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SUBJECT: INSTITUTIONAL REVIEW BOARD FOR RESEARCH ON HUMAN
PARTICIPANTS
L. INTRODUCTION:

Southern Utah University (SUU) supports Institutional Review Boards (IRBs) for
research on human participants. It has established policies and,procedures to protect
the rights, well-being, and personal privacy of individuals, and to"assure a favorable
climate for the conduct of scientific inquiry at SUUg, Investigaters who receive IRB
approval for their research are protected from unwarranted legal action and are
protected from personal liability.

Policies, definitions and guidelines, whereyapplicable, are takenor modified from The
Code of Federal Regulations (CFR) Title 45 (Public Welfare), Part46 (Protection of
Human Subjects Subparts A,B,C,D):
http://www.hhs.gov/ohrp/policy/ohrpregtllations.pdf and
http://www.hhs.gov/ohrp/hufansubjects/guidance/4 5cir46.htmljand are referred to
throughout this policy. Some policies.related to human subjeets research are included
in the above sited sourees, but do not appear indhis policy, for the sake of parsimony.
If not included in this poli€y, the’'SUU IRB adheresyto Health and Human Services
written policies for deeisions@nd guidaneeyifiwarranted.

The IRB is@uided'by the ethical principles regarding research involving humans as
participants as,set*forth in the "Belmont Report” (Ethical Principles and Guidelines
for the Protection,of Human Subjeets,of Research, by the National Commission for
the Protectiomef Human Subjectsiof Biomedical and Behavioral Research, 1979).
The, IRB,acknowledge thiee basic principles which are particularly relevant to the
ethics of research involving human participants: the principles of respect for persons,
beneficence (including minimization of harms and maximization of benefits), and
justice. The IRBracknowledges and accepts responsibilities for protecting the rights
and welfare of humanresearch participants.

The following polieies and procedures apply to all research involving human
participants, as defined in Section H III.C of this policy. All human subjects research
performed by Southern Utah University faculty, students, or staff under University
auspices, whether carried out solely with University resources or with assistance of
outside funds, are required to adhere to procedures in this policy. Research is
considered to be under University auspices if it involves one or more of the
following:

A. The research is sponsored by the University
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B. The research is conducted by, or under the direction of, any.employee or agent
of the University in connection with his or her employment with the
institution, including the use of institutional letterhead.

C. The research is conducted by, or under the direction, of; any.employee or agent
of the University using any property or facility of the institution.

D. The research involves the use of this institution's,non-public information to
identify or contact human research participants or prospective parti€ipants.

The (IRB) recognizes three categories of reviewable human subjects research:
1. Exempt, as defined in Section II.A of'this policy;
2. Expedited, as defined in Section I1.B of'this policy;
3. Full-Board Reviews, as defined'in Section 11.C of this pelicy.

No investigator may solely decide whether the researchdo be conducted needs to be
submitted to the IRB for review. Investigators must.complete the Request for IRB
Exemption form, and submitithis to the chairperson.of the IRB. The chairperson will notify
the investigator in writing of t#e,de¢ision to approve ordeny the request.

1L TYPES OF HUMAN PARTICIPANTS RESEARCH

The Southein Utah University IRB recognizes multiple categories of human subjects
research. Specifically, categories of Exempt, Expedited and Full-Board Reviews are
recognized by the IRB, and thus, subject to the review processes described in Section IV of
this ppolicy.

A. Exempt Status

The SUU IRB, guided by the CFR (Title 45, Part 46.101), recognizes 8 types of human
participants research which may qualify as Exempt. The following activities, though
research, do not require full submission to the IRB for approval but do require
documentation and IRB approval as described in Section IV of this policy:

1. Research conducted in established or commonly accepted educational settings,
involving normal educational practices, such as (i) research on regular and
spectal education instructional strategies, or (ii) research on the effectiveness of
or the comparison among instructional techniques, curricula, or classroom
management methods.
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2.

Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public
behavior, unless: (i) information obtained is recorded in such manner that human
subjects can be identified, directly or through identifiers linked to the subjects;
and (ii) any disclosure of the human subjects’ responses,outside the research
could reasonably place the subjects at risk of criminal or eivil liability or be
damaging to the subjects’ financial standing, employability, or reputation.

Research involving the use of educational tests (cognitive, diagnosticy aptitude,
achievement), survey procedures, interview progedures, or abservation of public
behavior that is not exempt underitem 2 of this section, ifi (i) the'human subjects
are elected or appointed public officials or candidates for public office; or (ii)
federal statute(s) require(s) without exception that the confidentiality of the
personally identifiable information will be maintained throughout the research
and thereafter.

Research involving the collection or study of existing data, documents, records,
pathologicalsspecimens, or diagnostiesspecimens,if these sources are publicly
available or if the information is recorded by the investigator in such a manner
that subjects cannet be identified, directly or through identifiers linked to the
subjects.

Researchiand demonstration projects which are conducted by or subject to the
approval of department or ageney heads, and which are designed to study,
evaluate, or otherwise examine:(i) Public benefit or service programs; (ii)
procedures for obtaining benefits or services under those programs; (iii) possible
changes in emalternatives to those programs or procedures; or (iv) possible
changesdn methods or levels of payment for benefits or services under those
programs.

Taste and food quality evaluation and consumer acceptance studies, (i) if
wholesome foods without additives are consumed or (ii) if a food is consumed
that contains a food ingredient at or below the level and for a use found to be
safe, or agricultural chemical or environmental contaminant at or below the level
found to be safe, by the Food and Drug Administration or approved by the
Environmental Protection Agency or the Food Safety and Inspection Service of
the 1).S. Department of Agriculture.

Research required by students in a course, for completion of the course
requirements, where only non-sensitive information is collected from
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Institutional Review Board (IRB): IRB means an institutional reviéwsbeard
established in accord with, and for the purposes expressed in this‘policy. An
Institutional Review Board's (IRB's) function is to review proposed research to insure
that participants' rights are protected and that the risk of harm to participants and
researchers is minimized.

Research is defined as a systematic investigation, whether carried out by faculty,
staff, or students, designed to develop or contribute te generalizable knowledge (i.c.
knowledge shared by professionals in a given field which is designed to contribute to
that field). Included in the definition aresstudent research projects (€.g. theses;
dissertations, group research projects); regardless of whether they will be submitted
for presentation and/or publication in ajprofessional venue. ‘Activities that meet this
definition constitute research for the purpeses of this policy, whethéror not they are
supported under a program that is considered research for other purposes. In-class
demonstrations of research using'students enrolled,in the class.a@s participants are not
considered research and as such are not regulated by policy 6.20. The course
instructor is nevertheless gbligated to be familiar with this policy and to adhere to its
principles to respect therights'and welfaresof the students involved.

A human participant i1s\defined as aliving individual about whom an investigator
(professional or student) conducting reseatehsobtains 1) data through intervention or
intera¢tion with the individualfor2).identifiable private information.

Amintervention includes.any manipulation of the subject, the subject's environment
or stimuli to which thé subject is exposed.

Anvinteraction includesiany ¢ommunication with a subject, whether orally or in
writing, whether in person {(c.g. face-to-face) or not (e.g. via mail, email, telephone)

Identifiable privatednformation includes information about behavior that occurs in a
context in which an individual can reasonably expect that no observation is taking
place. Also included is information provided for specific purposes by an individual,
which the individual can reasonably expect will not be made public (for example, a
medical record). Private information must be individually identifiable (i.e. the
identity of the participant is or may readily be ascertained by the investigator or
associated with the information) in order for obtaining the information to constitute
research involving human participants.

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
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encountered in daily life or during the performance of routine physical or
psychological examinations or tests.

Harm may take any of the following forms: physical, psychelogical, social, legal, or
economical. The investment of time required from the participant is'also considered
harm, though it may be minimal if the time requirement is negligible.

Vulnerable Populations include but are not limitedito individuals who eannot give
legal consent (e.g. minors), physically handicapped individuals, prisoners,/pregnant
women, non-English speakers, students (if the investigator is alsossomeone who is
responsible for assigning grades to the'participants), and individuals with impaired
cognitive functions.

Signed Informed Consent mustbe sought under circumstances where there is more
than minimal risk and/or wtilnerable populations are testedy, Forresearch which poses
no more than minimal risk and'which does not test a vulnerable population, unsigned
informed consent is generally required. Informed\consent is used to minimize risks
and the possibility of coércionsor undue influence. Information must be presented in
language understandable tothe participant or the participant's legally authorized
representative. Signed informed consent must be documented with a written form
approved by the’RB and signed by the participant or the participant's legally
authorized representative.

Legally/Authorized Representative means an individual, judicial or other body
authorized,under appli€ablelaw to consent on behaif of the prospective participant to
the participant's participation in the procedures(s) involved in the research.

Exempt Status'is given to proposals which pose no more than minimal risk, test only
participants who belong to the SUU campus community and who are not considered
vulnerable, and where there is no intent to publish/present the results off campus.
Only an IRB can assign a protocol exempt status. Protocols with this status are not
subject to continuing reviews, audits, or project closure requirements, as long as no
material changes are made to the protocol. Initial review and status determination of
these proposals are made by a college IRB.

Expedited Status is given to proposals which pose no more than minimal risk, test
participants who do not belong to the SUU campus community and who do not
constitute a vulnerable population. Whether the results of these studies are
published/presented off campus is not a consideration. Protocols which pose no more
than minimal risk, test only participants who belong to the SUU campus community
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and who are not considered vulnerable, and where there is an intent‘tospublish/present
the results off campus are given expedited status as well. Onlyan’IRB canassign a
protocol expedited status. Proposals assigned this status are reviewed by a college
IRB.

Full Board Review Status is given to a proposal if more than minimal risk is involved
or a vulnerable population(s) is tested. Only an IRB can assign a protocobfull board
review status. Proposals assigned this status are initially assessed by acoliege IRB
but are reviewed by the University IRB.

Office of Sponsored Projects (OSP) is'charged with assisting facultyand other
university personnel to achieve funding fer research and other scholarly activity and
to provide oversight on issues of federal, state and university compliance, laws and
regulations.

Office for Human Research Protections (OHRP) is a federal office charged with
ensuring compliance'with#he Cade of Federal Regulations, 45 CFR 46, for federally
funded research.

Human Research Protections Program (HRPP) is an SUU sponsored program charged
with protecting thewrights and welfareiof human research participants, as well as
training, administering, and overseeing SUU's institutional review boards.

IV. _POLICIES AND PROCEDURES:

A. The IRB uses the Code of Federal Regulations, 45 CFR 46, Protection of
Human Subjects (Effective July 14, 2009). The following policies and
procedures serve to operationalize and summarize relevant aspects of the
Code.

B. IRB Membership:

1. The IRB will consist of at least eight members, with varying
backgrounds to promote complete and adequate review of research
activities commonly conducted by SUU. The IRB shall be sufficiently
qualified through the experience and expertise of its members, and the
diversity of the members, including consideration of race, gender, and
cultural backgrounds and sensitivity to such issues as community
attitudes, to promote respect for its advice and counsel in safeguarding
the rights and welfare of human participants. In addition to possessing
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conducting any IRB business: Proof of completion €ertificates will be
kept on file with SUU's OSRG.

2. IRB members will receive continued training atthe beginning of their
meetings on an as needed basis. This training will'be provided by
SUU's Director of the HRPP.

D. Southern Utah University’s IRB

1. The University will establish and maintain one University IRB/with at
least one member from each individual college. Thenumber of
commitice members peticollege IRB will bejustified by the volume of
proposals that each receives.

2. Membership for the:University IRB will adhereto the requirements
described in Section IV.B of thisidocument

3. Typically, IRB‘members willireview protocols for all research
activities which involve/human research participants submitted by
faculty, staff, or students from their own college after being assigned
to'‘areview by the IRBichairperson. In the event that the IRB member
determines that@pretocol involves more than minimal risk and/or
involves one or more vulnerable populations, the protocol will be sent
to the IRB.chairperson for a Full-Board review. In addition to these
reviews, the IRB will review protocols submitted by an investigator
not affiliated with Southern Utah University (SUU) who wishes to
gonductresearch on the campus of SUU.

E. Appointment of Members to the University IRB
1. The Institutional Official appoints members to the IRB at the
beginning of each academic year. Members of the University IRB
serve up to a three term. IRB members can serve additional three year

terms, if warranted.

2. Faculty who serve on the IRB shall not be required to serve on any
other University level committee.

F. Review of Research Proposals
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1.

Researchers seeking IRB approval must complete and,submit an /RB
Proposal Submission form to the IRB. All proposals must be received
by the IRB chairperson electronically by the 7 day of the month
during the fall and spring semesters to be considered for review in the
same month. Proposals received after the 7 dayof thie month will be
considered in the subsequent month, Within one week of its receipt,
the chairperson of the IRB will disseminate the proposal submission
form to one of the members of the TRB for an initial asséssment of
minimal risk and vulnerable population status. The mémber'who
conducts this initial review, will typically be the beard member
associated with the college from whence the proposaloriginated. The
IRB member assigned te the initial review will complete the Initial
Assessment of Minimal Risk and Vulnerable Population Status form.
This form must be submitted to the IRB ¢hairperson within one week
of receipt of propoesal.

Proposals determined to involve more than minimal risk and/or use of
vulnerable population(s) will,be forwarded to the IRB chairperson and
will'be distributed to members of the IRB for a Full-Board Review.

Proposals determined'to pose.no more than minimal risk AND which
do not involve avulnerable population(s) will be assigned either
Exempt or Expedited status by the initial reviewer. The initial
reviewer will complete either the Documentation of Exempt Review or
Documentation of Expedited Review form. The completed form must
be returned to the IRB chairperson along with, and at the same time as
the.nitial Assessment of Minimal Risk and Vulnerable Population
Status form.

1. The initial reviewer will consult the OHRP website for a
current list of research categories permissible for expedited
review.

ii. The initial reviewer will document which category(ies)

permissible for expedited review apply.

IRB members who review protocols which receive exempt or
expedited status will duly consider each of the following in their
assessment of the protocol:
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i. Minimization of risks and maximization of benefits
il. Required elements for informed consent
iil. Method for obtaining informed consent
iv. Method of subject selection andyrecruitment
v, Privacy and confidentiality
5. In the event a protocolds approved by the initial reviewer, the IRB

chairperson will notify theprimary investigator (PI) or faculty/staff
supervisor (if PLis a student) of this decision in‘writing.

6. In the event the protocol is NOT approved by, the initial reviewer, the
IRB chairperson, solely or along@with other members of the IRB, will
review the protocol. In the evént that the protocol is rejected, the IRB
chairperson will notify thesprimary investigator (PI) or faculty/staff
supervison(if PI is a student) of this decision in writing. Included in
the documentation will be a description /explanation of the reason(s)
forits non-approval. The PLwill be given an opportunity to resubmit
the protocol aftéf'makingany and all revisions requested by the initial
reviewer, or request an IRB Full-Board review of the protocol as is.
Revised protocols aréjto be submitted to the IRB chairperson, who will
forward them on to the initial reviewer for reconsideration. Submission
of revised protocols can occur on a rolling basis during the fall and
spring semesters. The reviewer will notify the chairperson of his/her
decision (in writing and with adequate explanation if again the
proposal is not accepted) within one week of receiving the
resubmission.

7. IRBs will NOT conduct ex post facto reviews of protocols. Conducting
human subjects research without prior IRB approval is in violation of
SUU Policy 6.14, and infractions will result in written notification to
the SUU Research Integrity Officer.

G. IRB Full-Board Review of Research

1. For proposals which have been assessed as more than minimal risk or
which involve the use of one or more vulnerable populations, a Full-
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Board review will occur. The IRB member assignedito review the
initial protocol submission will forward a copy ofithe completed Initial
Assessment of Minimal Risk and Vulnerable Population Status form
for said proposal.

2. Within one week of its receipt, the IRB chairperson will disseminate
copies of these materials to each member of the IRB. The IRB will
meet between the 15th and end.of éach month as needed/during the fall
and spring semesters to conduct Full-Board review(s):

3. IRB meetings require that a majority of its members bespresent
including at least one nen-s€ientist member (i.e., @ quorum). IRB Full-
Board reviews require thatall members of the committee receive a
copy of the proposal no less than one week prior to a scheduled
meeting. Approval of the protocol is by a majority vote of this
quorum.<Should the quorum failduring a meeting, the IRB may not
take furtheractions or votes unlessithe quorum can be restored.

4. AI'IRB meetings will be'open to the PI and the general public in
accordance with Utah state law. The PI and any other individual
affiliated with a proposal beingreviewed may not be present during
veting on said preposal.

5. IRB members will duly consider each of the following in their
assessment of a protocol:

. Risk/benefit analysis

il. Informed consent

iii. Selection of subjects

iv. Privacy and confidentiality
V. Monritoring and observation

vi, Additional safeguards

vii.  Incentives for participation
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6. In the event a proposal is NOT approved through the TRB review, the
PI or faculty/staff supervisor (if PI is a student) must be notified in
writing of this decision. Included in the documentationywill be a
description/explanation of the reason(s) for its mon-approval. The PI
will be given an opportunity to respond in petson orin writing at the
next IRB meeting.

7. IRB members will document thieir reviews by completing the
Documentation of Full Board Review form. This form will'solicit
protocol specific information inieach of the categories listed in"Section
1V of this policy.

8. In the event that investigators not affiliated with' Southern Utah
University wish to conduct research on the SUU campus, those
investigatofs must submit a copy of a) the IRB.proposal they
submitted to their own institution, and b) a copy of their IRB’s
approval lefter. The chairperson of'the IRB will forward these
materials to each of the IRB'members.)Concerns will be reviewed at
the next meeting, with the minutes of the meeting serving as the
review. WA letter of acknowledgement will then be sent to the P1 and

any'SUU affiliates.
H. Continuing Reviews of Approved Research
1. Proposals assigned expedited or Full-Board review status and

approved,by.the IRB will be subject to continuing review by the IRB.

2. The IRB will establish how often the research will be reviewed. All
research which requires continuing review must be reviewed no less
than once annually, The frequency with which a protocol will undergo
continuing review will be proportionate to the level of risk involved in
the research and the extent to which a PI or faculty/staff supervisor (if
Pl is a student) has a history of infractions to policy 6.20.

3. Continuing reviews must be substantive and meaningful. Within two
weeks prior to the established deadline for a continuing review, the PI
must complete and submit the Continuing Review of Approved
Research form to the chairperson of the IRB.
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4. The Continuing Review of Approved Research formewill consist of a
protocol summary and a status report on the progress of theiresearch.
The form will solicit information on the following:

i. the number of subjects accrued;

ii. a summary of adverse events and any unanticipated problems
involving risks to subjects’orothers and any withdrawal of
subjects from the research or complaints about'the research
since the last IRB review;

iil. a summary of any relevant recent literature; intertim findings,
and amendments or.modifications to theiresearch since the last
review;

iv. any relevant multi-center trial reports;

V. any other relevant informationyespecially information about

risksassociated with the research; and

Vit a copy of the eurrent informed consent document and any
newly preposed censent document.

5. The IRB member whe originally approved the protocol will conduct
the continuing review within two weeks of receiving the Continuing
Review of Approved Research form. In the event the reviewer
determings that the research should be discontinued or revised, the
Continuing Review of Approved Research form will be disseminated to
all members of the IRB and discussed at the next convened meeting,
after receiving the review form.

6. If the research was initially approved through a Full- Board-review, the
chairperson will submit the review form to all members of the IRB.
Assessment of the continuing review information will be conducted at
the next IRB meeting, after receiving the review form.

7. IRB members/chairpersons who conduct continuing reviews will
receive a copy of the initial protocol including any modification
previously approved by the IRB. Upon request, members will have
access to the complete IRB protocol file and relevant IRB minutes.
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8. Decisions based on assessment of the Continuing'Review of Approved
Research form will be conveyed in writing to the PI or faculty/staff
supervisor (if PI is a student).

L. Request for an Extension of an Approved Protocol

1. IRB approval for a specific protocol (Expedited or Full-Board review
status only) will in most cases terminate within one year offits
approval date.

2. It is at the discretion of the IRB member wha reviewed the protocol to
establish the expiration date for the protocol's approval. Consideration
will be given to the nature of the risks and benefits associated with the
research.

3. Requests for an extension of the project's approval expiration date will
requireithe Pl to'submit a completed Approved Protocol Extension
formyto the chairperson of the IRB that initially approved the protocol.
This form should be submitted no later than four weeks prior to the
project's expiration date to'aveid any disruption in research activities.

4, If an extension is requested for a protocol approved by the IRB, the
chairperson of the IRB will forward the request to all members of the
commiftee, who will review and decide on the request at a meeting to
be convened after all members have received the request.

5. Final decisions to grant or refuse a request for extension will be
conveyed to the PI or faculty/staff supervisor (if P1 is a student.) If the
degision is made to not grant an extension, the reason(s) why will be
detailed in writing,

J. Project Closure

1. All approved protocols with expedited or Full-Board review status
require the PI or faculty/staff supervisor, if the P1 is a student, to
complete and submit a Project Closure form within 30 days of the
project's completion. This form is to be submitted to the chairperson
of the IRB.
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K. Random and Selected Audits of Approved Research

1. Once in the fall and once in the spring semester, one previously
approved and on-going research protocol will be randomly selected by
the IRB chairperson for a random audit.

2. Investigators with a history of infractions to policy 6.20 may be
targeted for selected audits of approved and©n-going research
activities. The chairperson of the IRB will decide whéther to require
an audit, which he/she will conduct. Investigatorsswath several
infractions or severe infractions are'more likely to be subjected to a
selected audit.

3. An audit's purposeis to ensure that no material changes to the protocol
have been made since the previous IRB review. /The auditor will
examingshe PI's materials and apparatus, speak to one or more
research assistants (1f applicable), and review raw data records. Where
participants' contact information is knewn, and the PI has a history of
infractions te’policy 6.20, the auditor will contact 1-5 participants to
verify the PI's adherence to the approved research protocol. The
auditor may also contact participants in the event that
mconsistencies/infractions appear in the course of the audit.

L. Amendments to Previously Approved Protocols

1. Primary investigators who wish to amend and/or revise a previously
approved protocol must complete and submit the Proposed Changes to
a Previously Approved Protocol form to the chairperson of the IRB.

2. Proposed Changes to a Previously Approved Protocol form submitted
to the IRB chairperson will be reviewed or forwarded to the IRB
member who approved the research initially. The IRB member will be
required to review and decide whether to approve the changes within
one week of receiving the form. The reviewer will complete his/her
section of the form and return it to the IRB chairperson (if not self),
who will notify the PI in writing,

3. In the event an IRB member has concerns with regards to the proposed
changes, the original Proposal Submission form and the Proposed
Changes to a Previously Approved Protocol form will be disseminated
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to all members of the IRB. Concerns will be addresSedsat the next IRB
meeting.

4, Proposed Changes to a Previously Approved Protocol form submitted
to the IRB chairperson will be forwarded to all thesmeémbers of the
IRB. The IRB members will be required to review and decide whether
to approve the changes within one week of receiving the form. The
reviewer will complete the form'and return it to the IR Bichairperson.
Should one or more IRB members have any concerns withfespect to
the proposed changes, these will be discussed at the'niext IRB meeting
after the chairperson receives the Proposed Changes to'aPreviously
Approved Protocol forms from the IRB members.

5. Proposed changes to a previously approved protocol may not be
initiated priQr to réceiving 1RB approval, exeept:when necessary to
eliminaté apparént immediate hazards to the participant. Instructions
to thig'effect'will be clearly printedon the Proposed Changes to a
Previously Appfoved Protocolform and the initial Proposal
Submission form.

M. Reports of Unanticipated Problems;Risks, and Hazards to Participants

. The investigator will notify the chairperson of any unforeseeable risks
or hazards to participants, as soon as they become evident. Initial
contact'will bé.made wither in person or by phone. The investigator
must ¢complete and submit the Incident Report form to the IRB
chairpersons within two days of the incident.

2. The IRB chairperson, will report the incident immediately to the OSP,
the director of HRPP, the Institutional Official, and the Provost. In
cases where the research is supported by a federal grant, OSP will
immediately notify OHRP and the Federal agency that awarded the
grant. Initial contact will be made either in person or by phone.
Copies of the Incident Report form filed by the investigator will be
sent to the above mentioned people and offices immediately upon
receipt of the form.

3. The IRB will meet as soon as possible to discuss the implications of
the incident and what, if any, action(s) need to be taken. A
representative from OSP, HRPP, the University Official, the Provost,
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and the University's legal consultant will be invitedwor requested to
attend. Proposed actions from this meeting will net supersede those
required by OHRP and/or the federal granting/agency, to the extent
required by law.

N. Notification of IRB Decisions and Actions

1. All IRB decisions pertaining to@protocol will be conveyed in writing
(electronically) to the PI or faculty/staff supervisor (if PI is@ student)

2. All IRB decisions and actions will'be documented at their respective
meetings. The minutesief these meetings will be e-mailed to each IRB
members, OSP, the Director of the HRPP, and the Prevost, as soon as
they become available.

0. Nature and Retention of IRB Records

1. The chairperson of the IRB.is responsible for keeping adequate records
of its, members, the minutes of IRB meetings, correspondence with
researchers, and all completed IRB forms.

2. IRB records must:be retained for at least 3 years, and records relating
to research that is'eonducted must be retained for at least 3 years after
completion of the research.

3. All reeords will be kept by the SUU Director of the OSP. Files must
be accessible for inspection and copying by authorized representatives
of the University and of the HHS, and by the public in accordance with
Utah state law, at reasonable times and in a reasonable manner.

4, The minutes of IRB meetings will record the members who attended
the meeting, actions taken at the meeting, the outcome of the vote on
research protocols including the number of members voting for or
against approval and abstaining, the basis for requiring any
modifications or revisions in research procedures or the informed
consent process or forms, documentation of any specific findings
required by the federal regulations, and a written summary of the
discussion of issues and their resolution.

P. Noncompliance with Policy 6.20
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1. All faculty, students, and staff named individually*er collectively (e.g.
students enrolled in courses where human subjects research is
conducted) in an approved research protocol must adhere strictly to
policy 6.20.

2. All reports of non-adherence to the policy wilbbe investigated by the
chairperson of the IRB who initially approved the protocol.

3. The IRB chairperson willpresent the evidence tothe IRB members.
Should the IRB decidefthat a preponderance of the evidence support
one or more infractionstopolicy 6.20, the IRB chairperson is
authorized to take one or more of the following actions voted on by the
IRB members/{(which one will depend onthe severity and frequency of
the infraction):

1. A letter describing thednfraction(s) and cautionary statements
may besent to the Plvor faculty/staff supervisor (if Pl is a
student).

ii. A letter describing the.fifraction(s) and IRB actions in

responsétasthe infractions(s) may be sent to the chairperson of
the PI's or faculty/staff supervisor's (if PI is a student)

department.

ii. A letter describing the infraction(s) and IRB actions in
response to the infraction(s) may be sent to the OSP, director of
HRPP, and the Provost.

v, A letter describing the infraction(s) and IRB actions in

response to the infraction(s) may be sent to OHRP and/or the
federal Agency which funded the project.

v. The PI or faculty/staff supervisor (if PI is a student) may be
required to suspend or discontinue the research project for
which IRB approval was granted.

vi. The PI or faculty/staff supervisor (if PI is a student) may be
required to suspend or discontinue all research activities for
which IRB approval has been granted.
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vii.  The PI or faculty/staff supervisor (if PI is.asstudent)may be
prohibited from participating in any research activity while
remaining at SUU.

viii A formal report to be sent to the Research Integrity Officer
with a request to be consideredas an act of research
misconduct.

Q. Responsibilities and Rights of the Institution

1. The institution will encourage and promote ¢onstructive
communication among the,institutional officials, research
administratorsydepartment chairs, research investigators, clinical care
staff, human partjcipants, and all other relevant parties as a means of
maintaining a high level of awareness regarding the safeguarding of
the rights and welfare of the participants, recognizing the ethical codes
of behavior operating withinsthe various academic disciplines.

2. The institution will support the principle of free inquiry, and provide
amatmosphere favorable for research and supportive of academic
freedom.

3. The institution will exercise appropriate administrative overview

carried‘out at'least annually to assure that its practices and procedures
designed for the protection of the rights and welfare of human subjects
are,being effectively applied.

i The University will staff, maintain, and support the HRPP.

il. HRPP is responsible for:

Communication & Education

a. Promoting communication among the research
administrators, department heads, investigators, clinical
care staff, human subjects, and institutional officials, as
a means of maintaining a high level of awareness
regarding the ethical conduct of research, and
safeguarding the rights and welfare of subjects.
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Maintaining access to the institution's Assurance,
copies of pertinent Federal regulations, policies and
guidelines related to the involvement of human
participants in research, as well as institutional policies
and procedures.

Educating the mémbers of'its'research community in
order to establish and maintain a culture of ¢ompliance
with Federal,regulations and institutional policies
relevant'to the protection of human participants.

Record-keeping & Reporting

a.

Ensuring that IRB records are,being maintained
approprately anddthat the records are accessible, upon
request, to authorized Federal officials.

Ensuringthat the eertification of IRB approval of
proposed research to the appropriate Federal
department eragency for federally supported research.

Monitoring:& Oversight

a.

Ensuring that appropriate oversight mechanisms to
ensure compliance with the determinations of the IRB
have been implemented.

Ensuring that all cooperating performance sites in
Federally supported research have appropriate OHRP-
approved assurances and provide Certifications of IRB
review to the appropriate Federal authorities.

Ensuring that performance sites cooperating in non-
Federally supported research have, and can document,
appropriate mechanisms to protect human participants.

Ensuring that cooperative IRB review arrangements are
documented in writing in accordance with OHRP
guidance.
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Chart 1: Is an Activity Research Involving Human Subjects

Covered by 45 CFR part 467
Start here_ Septembar 24, 2004
L 3
Is the activily a systematic
invesligation designed \o develop oF Activity,is not research, so 45
contrituile to generalizable NO CFR part 46 does not apply!
knowledge? (45 CFR 46.102(d)}
1
YES
. ¥
Activity Is research. Does the The research is nol resaarch invaiving
research involve obtalning i
information about fiving —NO—pd human subjects, and 45 CFR part 46
individuals? [45 CFR 46.102(0) does not apply.
T * L)
YES g
* Is the information
Does the rasaarch involva individually identifiable
Intervention or interaction withthe '}, .~ > {i.e., the identity of the
individuals? subjeckis or may readily be NO
{45 CFR 4810211}, (21] ascertained by the
T investigator or associated
YES with the information)?
¥ [45 CFRI46. 102(Ni)
Activity is research YéS BUT
involving human *
subjects. Isil
conducied or YES is the information privata? (Aboul
supported by HHS? 4 behavior that occurs in a conlext in BuUT
[45 CFR 46.101(a)}{1)] which an individual can reasonably
l i expect that no observation or recording
NO ""55 is taking place. or provided for specific
purposes by an individual and whch the
Linless exempt individual can reascnably expect will not
s the urider 45 CFR be made public.} [45 CFR 46 102(t{2)]
research 46,101(b}.
an subpart A
applicable Y ES dfroquirements apply f————am——js Go to Chart 2
OHRP o the resaarch.
approved As appropriate, ]
assurance subpart B. C.and AND
created D requirements l
under 45 also apply. Y Y
CFR Other Faderal, State and local laws and/or
46.1037 NO P regulations may apply to the aclivity.
— [45 CFR 46.1011)]
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Chart 2: Is the Research Involving Human Subjects-Eligible
Fromchart1| for Exemption Under 45 CFR 46.101(b)?

Y Seplember 24, 2004
Has HHS prohibited exemplion of the human subjects research?
(Al research involving prisoners, some research invoiving children. )
[Footrate 1 1o 45 CFR 46,101(i). 45 CFR 46 401(b))

I
N'O ** “Only' means that no non-
Will the only** involvement of human subjects R exem;')‘t;clln{ltle:s dare lnvolveld. d
be in one or more of the following categories? Ssegggn thal InCUZgTxemyag
3 non=exempt activitias is nefexempt.
|[Research conducted in established or]
g Exemption 45
commonly accepted educational Goto
seltings. involving normaleducation —YES CFI:}:&;N:b)U) Chart3
practices? y apply.
1
AND/OR
h 4
Research involving the use of -
educational tests, survey L YESH ET6m1;g|1t:(?J;:§)C;fR > Goto
procedures, interview procedures, (b)(é) mav apol Chart 4
or observation of public behavior? Y apply.
T
AND/OR
YES h J
Research'involving collection or study .
: Exemption 45
of existing data, documents, records, Go to
or pathological or diagnostic —YES CFi:B.;m!{b)M) ™ Chart 5
specimens? Y appiy.
I
AND/OR
\ 4
Research studying, evaluating, or Exemption 45 Go o
examining pubiic benefit or service [—-YES${ CFR 46 101(b)(5) —M Chart 6
programs? may apply.
T
AND/OR
A J
Research involving taste and food Exemption 45 Go lo
quality evaluation or consumer —YES$]CFR 46 101(b)({6) }—m Chart 7
acceptance studiaes? may apply.
|
NO
k 4 h J
No exemptions to 45 CFR part 46 apply. Goo
Provisions of 45 CFR subpart A apply, and subparts B, Cand D g Chart 8
also apply if subjects are from covered vulnerable papulations. a
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Chart 3: Does Exemption 45 CFR 46.101(b)(1)
(for Educational Settings) Apply?

From Chart 2

Is the research only
conducted in established or
commonly accepled

educational settings? :
) .S Research is not exempt Go to
;g";‘;ﬂ“ﬁn’;";o"‘l‘;g::"em‘; —NOP | nderas CFR 46.101(b)(1). [T | Charts
include other sites where 4
educational activities
regularly occur.)

l NO
YES

!

Does the research study involve
only normal education
practices? (Such as researchion
regular and special education
instructional sirategies, or
Jresearch on effectiveness of or the

comparison amang instructional
techniques; curricula, or
|classroom management methods. )}

YES

Y
Research is exempt under
45 CFR 46.101(b)1) from all
45 CFR part 46
requirements.

September 24, 2004
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Chart 4: Does Exemption 45 CFR 46.101(b}(2) or (b)(3)
(for Tests, Surveys, Interviews, Public Behavior Observation)

Apply?
From Chart 2
Doe% the Does the ts the information obtaingd recorded in such
research |res§::§h in\lrolve idea‘;ar;nzr tha“ty hun::n su:jgcts t¢_:an llnked
. ildren lo ntifled, directly or through identifiers lin
:r::olve on;y FYES®] o 45 CFR [NOP to the subjects;
e d:c:s"%ﬁa’ part 46, s'ubparl and .

D applies? could any disclosure of the humansubjecis’
tests, survey responses outside the research reasonably
p::acedures, ' place the subjects at risk of criminal or civil

interview YES liability or be damagling to.lhé subjects’
pm“;"'m' ‘ financial standing. employability, or
observation Does the reséarch J=NOM reputation?
of public involve survey '
behavior? procedurés, interview YES
procedures. or y
observation of public Research is not
behavior where the p—YES= exermptunder 45
invesligator CFR 46.101(b)(2).
participates in the ]
activilies being However, the 45 CFR 46.101(b}(3)
observed? exemption might apply. NO
{45 CFR 46.401(b}| A J

Are the human subjects elected or
NO appointed public officials or
candidates for public office?
(Applies to senior officials. such as
mayor or school superintendent, rather
than a police officer or teacher.)

NO
3 A 4
v Does any Federal slatute Research is
Research is not exemol require without exception that exempt under
nder 45 CFR P NO the canfidentiality of parsonally 45CFR
under ——NO=—1 igentifiable information will be | YES | 46.101(b}2}
46.101(b}¥2} or (b)(3). maintained throughout the exemption
research and thereafter? from 45 CFR
part 46
v IIE S requirements.
Goto h 4 h 4
Chart 8 Research is exempt under 45 CFR 46.101(b}(3)

from all 45 CFR part 46 requirernents.

September 24, 2004
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Chart 5: Does Exemption 45 CFR 46.101(b)(4)
(for Existing Data Documents and Specimens) Apply?

From Chart 2

'

Does the research involve only the collection or
study of existing data, documents, records,
pathological specimens, or diagnostic
specimens? *

(“Existing™ means existing before the research is
proposed to an institutionat official or the IRB to
delermine whether the résearch is exempl.)

YES

k
Are these sources YES
. p 3 5
publicly available®? Research is

| exempt undear

NO 45 CFR

NO 46.101(bN4) from
l all 45 CFR part

46 requirements.

»

Willinformation be recorded
by the investigator in such a
manner that the subjects
cannot be identified, directly
or through identifiers linked to
lhe subjects?

|
NO
¥ ¥
Research is not exempt under 45 CFR Go to

46.101(b)(4) from 45 CFRpart 46 [——pf 7=
requiraments.

YES i

* Note: See OHRP guidance on research use of stored date or tissues and on stam cells at
hittp #www.hhs.gov/otwpipolicyindex MimiMissues and #stem. and on caded dala or specimens al #roded for further
information on those jopics.

September 24, 2004
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Chart 6: Does Exemption 45 CFR 46.101(b}(5)
(for Public Benefit or Service Programs) Apply?

From Chart 2

¥

|s the: research ar demonstration project conducted or
approved by the Department or Agency Head?

!
YES

Does the research or demonstration project
invalve only the study. evaluation, or
examination of:

¥

Public benefit or service programs Y E 5 et
i

NQ
¥
Procedures for obtaining benelifs or services. .
under public benefitor service programs: VST cxormr oo 45
NO | CFR 46.101{b)}(5)
NG from all 45 CFR
¥ part 46
Possible’'changes in or alternativesito requirements.*

public benalit or service programs or to
procedures for oblaining benefits or services
under public benefit or service programs:
|
NO
b 4
Possible changes in methods or levels of
paymemnt for banefits orservices under those e YE'S ——is
public benefit or service programs?

e Y 5 i

NO
. 4 ¥
Research is not exempt under 45 CFR 46.101(b)(5). cms

“ Nole See OHRP guidance on exemplions at hitp /ivww hhs goviohsplpolicyiindex himidexempt for further description
of requiraments tor this axemphion.

Seplember 24, 2004
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Chart 7: Does Exemption 45 CFR 46.101(b)(6)
(for Food Taste and Acceptance Studies) Apply?

From Chart 2

!

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

|
YES

¥

Are wholesome foods withourt,
additivesconsumed?

NIO Research is exempt
+ under 45 CFR
46.101(b)(6) from
Is food consumed that contains all 45 CFR pant 46
a food ingredient, agricultural requirements.
NO chemical, or environmental
contaminant at or below the
lavel found to be safe by the
Food and Drug Administration or YES P
approved by the Environmental
Protaction Agency or the Food
Safety and Inspeclion Service of
the U.S. Depariment of
Agriculture?

|
NO

L 4 ¥
Research is not exempt under 45 CFR 46.101(b)(6).

|

Golo
Chart 8

YES P

September 24 2004
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Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46.1107?*

FromChart 2, 3,.4.5,6,0r7

¢

Has the research been

* Nals: See expediled review categories and OHRP gudance
on the use of axpadided review procedures a

hitp:Hwaw hhs gov/ohipdpoticy/index himigexpesited for furlher
information on expedited review.

13 the raview a continuing review?

proviously roviewed and  |j==YES =iy
approved by the IRB? 45 CFR": 10l
|
NO Iy
¥ Does the review nvolve a
Does lhe resegrm present no more minor change W approved YES
than minimal risk to human subjects? research during the (one year
and or less) genod of approval?
doas the research involve only [45 46 11D{b)(2]]
ras included in categories 1 ]
through 7 on the list of categories of
research that may be reviewed throligh NO A 4
an expeodited review procedure? {. Goto
[45 CFR asl,'l 10{b) 1] NO > Chart 9
YES
L 4 .
Is the fesearch classified? Review
{Paragraphi{D) of Categories of YES ’L by
Research That May Be Reviewed By Oc:':;ned
an IRB through an Expedited Review Are .:d
Procedure | Imeasures requme ] Yes
' in place
NO
Could identification of subjects More
put them at risk of ciminabor civil than
liability. or be socially or —YESPY ninimal? Go b
economically damaging Chart 10
(Paragraph (C) of Categories.] I
Nlo YES
¥ 4 ¥

Rasearch is efigible for IRB review through expedited procedures.
Agency head may restrict, suspend. terminate or choose not to authorize an institution's or IRB's
use of the expedited review procedure, {45 CFR 46.110{a}}

September 24, 2004
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Chart 9: Can Continuing Review be Done by Expedited
Procedures Under 45 CFR 46.1107
* Nale: See axpediled revi legadies, OHRE guid
From Chart 8 the 136 of oxpatied roviow Proceciras and o CoRNING reviaw
¥ at nup:JM.Hlsgov.mrplpnli_cyﬂndex.mnﬂﬂaxpeqited and
¥continuing for furlher information on axpediled review.
Has the research been
previously reviewed Have conditions changed such
and approved by the  (=YESS| ;1 1o research is no Jonger
IRB using expedited oligible for expeditedieview | .~} Review by convéned
procedures? {e.g.. protocol change. or IRS is required.
) oxperience shows research to be y 9 2 &
hﬁ) of greater than minimal risk)? 1
Have conditions changad to I
make Iha research eligibla G to Chart 10
for expedited review under NO
the applicability criteria l T
and categories 1 through 7 ) YES
on the list of categories that
may be reviewed by —=YES
expediled procedures {e.q.,
resaarch is within those
categories and experience NO
confirms research to be.of no
greater than minimal risk)? Reseaich ig eligibie tor IRB Have any
(45 CFR 48/Y10{aj] review through expedited additional
NO S ontiiad
en
k J 4NO=1 since IRB YES
Cs 8 review al a
_t‘ag:_)ry e YES 1 convened
{a} For this site: maeling?
jis the research parmanently 3
closed to.enrollment of new
subjects? YES
Have o subiocs complbted 1 .
ave all subjects comple IRB
all research-related dg::n?%d aBnd
inlervengons? documented ata
arn ned i
Does the research at this YES YES ot the reﬂ;:;ﬂg
site remain active only for involves no greater
kong-term follow-up of than minimal risk?
subjects?
T )
NO NO
¥ (c) Are the l
remaining
{b}) Have no subjecls been enralled at
this site? mﬁrgﬁh Catiggry 9

identified anywhere?

and
Have no additional risks been

limited to

—NO®] ot this site [NOPis the research conducted under

an IND or iIDE?

data
analysis?

Seplamber 24, 2004
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Chart 10: Can Informed Consent Be Waived or Consent
Elements Be Altered Under 45 CFR 46.116{c)or (d)?**

**{Nole: If subjects include children 1o whom 45 CFR part 46,
subpart D applies. an altemative provision for waiver of

From Chart 8 or 9 parental permission might apply. [See 45 CFR 46 408(c}])
* Is the project designed,to study, evaluate, or
Wil the research or demonstration otherwise examine: (i) Public benefit of
project be conducted by or subject to service programs. {ii) procedures for
the approval of state or local obtaining benefits or services under those
government officiails? o YES—p| ) Programs {iii} possible'changes in or
[45 CFR 26 116(e) 1] alternatives to those programs or
T procedures; or (iv) possible changes in
NO methods or leveis of paymentfor benefils
b 4 or services unger those programs?
Will the research involve grealsr than 148 CER 46 &)
mirdmal risk, as defined in Sectiof
46.102(i)? 145 CFR 46 116(d){1)}
1
NO
A 4 NO YES
|s it practicable to YES
eonduct the research
without'the waiver or
alteration? b 4 h 4
BSCFRAGIIHONI) LY ES=mpd. No waiver of Is it practicable to
1 nformed consant conduct the research
NO of alteration of YES=—{ without the waiver or
A consent elements alteration?
Will walving or altering the, [—YES=# is allowed.* [45 CFR 46.116(c)(2}]
informed consent adversely
affect ihe subjecls’ rights and I l
weifare?
{45 CFR 46.116{d}2)] no  [GetoChart 11
|
NO
h i l ) NO
WiIll pertinent information be provided Itinformed
to subjects fater, if appropriate? consent is not
[45 CFR 46.116(d)4}] waived entirely
|
YES
h Yy

Waiver of informed consent or alteration of consent elements is allowed if IRB
documents these findings and approves waiver or alteration.

* Note: See OHRP guidance on informed consent requirements in emergancy research at
hip fwww. hhs govichrp/policyiindex. himidemergency for further information on ememgency research informed conaem

waner September 24, 2004
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Chart 11: Can Documentation of Informed Consent Be-Waived
Under 45 CFR 46.117(¢)?

From Chart 10

¥y

Would the cansent document be the
only record linking the subject and the
Iresearch and would the principal risk be
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