also obtain written authorization from each participant or IRB
approval to waive authorization. In certain rare situations (e.g., research involving PHI of
deceased individuals), researchers must adhere to other regulatory requirements in lieu of
written authorization.

To waive authorization of written permission for research with PHI, the WWU HRPP/IRB must
verify and document all three criteria below:

1. Use or disclosure of PHI must pose no more than minimal risk to individuals’ privacy, and
the research plan must include clear measures for the following actions:

e Protect identifiers from improper use and disclosure.

e Destroy identifiers at the earliest opportunity consistent with conduct of the research
unless a health or research justification exists for retaining identifiers (or law requires
retention).

e Provide written assurances that the researcher will not reuse or disclose PHI to any
other person or entity, except 1) as legally required, 2) for authorized oversight of the
research project, or 3) for other research for which the Privacy Rule permits use or
disclosure of the PHI.

2. The research could not practicably be conducted without the waiver or alteration.
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3. The research could not practicably be conducted without access to and use of the PHI.

Additionally, IRB documentation for alteration or waiver of authorization must include the
following:

e The date on which the IRB approved the alteration or waiver of authorization.

e A brief description of the protected health information that the IRB determined
necessary for use [45 CFR 164.512(i)(2)(ii)(C)].

e A statement that the convened IRB or Expedited reviewer(s) has approved the alteration
or waiver of authorization.

e The signature of the IRB Chair or other Chair designee.

Under the Privacy Rule, a researcher may use or disclose PHI if an individual provides written
authorization to do so. The Privacy Rule requirement for individual authorization may be
combined into the required Common Rule informed consent form, which the HRPP/IRB must
review. (If a researcher uses a separate authorization form, the IRB does not review that
document.) Any authorization language must be study-specific, written in plain language, and
include specific information to be used or disclosed and the rationale for doing so, the identity
of the requestor and the entity that retains the information, the identity of those who will have
access to the information, the anticipated end of use or disclosure (such as “end of the research
study”), and the signature and date of the individual or LAR. Additionally, it must describe the
right and method for revoking authorization or refer to the covered entity’s Notice of Privacy
Practices. The individual must receive a copy of the signed authorization.

Regardless of funding source, a covered entity may use or disclose PHI for research purposes
without obtaining individual authorization in four scenarios: 1) If the IRB approves a waiver of
authorization [45 CFR 164.512(i)(1)(i)]; 2) Reviews preparatory to research (e.g., to develop study
design or feasibility) [45 CFR 164.512(i)(1)(ii)]; 3) Research on a decedent’s information [45 CFR
164.512(i)(1)(iii)]; or 4) De-identified information and limited data sets (PHI not directly
identifiable), provided use or disclosure relates exclusively to research, public health, or health
care operations and a Data Use Agreement has been established [45 CFR 164.512(i)(1)(iv)]. All
WWU research involving PHI requires WWU HRPP/IRB review, but situation 1) above involves
specific HRPP/IRB action and findings. Other administrative units in the covered entity govern
the other situations, although the WWU HRPP/IRB will also have to approve the research.

For more information about covered entities, authorizations, the Privacy Rule, and Data Use
Agreements, contact the HRPP for guidance.

Note: Researchers must exercise caution if collecting any direct identifiers, even unrelated to
health information, such as: name, address, birth date, phone number, email address, medical or
any other health-related numbers, license or other government-issued numbers, and biometric
identifiers such as facial images, voice recordings, etc. The remote likelihood of tracing
individuals through Internet Protocol (IP) numbers does not pose significant risk, especially for
most social-behavioral research. Researchers should never collect highly sensitive information
like Social Security numbers unless necessary, for example, if incentive payments would exceed
the $600 annual threshold and require completing a W-9 tax form. For best practice in
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participant privacy protections, researchers should not collect any direct or indirect (e.g.,
demographics) identifiers that are not methodologically justified for the objectives of a specific
research project.

F. European Union (EU) General Data Protection Regulation (GDPR)

The European Union (EU) General Data Protection Regulation (GDPR) (effective May 25, 2018)
protects the data privacy of individuals in the EU. It also applies to entities, regardless of
location, that “control” or “process” personally identifiable information in the EU (however,
interpretations vary between EU countries). Personal data includes name, email, and other
unique identifiers, including photographs. Additionally, the GDPR requires a higher level of
protection for “special categories” of more sensitive data: PHI, genetics, race or ethnic origin,
biometrics, sexual activity or orientation, political views, religious beliefs, and others.

WWU researchers wishing to conduct research involving European Economic Area (EEA)
countries® must be aware of complex GDPR requirements and should contact the HRPP for
detailed guidance. Some key considerations are as follows:

e GDPR applies to any in person or online identifiable data collection from persons
physically located in one of the European Economic Area countries (even if temporarily
and regardless of citizenship or residency).

e Use, storage, or sharing of personal data collected outside the EEA may be subject to
GDPR guidelines upon the individual’s return to the EEA.

e The GDPR may apply to data if WWU researchers receive data subject to GDPR
requirements from another researcher or third party, from a data bank or repository, or
any other source.

e GDPR does not apply to fully anonymized* data. But for any identifiable data, study
participants retain the right at any time to revoke their consent to use personal data, in
which case researchers must delete that information from the data set.

e According to US federal regulations, if any researcher uses a linking key to code data
subject to GDPR and provides only pseudonymized data* to a WWU researcher, such
data would not be considered human participant data and would not require HRPP
consideration. GDPR places greater liability on the individual or research team retaining a
linking code (the “controller”): responsibility for data protection and proper coding,
managing consent and options for withdrawing consent, and establishing data use and
sharing agreements for those who might receive pseudonymized data (the “processor”).

Additionally, GDPR requires a two-step consent process involving the research consent
document and a Letter of Information.

SECTION VII: Populations Requiring Special Consideration

Federal regulations require that researchers give additional consideration to protecting the
rights and welfare of more vulnerable study subjects: minors (wards), incarcerated individuals,
pregnant individuals, fetuses and neonates, persons with diminished capacity to consent,
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institutionalized individuals, or individuals who are economically or educationally disadvantaged
persons. Common Rule Subparts B, C, and D specifically address protections for minors,
incarcerated individuals, pregnant individuals, human fetuses/neonates; research with these
populations must be minimal risk and offer clear benefits. The WWU HRPP/IRB must consider
additional protections when reviewing studies involving the following populations.

A. Minors/Wards of the State

WWU researchers who conduct studies involving children/minors* under 18 years of age should
be familiar with the WWU HRPP Guidance on the Protection of Minors [under development;
contact the HRPP for individual guidance] and the following considerations. Note that WWU
students under 18 years of age do not qualify as emancipated minors (a legal term with specific
state criteria) for research purposes and thus may not legally consent to study participation.
Thus, the WWU HRPP/IRB will consider approving the inclusion of this population in research
studies on a case-by-case basis, related to appropriate risk assessment and mitigation.
Researchers must acknowledge the known or likely possibility of WWU student minors in their
protocol submissions and describe any additional protections.

Study Procedures with Minors Ineligible for Exemption

e Survey or interview procedures.
e Observation of public behavior when a researcher participates in the observed activities.

e Recording information so that minors’ identities may be reasonably ascertained (directly
or through a combination of indirect identifiers).

e Research involving educational tests or observation of public behavior.
Wards of the State

Federal regulations (45 CFR 46.409) require additional protections for wards of the state
involved in certain research studies. For studies that may present more than minimal risk, the IRB
may require appointing an advocate—e.g., a Court Appointed Special Advocate (CASA)
volunteer or Guardian ad litem—to represent individual children or a group (such as foster
children). The advocate may not be the child’s legal guardian, an individual serving in loco
parentis, or a member of the research team. In certain circumstances, youth in residential centers
or foster children may not be wards of the state, but these protections still apply. (An appointed
advocate is not required if a researcher provides sufficient documentation to the IRB proving
that a child’s legal guardian is someone other than the state.)

B. Incarcerated Persons

The term “incarcerated individual” encompasses any individual involuntarily confined or
detained in a penal institution under a criminal or civil statute; detained in non-penal facilities
due to statutes or commitment procedures providing alternatives to criminal prosecution or
incarceration; and/or detained pending arraignment, trial, or sentencing [45 CFR 46.303(c)].
Incarcerated persons comprise a vulnerable population due to potentially compromised capacity
to voluntarily consent. Accordingly, depending on study risk level, the WWU HRPP may extend
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this definition to others for whom judicial supervision might also impact voluntary consenting
such as individuals on parole, juveniles in group homes, etc.

To ensure appropriate protections, at least one member of the IRB be a designated incarcerated
individual advocate* and participate in study reviews with these populations. The convened IRB
must review all research involving incarcerated individuals. (A majority of IRB members must
have no association with any confining or detaining facility.) The convened IRB must find and
document that a study falls within one of the 45 CFR 46.306(a)(2) permissible categories of
focus, provided the study presents no more than minimal risk and no more than inconvenience
to participants:

Possible causes, effects, and processes of incarceration, and of criminal behavior.
Prisons as institutional structures or incarcerated individuals as incarcerated persons

Innovative and accepted practices with intent and reasonable probability of improving
participants’ health or well-being.

Conditions particularly affecting incarcerated individuals as a class: e.g., research on
vaccines and illnesses more prevalent in prison settings; research on social and
psychological problems such as alcoholism, drug addiction, and sexual assaults. (Such
high-risk studies may proceed only after DHHS has consulted with appropriate experts in
penology medicine and ethics, and published notice, in the Federal Register, of intent to
approve such research).

Additional Findings

When reviewing studies involving incarcerated persons, the IRB minutes must reflect the
following determinations about the study [45 CFR 46.305]:

That any real or perceived advantages of participation (compared with the general prison
living conditions, medical care, food quality, amenities, and earnings opportunities) do
not unduly influence individuals’ ability to weigh risks against the value of such
advantages in the prison’s limited choice environment.

That any study risks are no higher than those accepted by non-incarcerated individual
participants.

That study selection procedures are fair to individuals in the prison and immune from
arbitrary intervention by prison authorities or other incarcerated individuals.

That unless the researcher provides written justification for alternative procedures in the
protocol, control subjects will be randomly chosen available incarcerated individuals who
meet study inclusion criteria.

That the researcher/key personnel will present informed consent materials in clear,
understandable language to the recruited population.

That the protocol provides assurance that an incarcerated person’s study participation
will have no impact (positive or negative) on a parole board’s decisions and that the
informed consent materials clearly articulate this assurance to each potential participant.
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That if relevant, the researcher has established adequate provisions for—and will inform
participants about—any post-participation follow up or care, depending on the varying
lengths of individual sentences.

C. Persons with Diminished Capacity to Consent

Additional protections prove necessary for studies involving participants with conditions—
temporary or permanent—that may diminish their capacity to consent. Together with the
HRPP/IRB, researchers must consider several factors:

Studies should recruit only individuals capable of providing informed consent, unless the
research design offers a thorough justification for including persons with diminished
capacity and describes appropriate procedures to minimize risks to participants. High-
risk studies rarely meet these standards.

If individuals prove capable of making informed decisions about participation, they must
be allowed to accept or decline participation without involvement of third parties.

Researchers must watch for and heed any participant’s hesitancy or objection to study
enrollment and/or continuing participation. However, if researchers act in good faith to
avoid coercion or undue influence, they may carefully and compassionately follow up
with participants to ascertain whether they may have changed their minds.

For studies that may present greater than minimal risk, a researcher may provide for an
independent, qualified professional to assess potential participants’ capacity to consent.
Additionally, the IRB may issue this requirement. The protocol must describe who will
conduct such an assessment and its nature. If clearly justified, the IRB may permit
researchers to use more informal procedures in assessing potential participants’
consenting capacity.

If a researcher or other qualified individual (as per the approved protocol) ascertains that
a potential participant lacks the capacity to consent to participation, they must explain
this determination to the individual before asking a legally authorized representative’s
permission to enroll that person in the study. The researcher must then explain to the
individual whether the LAR provides permission for study enrollment. If the individual
subsequently objects to enrollment or continued participation, their choice supersedes
any other.

If a study likely will provide no direct benefit to persons who lack consenting capacity, it
may not pose greater than minimal risk to participants.

If participants have fluctuating or limited decision-making capacity or prospective
incapacity, researchers must establish and maintain ongoing communication with
involved caregivers or LARs, while respecting all participants’ autonomy and maintaining
confidentiality of medical or private information.

D. Underrepresented Populations

Aligning with WWU's commitment to accessibility, diversity, equity, and inclusion, researchers
should try to be as inclusive as possible with regard to gender identification, race, ethnicity, age,
sexual orientation, and other demographics. Although they do not need to include every group
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or subpopulation in each study, researchers must clearly explain reasons for excluding specific
individuals from recruitment and participation: e.g., if study objectives concern individuals who
identify as women, a researcher must justify excluding individuals not assigned female at birth;
or if a study involving minors will examine a topic related to certain racial demographics, the
researcher must clarify reasons for excluding others. (Unless a study would duplicate other
research data, researchers may not use cost for exclusion criteria.)

Researchers should exercise caution, however, when reporting results for underrepresented
populations. If there are few representatives of marginalized groups in a study sample, even
aggregate statistics may pose some risk of reidentification of sensitive characteristics when
combined with geographic information. Furthermore, without careful consideration of the
sampling process, any results derived from such data are unlikely to be representative of
underrepresented populations, potentially leading to biased or misleading estimates of
population characteristics. These warnings are not intended to dissuade researchers from
including underrepresented groups in their study; rather, researchers should carefully consider
how they report findings pertaining to these populations and strive to minimize these risks.
Researchers could consider recruiting from multiple sites to enhance broad representation and
diversity among the study population.

For basic race and ethnic categories for federal statistics and program administrative reporting,
see the Office of Management and Budget (OMB) Directive No. 15 (the National Institutes of
Health also uses these categories).

SECTION VIII: Conflicts of Interest (COI) in Human Participant Research

Typically, personal interests or professional obligations alone do not raise ethical issues in a
research setting. But when a researchers’ personal interests (such as career, reputation, or
finances) inherently conflict with professional obligations to conduct research activities in an
honest, objective, and responsible manner, the integrity of the research, as well as participant
protections, might be jeopardized. Federal and institutional regulations mandate that especially
financial conflicts of interest must be identified, then mitigated or eliminated.

A. WWU Financial Conflicts of Interest Policies

Regulations (e.g., Public Health Service [PHS], National Science Foundation) govern financial
conflicts of interest of researchers seeking external funding. WWU's policy POL-U4520.06
Reporting Financial Conflict of Interest by Public Health Services — Funded Investigators
addresses financial conflict of interest in research to protect the integrity of externally sponsored
research and to comply with federal regulations. Such policies help identify, manage, and/or
eliminate potential threats to research objectivity related to researchers’ non-WWU financial
interests, as well as help identify, manage, and/or eliminate conflicts that might negatively
impact research participants’ well-being. For more information, see the Research Integrity and
Compliance Financial Conflict of Interest guidance.
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B. Research with Human Participants

When submitting HRPP/IRB protocols that are or might be sponsored by external funds,
researchers must complete Section 2.2 Financial Conflict of Interest [COI] in the HRPP application.
Researchers or key project team members with financial or personal interests in a study must
consider the impact that a financial or other relationship might have (or appear to have) on the
integrity of the research or on interactions with participants and explain reasonable steps to
mitigate such impacts.

e Informed consent materials: Include information about the funding source and funding
arrangements for the research project, and/or information about any financial
arrangement of an institution or a researcher and its management.

e Informed consent process: If a potential or actual financial or personal COI might
reasonably influence (or appear to influence) the tone, presentation, or type of
information presented during the consent process, consider enlisting another individual
without such a conflict to obtain consent.

e Monitoring: Engage another researcher, IRB member, or other appropriate entity to assist
with monitoring aspects of the research study, such as recruitment, obtaining consent, or
research activities.

If researchers or key project team members, and/or immediate family member(s) have any non-
monetary (not financial) conflict of interest that might affect or have the appearance of
affecting whether the ability to conduct a project in an unbiased manner, such conflicts must be
outlined in the application, as well as steps to reduce or eliminate them. Some examples include
personal, professional, political, academic, religious, or other beliefs or interests that might
conflict with and lead to bias in conducting the project or reporting the results.

Dual-Relationship Roles: If a researcher or key study team member has a dual relationship with
potential study participants (e.g., employer/employee, faculty member or teacher/student, etc.),
additional protections may be necessary to ensure that voluntary consent/minor assent is not
compromised by such a relationship. The HRPP/IRB may suggest or require revisions to mitigate
possible undue influence to participate or to respond in a certain manner.

C. IRB Review

If a researcher discloses financial and/or personal potential conflicts for a human participant
study that reasonably might affect or appear to affect the research, the HRPP/IRB might consult
with other resources (e.g., campus offices or committees) to ensure that such interests do not
compromise the rights and welfare of human participants (e.g., create undue influence or
coercion). The IRB will also assess

e whether methods used for management of financial or other personal interests of parties
involved in the research adequately protect the rights and welfare of human participants.
e whether other actions are warranted to minimize risks to subjects.

e the level of detail that research participants should receive regarding the source and
amount of funding, funding arrangements, financial or other personal interests of parties
involved in the research, and any relevant conflict management techniques.
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D. IRB Members

IRB members with a potential conflict of interest as a researcher or as an interested party in a
study (e.g., adviser to student or a thesis/dissertation committee member), or who hold a
financial or other personal interest in a study, must disclose any conflicts prior to study review.
In such cases, IRB members may not actively participate in study review, except to provide any
requested information, and must abstain from the final discussion and vote. (For Full Board
protocol reviews, the IRB member with the potential conflict should leave the room during final
discussion and voting.)

SECTION IX: Serious or Ongoing Non-Compliance in Human Participant
Research

Non-compliance means failure to comply with WWU and/or HRPP/IRB policies, and/or federal
regulations concerning research involving human participants. The HRPP investigates all
allegations of non-compliance according to regulations, policies, and ethical principles. For
cases of serious research misconduct, the procedure for inquiries and investigations will follow
steps outlined in POL-U4520.02 Addressing Responsible Conduct of Research, as per federal
regulations 42 CFR 93.307(d)(2)(9). Any individual or organization—whether WWU affiliates or
non-affiliates—may submit to the HRPP a written complaint or allegation of non-compliance
related to WWU researchers or a project conducted under WWU auspices. Researchers must
also report to the HRPP if any instances of non-compliance arise in their studies. The HRPP may
also initiate a non-compliance investigation based on internal HRPP/IRB information (e.g.,
deficiencies in a researcher’s IRB files, media, or scholarly reports of research activity subject to
HRPP/IRB authority). Non-compliance can include, but is not limited to the following categories:

¢ Initiating research activities (including recruitment) before obtaining a formal HRPP/IRB
determination or approval.

e Initiating research before satisfying any stated HRPP/IRB approval contingencies and/or
before resubmitting revised materials and receiving a formal HRPP/IRB determination or
approval.

e Conducting any research activities or engaging with potential or enrolled participants in
any manner deviating from the HRPP/IRB-approved protocol.

e Disregarding HRPP/IRB revision requirements or recommendations for ensuring
appropriate participant protections, including matters related to data privacy and
security, such as disclosure of individually identifiable data.

e Failing to obtain informed consent from each prospective participant as outlined in the
HRPP/IRB-approved protocol.

e Failing to appropriately supervise key personnel during research activities.

e [Faculty/staff advisers] Failing to provide sufficient oversight of a student research
project.

e Failing to promptly report unexpected problems or adverse events posing risk to
participants. (See Section IV.C. for timelines.)
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e Implementing modifications to a study before obtaining formal HRPP/IRB modification
approval (unless to mitigate an immediate and serious risk to participants).

e Disregarding HRPP/IRB requests for study updates and/or ongoing progress reports, as
well as disregarding HRPP Post-Approval Monitoring (PAM) inquiries regarding current
study status.

e Continuing any research activities (except for data analysis) beyond the HRPP approval
expiry noted in the original or continuing approval notification.

e Recontacting participants after study closure without formal HRPP/IRB permission.

A. Initial Inquiry

If a non-compliance allegation or complaint arises in relation to an HRPP/IRB-approved study,
the HRPP Administrator in consultation with the IRB Chair will proceed with an inquiry into the
allegation and determine whether further investigation is merited. When appropriate, the HRPP
Administrator and IRB Chair may consult with or refer the investigation to another IRB member
with relevant expertise. The IRB Chair will also notify the researcher of the allegation in writing
and request a response within a designated time. In cases where a researcher conducts human
participant research without prior HRPP/IRB approval, the researcher must provide a written
statement to the HRPP Administrator and the IRB Chair to explain reasons for not seeking prior
HRPP/IRB approval and, where applicable, a copy of any research findings.

The HRPP Administrator, IRB Chair, and/or designated member will review the non-compliance
allegation, the researcher’s response, and any other relevant information. Unless documentable
justification exists for an extension, the initial inquiry should be completed within 60 calendar
days of the allegation, unless valid justification exists for an extension.

The HRPP Administrator and IRB Chair will submit a final report (with recommendations, if
applicable) to the IO/RIO and provide the report to the IRB for informational purposes. The
report must include the following information:

e Nature and severity of the allegation or complaint.

e Whether the non-compliance posed potential or actual risks to participants, any actions
taken or outstanding to protect participants’ welfare (e.g., pausing or terminating data
collection, obtaining new informed consent, etc.), and the exigency of implementing
such protections.

e Recommendations, if any, for a formal response to the researcher from the |IO/HRPP.

In consultation with the HRPP Administrator and IRB Chair, the IO/RIO will issue the final
determination on appropriate responses and actions, then notify the researcher in writing as to
the inquiry results, any action determinations, and whether a formal investigation will occur.

B. Formal Investigation and Decision

If a preliminary inquiry substantiates allegations of serious and/or ongoing non-compliance in
an HRPP/IRB-approved study, the HRPP Administrator and the IRB Chair will recommend
initiating a formal investigation to the IO/RIO. An ad hoc panel of the HRPP Administrator, the
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Chair, and two IRB members with relevant expertise or other qualifications will conduct the
investigation. The panel may use all materials and reports from the initial inquiry phase, may
collect documents and other relevant records, and may interview any persons with pertinent
information. Such materials might include current study data and documents, as well as other
HRPP/IRB-approved studies of the researcher; and such interviews may involve talking with
other study personnel, study participants, other affected parties or leaders of impacted
organizations, or any other individuals able to provide further insights. The panel should strive
to complete the investigation within 60 calendar days as per 42 CFR 93.307(d)(2)(g), but this
timeframe may vary depending on the complexity of the case.

The researcher will have an opportunity to submit written comments and to appear before the
panel on at least one occasion before the panel completes its report. Based on its investigation,
the panel will prepare a report summarizing the non-compliance case and outlining the panel’s
conclusions and recommended actions. At a convened meeting, the IRB will consider the report
and any comments the researcher has submitted before it votes on recommended actions. The
IRB may decide on (but is not limited to) the following actions:

e Dismissing the allegation as unjustified.
e Monitoring the researcher’s future activities on the relevant study.

e Requiring the researcher to provide further reporting on the research activities of the
relevant study.

e Restricting future research practice, such as limiting the researcher to conducting only
minimal-risk human participant research or to conduct studies under supervision.

e Suspending approval for one or more of the researcher's studies.
e Terminating approval for one or more of the researcher's studies.
e Referral to other WWU administrators/committees for possible further review and action.

The HRPP Administrator will summarize the IRB discussion and recommendations for the IO in a
supplemental report, which will provide additional notice if IRB decides to suspend or terminate
any approvals. (See Section IX.G. Suspension and Termination.) As the final authority for
WWU, the IO will issue the final decision on any sanctions warranted for non-compliance with
human participant research policies, regulations, and ethical practices. The I0/RIO will also
determine whether to refer the matter to the Responsible Conduct of Research Panel (RCRP) for
further review and possible additional actions.

C. Action Prior to Decision

At any time during the inquiry or investigation processes, the HRPP/IRB may determine that the
researcher must suspend enrollment or study activities. However, except in cases of imminent
harm to participants or others, the researcher will first have the opportunity to respond to the
initial non-compliance allegation. The HRPP Administrator will provide the researcher and
relevant parties with notice of suspension or termination.
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D. Coordination with Other Investigative Processes

Some complex cases may require review by another institutional or external authority. The
HRPP, as part of Research Integrity and Compliance, will cooperate in reviews of allegations of
conflicts of interest, misconduct in scholarly activity, financial mismanagement, FDA inspections,
etc. In potential cases of academic misconduct, the HRPP may report allegations to the
appropriate WWU administrators in accordance with University policy. Where academic
misconduct and human participant research investigations are pending against the same
researchers, activities should be closely coordinated to avoid duplication of effort and to
minimize competing use of resources.

E. Confidentiality and Retaliation

Using the utmost discretion, the 10, in consultation with the Research Integrity and Compliance
adminstrators, will determine whether to provide the researcher under review with the identity
of the individual(s) making the allegations. These administrators will also assist in protecting
complainants from retaliatory actions.

F. Reporting Serious or Continuing Non-Compliance to DHHS

The HRPP/IRB must provide written reports promptly to the IO, OHRP, and other appropriate
federal departments or agencies regarding any serious or continuing noncompliance with the
human participant research regulations and/or WWU HRPP policies and requirements.

G. Suspension and Termination of a Study

In cases of repeated or willful violations of federal laws and WWU human participant research
policies, the convened IRB may vote to suspend or terminate approval of a study or refuse to

approve further human participant research by the researcher. The IRB will report promptly to
the 10, with or without recommendations for specific actions, if it determines that a researcher

e remains deliberately or continuously out of compliance with procedures stated in this
Manual, with 45 CFR 46, WWU's Federalwide Assurance, or WWU POL-U4520.08
Protecting Human Subjects in Research.

e fails to adhere to HRPP/IRB stipulations.
e has placed participant’s welfare at unnecessary risk.

If the IRB temporarily or permanently suspends or terminates approval of a study, neither the 10
nor any level of WWU administration may override this suspension (45 CFR 46.112). The IRB may
take such action in multiple circumstances, including serious concern for participants’ well-being
or for the reputation of WWU. When the IRB suspends or terminates approval of a study for any
reason, the HRPP Administrator will report the suspension or termination in writing within five
business days to the researcher and the following individuals:

e IO
e Researcher’s Department Chair and Dean, and the Graduate School Dean (if different
from the 10)
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e OHRP
e Any relevant funding agency
¢ |IRB Chairs and I0s of other institutions involved in the research (if applicable)

Section X: Instructional Activities and Research Involving College Students

A. Instructional Activities

For the purpose of the WWU policy on human participants and this Manual, classroom students
(instructional recipients) are not considered human research participants unless the students are
consenting, active participants who have voluntarily opted into a research study.

B. Student Researchers

e Student Course Projects website information

The HRPP believes students benefit from actively conducting research as part of their academic
programs. Student research within an academic course usually falls within two broad categories:
academic inquiry or research for dissemination (whether presentation, publication, or other
dissemination). The HRPP strongly encourages faculty members to require students to complete
CITI human participant research training for all projects collecting data from living individuals or
working with their identifiable data. Students and their faculty members should fully understand
and uphold the concepts of confidentiality, privacy, risk mitigation, informed consent, and
voluntary participation.

Academic inquiry typically involves data collection and interpretation to acquaint students with
particular methodologies, paradigms, or general pedagogy. Such data are not disseminated
beyond the classroom, nor do they contribute to other studies or other generalizable
knowledge. the inquiry is not designed to contribute to generalizable knowledge. The purposes
of these activities are solely for the specific learning experience of the student.

However, with such projects, risks to individuals may lie within the recruitment or data collection
process itself, regardless of intent for data use or dissemination beyond the individual course.
Faculty members who include instructional activities involving human data collection are
responsible for ensuring that students fully understand human research participant ethics,
including voluntary participation, some type of consenting process (even if informal), and
appropriate data storage to protect individuals’ privacy. For these activities, faculty members
should also guide students to avoid

1. highly personal, or potentially sensitive or distressing topics.

2. research interventions more significant than (Exempt-eligible) benign behavioral
activities.

3. collecting extensive direct identifiers, such that a data set is easily linked to a specific
individual.
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4. collecting data from populations with higher vulnerability (minors, marginalized
populations, persons experiencing homelessness, etc.).

If the project does not meet the conditions above, the faculty member should contact the HRPP
to determine whether some degree of review (such as an Application for Exemption) might be
necessary to ensure appropriate protections for participants.

Research for dissemination often involves data collection and interpretation with the goal of
using such findings in some capacity beyond the classroom. It might serve as the foundation or
part of other research that might contribute to generalizable knowledge. Examples might
include conference presentations, poster sessions, journal publications, etc. WWU master’s
theses, dissertations, and campus presentations (e.g., colloquies or forums) involving individuals
outside of the specific class represent dissemination activities and must undergo HRPP/IRB
review, according to procedures articulated in this Manual. The faculty member must verify that
the student has received a written HRPP/IRB determination or approval before engaging in any
study activities.

In all instances, the faculty member bears responsibility for overseeing student research studies
and ensuring ethical human research protections for the duration of each project. The faculty
member must report to the HRPP any unexpected problems or adverse events within one
business day of occurrence. (See Section IV.C.)

C. Class Activities with Students as Study Personnel for an Instructor-Researcher

Occasionally, as part of a class, an instructor may require students to conduct human participant
research activities as part of the instructor’s research study (versus for academic inquiry or the
students’ own research study). In such cases, students are acting as research study personnel on
the instructor-researcher’s study. Accordingly, the instructor-researcher must fully describe the
students’ involvement in the HRPP study protocol (as part of the initial application or as a
modification request), including names of all involved students, the duties they will perform, and
the anticipated duration of their involvement. The instructor must also provide CITI certification
for each student.

The instructor must receive written HRPP approval to include students in a class as research
study personnel before students engage in any activities involving human participants.
D. Research Involving College Students as Study Participants

¢ Pedaqgogical Classroom Research website information

The Family Educational Rights and Privacy Act (FERPA) covers most student coursework, which
means instructors wishing to use papers, quizzes, etc. for research purposes should obtain
written consent if using direct quotes or any materials through which an individual student'’s
identity could reasonably be ascertained. For best practices and transparency, the HRPP
recommends that instructors wishing to use student coursework for pedagogical research take
the following measures:

¢ Include a statement of intent in the syllabus for use of non-identifiable materials,
paraphrasing, and aggregated data.
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e Obtain brief written consent for use of potentially identifying materials of what can be
perceived as students' intellectual property (e.g., direct quotes from essays, creative
works, or other unique individual contributions).

Consult the HRPP website for consent guidance related to pedagogical research.

Researchers may access individual student educational record information and designated
“directory information” without student consent, provided that an appropriate institutional
official (other than the researcher) removes all identifying information before providing the
information to the researcher or provides the researcher with aggregated data. However, for
certain small, unique populations, a combination of demographic data could reasonably lead to
ascertaining a student’s identity; thus, researchers should not request demographic data in
those potential situations.

Researchers must also comply with mandatory reporting policies as described in Section VI.C.,
and consent forms must clearly explain any exceptions to confidentiality. WWU permits a limited
exception to mandatory reporting only when individuals make disclosures in the context of an
IRB-approved research project focused on certain topics, such as sexual violence and when the
researcher has obtained an HRPP/IRB-approved Reporting Exception. (See Section VI.C.)

Section XI: Miscellany

A. Incentive Payments, Compensation, Reimbursement, Etc.

For minimal-risk projects, particularly in social-behavioral research, minor incentives may be
appropriate as part of the recruitment process to encourage individuals to volunteer for a study.
For studies involving greater time, effort, or risk, researchers may wish to provide larger
incentive payments, compensation, reimbursement, etc. However, any incentives or
compensation should be appropriate for the nature of the study and population. They must not
create the perception of undue influence on an individual’s decision to participate and thereby
compromise voluntary informed consent. (Gift cards in small amounts or course credit through
SONA more accurately reflect minor incentives or tokens of gratitude for an individual’s
participation and should not be referred to as compensation.)

The HRPP/IRB may provide guidance to the researcher regarding appropriate payment amounts
or methods (i.e., cash versus check) if these reasonably might pose risk to participants (e.g., in
some international settings or with certain vulnerable populations). If tax implications might
exist for participants who receive larger payments (or multiple payments within a calendar year),
researchers should review guidance to ensure compliance with federal tax regulations.

B. Web-based Surveys

WWU's site license for the Qualtrics Insight Platform provides WWU faculty, staff, and students
with online survey and research tools for an unlimited number of surveys and survey responses.
The WWU license also includes offline survey capabilities such as use on tablet or smartphone
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devices. The HRPP strongly advises that WWU researchers use Qualtrics for web-based surveys.
For more information, read the WWU HRPP Conducting Online Research guidance.

C. Updating Procedures Manual

The HRPP Administrator, in consultation with the IRB Chair, the IRB, and the IO, bears
responsibility for reviewing and updating this Manual, as necessary or when appropriate to
ensure fulfillment of institutional responsibilities under the existing Federalwide Assurance,
reflect changes in regulations, improve operational efficiency, or address other concerns. A
revised and dated version of this Manual will subsequently be available to researchers on the
HRPP website.

Appendix A: Resources

Bankert, E. A, Gordon, B. G., Hurley, E. A, and Shriver, S. P. (2022) Institutional Review Board:
Management and Function. Jones and Bartlett Learning.

Department of Health and Human Services. (2018) Code of Federal Regulations 45 CFR 46
Federal Policy for the Protection of Human Subjects (Common Rule). Retrieved from
https://www.hhs.gov/ohrp/requlations-and-policy/requlations/45-cfr-46/index.ntml

National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research. (1978). The Belmont Report (Publication No. 78-0012). Retrieved from
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html

Office for Civil Rights. (2020). Guidance Regarding Methods for De-identification of Protected
Health Information in Accordance with the Health Insurance Portability and Accountability Act
(HIPAA) Privacy Rule (Publication No. HHS-0945--F-4148). Retrieved from
https://www.hhs.gov/hipaa/for-professionals/privacy/special-topics/de-
identification/index.html

Appendix B: Definitions*®

45 CFR 46: Title 45 Code of Federal Regulations Part 46 is the code of federal regulations to
ensure the rights and protection of human research participants. Also known as the “Common
Rule.”

Anonymity: When a researcher not only does not know the identity of a participant but also
collects no direct identifiers (e.g., name, email, phone number, etc.) nor a combination of
indirect identifiers (e.g., demographics) from participants that could link them to the study or to
specific data (responses, information, records, samples, etc.), either individually or when
combined with other variables. It is extremely difficult for collected data to be anonymous.

Anonymized Data: When a researcher removes all direct or indirect identifiers from individual
data, such that even when aggregated, an individual’s identity cannot be ascertained.
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Approval: The term meaning that an HRPP official, IRB members, and/or the convened IRB has
assessed a study involving the collection of data (directly or indirectly) from human participants
or their identifiable data and has given approval for the conduct of the study according to
federal regulatory criteria. Researchers should indicate on consent materials, publications, or
otherwise that the “"WWU HRPP [or IRB] has reviewed and approved the study.” See also
Determination.

Assent: "A child's affirmative agreement to participate in research. Mere failure to object should
not, absent affirmative agreement, be construed as assent” [45 CFR 46.402(b)]. An individual
under 18 years of age may not legally consent to participate in a research study. See Informed
Consent and Parental Permission.

(The) Belmont Report: The National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research 1979 report that summarizes ethical principles and
guidelines for human participant research based on three core principles of respect for persons,
beneficence, and justice.

Child/Minor: Individuals who have not attained the age of majority (18 in Washington, except
for medical care, which is 13) in the jurisdiction where the research will take place. WWU
students who are under 18 are considered minors.

Clinical Trial: A clinical trial is a research study that tests a medical, surgical, or behavioral
intervention in people to help determine whether a new form of treatment or prevention (e.g., a
new drug, device, behavioral intervention) proves safe, effective, and beneficial. [45 CFR

46.102(b)].

Coded Data: When a researcher maintains a separate list of codes (e.g., numbers) associated
with identifiers (e.g., participant names) to be able to link coded responses with specific
individuals’ responses, often used in longitudinal studies with multiple points of data collection.
Coded data are not anonymous. See Anonymity.

Confidentiality: The researcher’s obligation not to share any data or information that a research
participant provides except as outlined in the informed consent materials. This obligation
represents a critical trust relationship between the researcher (and any key personnel) and study
participants.

Controverted Issues: When disagreements or opposing views between IRB members arise
during IRB deliberations. Federal regulations require that meeting minutes include a summary of
controverted issues and their resolution. See Two-Thirds Vote.

Determination: The term meaning that the HRPP has assessed a study involving the collection
of data (directly or indirectly) from human participants or their identifiable data but has
determined that the study meets Exemption criteria or does not meet the federal definition of
research. For such determinations, researchers should not include statements on consent
materials, publications, or otherwise that the WWU HRPP/IRB has “reviewed and approved” the
study. Instead, researchers should state that the “WWU HRPP has determined the study to be
exempt from further review [or Not Human Participant Research] in accordance with federal
regulation criteria.” See also Approval.
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Downgrade to Exempt (DTE): An HRPP determination to end oversight when researchers have
permanently concluded all interaction with participants and will engage only in data analysis or
write up, provided the researcher ensures data privacy through appropriate storage and
maintenance for the time specified in the approved protocol.

European Economic Area Countries: Austria, Belgium, Bulgaria, Czech Republic, Cyprus,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Liechtenstein, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, and the United Kingdom.

External IRB: The IRB of another institution or organization, or an independent (commercial)
IRB.

Federalwide Assurance: The documentation of an institution's commitment to comply with
federal regulations and maintain policies and procedures for the oversight of human participant
research. All institutions receiving HHS support must follow HHS regulations according to 45 CR
46. The WWU IRB FWA number is 00001207.

Human Participant: "Human [participant] 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 (ii) Obtains, uses, studies, analyzes, or generates identifiable
private information or identifiable biospecimens.” [45 CFR 46.102(e)(1)]. The WWU HRPP has
opted to use the term “participant” vs. “subjects” to reflect the engaged, autonomous nature of
individuals who choose to participate in research. The term “subjects” will be used in this
document when referring to external organizations or policies, or quoting those organizations or
policies.

Identifiable Private Information: “Private information for which the identity of the [participant]
is or may readily be ascertained by the investigator or associated with the information.” [45 CFR
46.102(e)(5)]. Such information may be direct (names, emails, phone number, etc.) or indirect
(e.g., demographics), if a combination of the latter could reasonably lead to ascertaining an
individual's identity.

Incarcerated Person Advocate: A voting IRB member who has been previously incarcerated or
who has appropriate background and expertise to advocate for the unique rights and interests
of incarcerated individuals as potential research participants.

Informed Consent: The agreement of an individual 78 years of age or older to voluntarily
participate in a research study, after receiving complete information about the purpose,
activities, confidentiality measures, potential risks and benefits, and voluntary nature of a
research study. If approved by the HRPP/IRB, informed consent may be written, oral, or via
choice to participate in an online study. An individual may not consent on behalf of another
individual. See also Assent and Parental Permission.

Institutional Official (10): The individual designated by the WWU President to ensure that
research involving human participants conducted under the auspices of WWU remains
compliant with all applicable laws and regulations. At WWU, the Vice Provost for Research serves
as the 10.
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Institutional Review Board for the Protection of Human Participants in Research (IRB): The
committee established by the WWU President to review and approve select Expedited and all
Full Board human participant studies conducted under the auspices of WWU in order to assess
potential risks to participants and provide mitigation recommendations and requirements, as
applicable.

IRB Authorization Agreement (IRBAA)/Reliance Agreement: When an IRB of one institution
cedes oversight for a protocol to the IRB of another institution, provided that the institution
maintains an active Federalwide Assurance (FWA) with OHRP. Such reliances may occur in
varying degrees of formality but must be fully documented in all HRPP records.

IRB of Record: The IRB that conducts the initial review of the protocol, issues approval, and
maintains primary oversight throughout the conduct of the study. (For multi-site studies, this is
the sIRB—see below.)

Minimal Risk: “The probability and magnitude of harm or discomfort anticipated in the research
are not greater in and of themselves than those ordinarily encountered in daily living or during
the performance of routine physical or psychological examinations or tests” [45 CFR 46.102(j)].

Multi-Site Study: A multi-site study uses the same protocol to conduct research involving
human participants at more than one site.

Non-Scientist IRB Member: Individuals without past or current experience conducting human
participant research, or who has not gained such experience via service on the IRB, so that they
may offer a lay perspective reflective of a potential participant population. Federal regulations
stipulate that the convened IRB may not conduct any official business, including discussion of a
protocol submission, if the Non-Scientist is absent from the meeting.

Non-Affiliate IRB Member: An individual not currently associated with Western Washington
University, who can represent a non-academic/institutional perspective reflective of the
surrounding community.

Not Human Participant Research (NHPR): Projects that involve collecting or interacting with
human data directly and/or indirectly but that do not meet the federal regulatory definition of
human participant research, and thus do not require further HRPP/IRB review once an NHPR
determination has been issued.

Office for Human Research Protections (OHRP): Part of the Department of Health and
Human Services (DHHS), OHRP provides regulatory oversight and ethical guidance for the
protection of the rights, welfare, and wellbeing of human participants in research supported by
federal funding.

Opt-Out Notification: For minimal-risk studies with high benefit, the IRB may approve a
process whereby researchers (through letter or other means) provide full information about a
study involving minors to their parents/guardians, who then have a clearly designated time to
opt their child out of the study; otherwise, the child will be enrolled. Parents may opt a child out
at any time, even after the study has begun, and they may also ask for their child’s identifiable
data to be deleted, even after study completion.
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Parental Permission: When a parent (or legal guardian, including foster parents) provides
permission for their own child(ren) to participate in a research study. Parents may not consent on
behalf of a minor. See Assent and Informed Consent.

Participating Site: In a multi-site study, a participating site is a domestic entity that will rely on
the sIRB to conduct the site's IRB review of human research for the study.

Principal investigator (PI) (also Researcher): Individual who assumes full responsibility for a
study involving human participants to ensure the ethical conduct of research. Responsibilities
include, but are not limited to, maintaining compliance with all applicable federal, local, WWU,
and HRPP policies; administering informed consent; protecting participant privacy and
confidentiality; and providing training and oversight for all key personnel involved in these
activities. For student investigators, the faculty/staff adviser—as the formal WWU affiliate—
shares all study responsibilities.

Privacy: Individuals’ control over the extent, timing, and circumstances of sharing themselves
(physically, behaviorally, or intellectually) and/or their private information with others.

Pseudonymized Data: When a researcher removes any potentially identifiable information from
a data set and replaces it with placeholders to eliminate any possible reidentification.

Relying IRB: An IRB designating an agreement to cede review to an external IRB for a particular
study. A reliance agreement documents this agreement and may be either a formal IRB
Authorization Agreement signed by the 1O or the RIO, cede oversight

Research: "A systematic investigation, including research development, testing, and evaluation,
designed to develop or contribute to generalizable knowledge” [45 CFR 46.102(1)].

Research Integrity Officer (RIO): At WWU, the Vice Provost for Research is the designated Rio,
responsible for promoting a culture of research integrity. The RIO is responsible for overseeing
and implementing policies, providing institutional education, conducting investigations,
appropriate reporting, and deciding actions involving cases of alleged and actual research
misconduct, in accordance with 42 CFR Part 93. To assist with these responsibilities, the RIO
reserves the right to delegate activities to appropriate administrative personnel.

Risk: The probability and magnitude of discomfort, harm, or injury (physical, psychological,
social, legal, or economic) that might reasonably result from research study activities, including
recruitment, data collection, data management.

sIRB: A sIRB (Single Institutional Review Board) serves as the IRB of record to conduct review for
participating sites of a multi-site study.

Two-Thirds Vote: For controverted issues, the IRB Chair may call a two-thirds vote, meaning
that the number of votes in favor of a motion must be twice the number of votes against or
abstaining. See Controverted Issues.

Written, or In Writing, "Refers to writing on a tangible medium (e.g., paper) or in an electronic
format.” [45 CFR 46.102(m)].
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