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INTRODUCTION

Rogers State Unversity, being governed by The University of Oklahoma Board of Regents
will defer to the University of Oklahoma’s Institutional Review Board Standard Operating
Policies and Procedures as a primary source of reference adapting it as necessary to meet
the specific parameters of the research community at Rogers State University.

Regulations require that Institutional Review Boards (IRBs) have written policies and procedures,
and that activities at the institution are carried out as described in the written policies and
procedures document. This Researcher Handbook is based on these Policies and Standard
Operating Procedures (SOP) and are written to enable IRBs to maintain a system of compliance.
The Researcher Handbook and SOPs of an IRB reflect not only the laws and regulations, but also
the underlying ethical principles that are the basis of IRB's mandate. Finally, these policies also
reflect the overarching commitment of Rogers State Unversity to provide protection for all human
participants involved in research conducted under the direction of its students, staff and faculty.

The ethically responsible researcher is expected to carry the dual burden to advance knowledge
that can improve the human condition or generate new knowledge and, at the same time, to
recognize the absolute imperative to treat human research participants with the utmost care and
respect.

It is not unreasonable to ask others to share this burden. Indeed, the institutions and society as a
whole who expect to benefit from this research should be expected to share in the responsibility
of conducting ethical research.

These policies are based on current regulations, ethical principles, and guidelines for the
protection of the human participants of biomedical and behavioral research. The policies state
what this institution requires for the ethical conduct of research.

The policies and procedures are not an end unto themselves. They are the framework upon
which research activities in these facilities are conducted. Therefore, all members of the research
enterprise who are working within this institution are expected to read, understand, and comply
with them. This way, the burden of conducting sound, effective and ethical research can be
shared.



MISSION STATEMENT

1. RSU MISSION STATEMENT

Rogers State Unversity is a regional university, located in northeastern Oklahoma, governed by
The University of Oklahoma Board of Regents within a state system coordinated by The
Oklahoma State Regents for Higher Education. The mission of Rogers State Unversity is to
prepare students to achieve professional and personal goals in dynamic local and global
communities. Rogers State Unversity provides traditional and innovative learning opportunities
and is committed to excellence in teaching and student service.

2. HUMAN RESEARCH PARTICIPANT PROTECTION MISSION STATEMENT

The mission of RSU Human Subjects Research Protection (HSRP) is to protect the rights, privacy
and welfare of all human participants in research projects conducted by RSU faculty, staff, and
students or otherwise under its oversight.

STATEMENT OF AUTHORITY AND PURPOSE

1. GOVERNING PRINCIPLES

Institutional Review Boards (IRBs) are guided by the ethical principles applied to all research
involving humans as participants, as set forth in the report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, titled: Ethical Principles
and Guidelines for the Protection of Human Subjects of Research (the "Belmont Report"). These
principles are defined in the Belmont Report as follows:

A. Beneficence -- The sum of the benefits to the participant and the importance of the
knowledge to be gained so outweigh the risks to the participants as to warrant a
decision to allow the participant to accept these risks.

B. Autonomy -- Legally effective informed consent is obtained, unless the requirements
for waiver of informed consent are met by adequate and appropriate methods in
accordance with the provisions of applicable regulations.

C. Justice -- The selection of participants is equitable and is representative of the group
that will benefit from the research.

2. AUTHORITY

A. THE INSTITUTIONAL OFFICIAL

The Institutional Officials at Rogers State University responsible for the conduct of human
research are the President, Vice President of Academic Affairs, the Assistant Vice
President for Institutional Research, Planning and Assessment and the Director of the
Center for Teaching and Learning (CTL). The Vice President of Academic Affairs and
Assistant Vice President for Institutional Research, Planning and Assessment are
responsible for the appropriate allocation of funds, facilities and employees necessary to
operate the programs while the Director of the Center for Teaching and Learning is
responsible for addressing the day-to-day needs of the Human Subjects Research
Program. (HSRP)

Legal Counsel and other officials assist the IRB in their efforts as needed. The IRB
functions freely from coercion and undue influence in their review of studies from these
officials.

B. THE INSTITUTIONAL REVIEW BOARD.

This Institution's IRB is established and empowered under the auspices of this
institution’s executive authorities, and, if federal funding is used to support human
participant research in whole or in part, by the Institution’s Federalwide Assurance with



the Office for Human Research Protections (OHRP). This Institution requires that all
research projects involving humans as participants or human material be reviewed and
approved by IRB(s) prior to initiation of any research related activities, including
recruitment and screening activities.

The IRB and HSRP program, units within the Center for Teaching and Learning are
established to review biomedical and behavioral research involving human participants
regardless of the source of funding and location of the study. Except for research in
which the only involvement of humans is in one or more of the categories exempted or
waived under 45 CFR 46 Section 101(b) (1-6) or 101(i), all research involving human
participants, and all other activities which even in part involve such research, regardless
of sponsorship, are subject to these policies and procedures if one or more of the
following apply:

a.
b.

The research is sponsored by institutional authorities; and/or

The research is conducted by or under the direction of any employee, faculty,
staff, student or agent of the Institution in connection with his or her
institutional responsibilities; and/or

The research is conducted by or under the direction of any employee, faculty,
staff, student or agent of the Institution using any property or facility of the;
and/or the research involves the use of the Institution's nonpublic information
to identify or contact human research participants; and/or

The research involves the use of the Institution’s non-public information to
identify or contact human research participants or prospective participants;
and/or

The research is conducted by or under the direction of an individual

employed by any of the affiliated sites and who is performing the research at
that site.

IRB has the responsibility to require that research is designed and conducted in such a
manner that protects the rights and welfare of participants. Specifically:

a.

IRB may disapprove, modify or approve studies based upon consideration of
human participant protection aspects.

IRB reviews, and has the authority to approve, require modification in, or
disapprove, all research activities that fall within its jurisdiction.

IRB has the authority to conduct continuing review as it deems necessary to
protect the rights and welfare of research participants, including requiring
progress reports from the Investigators and auditing the conduct of the study,
and observing the informed consent process and/or auditing the progress of
any study under its jurisdiction as it deems necessary to protect the rights
and welfare of human participants.

IRB may suspend or terminate approval of a study.
IRB may place restrictions on a study.

IRB has the authority to define a device as a significant risk device or that a
research study involves a significant degree of risk.

IRB has the authority to conduct, at its discretion, review of research done at
another institution or research done by researchers not affiliated with the
Rogers State University or an affiliated institution.

Regarding federally funded research, if the study is part of an application to a federal
sponsoring agency, the human research protocol must be reviewed by the IRB prior to
expenditure of any grant funds.



3. RESPONSIBILITY

A. IRB REVIEW OF RESEARCH

All research involving human participants (as defined below), and all other activities,
which even in part involve such research, regardless of sponsorship, must be reviewed
and approved by the Institution's IRB(s). No intervention or interaction with human
participants in research, including recruitment, may begin until IRB has reviewed and
approved the research protocol. Specific determinations as to the definition of “research”
or “human subjects,” and their implications for the jurisdiction of IRB under Institutional
policy are determined by the IRB (Appendix C).

The IRB's purpose and responsibility is to protect the rights and welfare of human
participants. The IRB reviews and oversees such research to require that it meets well
established ethical principles and that the research complies with federal regulations at
45 CFR 46 (Appendix I) and 21 CFR 50 (Appendix A) and 56 (Appendix C), that pertain
to human participant protection, as well as any other pertinent regulations and guidelines,
such as the Good Clinical Practice (GCP) Guideline (Appendix S) of the International
Conference on Harmonisation. Institutional policy states that all research involving human
participants or human materials, even if it may be exempt from IRB review per 45 CFR 46
Section 101(b)(1-6) or 101(i), must be reviewed by an IRB or its designee before
research activities commence, to require that participants and/or participant interests are
appropriately protected.

According to federal regulations, the activities that require IRB review include any
activities involving the collection of data through intervention or interaction with a living
individual, or involving identifiable private information regarding a living individual must be
reviewed by the IRB. Specific activities that require IRB review include, but are not
necessarily limited to the following:

e Any experiment that involves a test article and one or more human subjects, and that
either must meet the requirements for prior submission to the Food and Drug
Administration (FDA) under relevant investigational drug or medical device provisions
of the Food, Drug, and Cosmetic Act, or experiments that need not meet the
requirements for prior submission to the FDA, but the results of which are intended to
be later submitted to, or held for inspection by, the FDA as part of an application for a
research or marketing permit.

e Collection of data about a series of standard procedures or treatments for
dissemination or generalization.

e A patient’s care or assignment to intervention is altered for research purposes in any
way.

e A diagnostic procedure for research purposes that is added to a standard treatment.

e Systematic investigation involving innovative procedures of treatments, for example,
if a physician plans to collect information about the innovation for scientific purposes
or will repeat the innovation in other patients in order to compare it to standard
treatment.

e Emergency use of an investigational drug or medical device. Note that when
emergency medical care is initiated without prior IRB review and approval, the patient
may not be considered a research subject, and data generated from such care
cannot be included in any report of a research activity.

e Human cell or tissue (genetic tissue) research that typically involves repositories that
collect, store, and distribute human tissue materials for research purposes. However,
human cell or tissue repositories activities do not require IRB review if material
submitted to the repository satisfies both of the following conditions: (i) The material,
in its entirety, was collected for purposes other than submission to the repository
(e.g., the material was collected solely for clinical purposes, or for legitimate but



B.

unrelated research purposes, with no "extra" material collected for submission to the
repository); and (ii) The material is submitted to the repository without any identifiable
private data or information, i.e., no codes or links of any sort may be maintained,
either by the submitter or by the repository, that would permit access to identifiable
private data or information about the living individual from whom the material was
obtained.

Investigator-initiated research, where an Investigator both initiates and conducts,
alone or with others, a clinical trial. In the case of Investigator-initiated studies, it is
the Investigator's responsibility to keep IRB informed of unanticipated non-serious
research related events and unanticipated serious adverse events and other
unexpected findings that affect the risk/benefit assessment of the research, even if
the event occurred at a location for which the Institution’s IRB is not the IRB of
record.

Student-conducted research that meets the definition of research with human
participants and is conducted as a degree requirement must be reviewed by the IRB
unless otherwise noted. These activities include all research with human participants
that: (i) are conducted with the intent to publish or otherwise disseminate research
findings; and (ii) involves greater than minimum risk to participants (see SOP 401)

Three or more case studies qualifies as a research project such as when a series of
participant observations are compiled in such a way as to allow possible
extrapolation or generalization of the results from the reported cases. Such activity
constitutes research that must be reviewed by the IRB. Additionally, this type of
activity must always be reviewed by the IRB when there is intent to publish or
disseminate the data or findings. Publication of one case study that will include the
addition of a procedure that is outside of standard of care qualifies as research and
must be reviewed by the IRB.

Research that is not medically invasive, not clinical, and not health-related but does
involve human participants also is required to go through IRB review. The definition
of research with human participants is as follows: "Research means a systematic
investigation, including research development, testing and evaluation designed to
develop or contribute to generalizable knowledge. "A human subject is a living
individual about whom an investigator, (whether professional or student) obtains data
through an interaction with the individual or obtains identifiable private information.
The intention to contribute to such knowledge is key to the definition, whether or not
the completed research does make such a contribution or is accepted for publication.
All of the following activities may be included in the definition: Pilot studies (research
development); Interview procedures; Surveys; Observation; Case studies; Oral
histories; Analysis of existing data.

Social/behavioral research that involves direct/indirect participant observation,
guestionnaires or surveys, interviewing, audiotaping, videotaping and photography or
review and analysis of existing data must be reviewed by the IRB. The IRB will
consider the methods used in the study, storage and destruction of data to ascertain
their appropriateness.

FAILURE TO SUBMIT A PROJECT FOR IRB REVIEW

The implications of engaging in activities that qualify as research that is subject to IRB
review without obtaining such review are significant. Results from such studies may not
be published unless IRB approval had been obtained prior to collecting the data. To do
so is in violation of Institutional policy. If an Investigator begins a project and later finds
that the data gathered could contribute to the existing knowledge base or that he or she
may wish to publish the results, the Investigator should submit a proposal to the IRB for
review as soon as possible. If the IRB does not approve the research, data collected
cannot be used and/or the results of the research cannot be published.



C. ASSURANCE OF INDEPENDENCE

IRB has the mandate to act as an independent entity within the structure of the Rogers
State University. All decisions made by the IRB are binding and cannot be overturned or
overruled by the President, Vice President of Academic Affairs, and Assistant Vice
President for Institutional Research, Planning and Assessment. The actions of the IRB,
its chairperson, members and administrative staff in matters of human subjects research
protection derive from the authority vested under federal regulations, separate and
distinct from RSU. It is the responsibility of the Assistant Vice President for Institutional
Research, Planning and Assessment and Vice President of Academic Affairs to maintain
and enforce the independent nature of the relationship between the IRB and RSU.



RESPONSIBILITIES OF INVESITGATORS AND SPONSORS

INVESTIGATOR QUALIFICATIONS AND RESPONSIBILITIES

1. POLICY

The purpose of this policy is to outline the qualifications and responsibilities of the Principal
Investigator and key personnel who are engaged in research involving human participants.

The RSU HSRP program requires that Principal Investigators design and conduct human
participant research in accordance with the policies of the IRB, institutional policies, the ethical
principles of the Belmont Report, federal law and regulations, and state law.

Specific Policies

1.1 Qualifications for Serving as Principal Investigator

The Principal Investigator of a research project involving human participants must hold
a regular or temporary paid faculty appointment or a staff paid full or part-time
appointment. In addition, graduate students may serve as the Principal Investigator but
the research project must include a faculty member as a Faculty Sponsor. Student
applications to the IRB must include a faculty assurance that the student has adequate
research

1.2 Education Responsibilities

Principal Investigators and key personnel engaged in research involving human
participants receive initial and continuing education regarding the responsible conduct
and oversight of research. Principal Investigators and key personnel participate in initial
and continuing education in areas germane to their responsibilities.

1.2.1. Initial Education Requirements
» Completion of the CITI web-based course
1.2.2. Continuing Education Requirements
» Completion of the CITI refresher course every year

1.3 IRB Review of Research
The Principal Investigator is responsible for obtaining prior IRB review and approval
before engaging in research involving human participants except in the case of an
emergency exemption from IRB review.

1.4 Responsible Conduct of Research
Principal Investigators engaged in research involving human participants are
responsible for:
1.4.1 Designing protocols which minimize risks to participants while maximizing
research benefits
1.4.2 Providing for the safety and welfare of the participants enrolled
1.4.3 Conducting the research in compliance with the IRB approved research protocol
and in accordance with the principles of the Belmont Report
1.4.4 Overseeing all sub-investigators and key research personnel under their
supervision
1.4.5 Complying with IRB policies, institutional policies, federal regulations, and state
law
1.5 Informed Consent



The Principal Investigator is responsible for either obtaining an IRB approved informed
consent prior to conducting any research activities or obtaining an IRB approved waiver
of consent. The Principal Investigator must only use the informed consent document
approved and stamped by the IRB. The Principal Investigator may not enroll
participants prior to IRB approval or after expiration of IRB approval.

1.6 Modifications

The Principal Investigator has the responsibility to submit in writing any proposed
modifications in the research project or informed consent form for IRB review and
approval before initiating the change, except when necessary to eliminate apparent
immediate hazards to human participants. The Principal Investigator may not enroll
more participants than approved by the IRB without obtaining approval for increased
numbers from the IRB.

1.7 Continuing Review

Approval for a research protocol will be no longer than one year and is dependent on
the risk involved with the research. The Investigator is responsible for submitting an
application for continuing review prior to the expiration of the research project approval.

1.8 Reporting Responsibilities
1.8.1 Adverse Events

The Principal Investigator is responsible for promptly reporting to the IRB any locally
occurring serious adverse events and unanticipated adverse device events related to
the investigational intervention regardless of the severity that occur during the approval
period as outlined in SOP 406. Investigators must also submit to the IRB adverse
events occurring at external sites.

1.8.2 Unanticipated Problems

The Principal Investigator is responsible for promptly reporting to the IRB unanticipated
problems that may involve risks or affect the study or welfare of participants or others,
or that may affect the integrity of the research. An example of an unanticipated problem
is an injury to a member of the research team while conducting the research-related
procedures.

1.8.3 Protocol Deviations

The Principal Investigator must promptly report to the IRB protocol deviations. Protocol
deviations are events that are a departure from the specific protocol procedures
approved by the IRB. Protocol deviations may or may not place participants at risk.

1.9 Record Keeping Responsibilities
The Principal Investigator is responsible for maintaining appropriate research-related
records. All research records must be available for inspection by authorized
representatives of federal regulatory agencies, the sponsor, and the IRB.
The Principal Investigator should maintain as appropriate:
o a list of qualified persons to whom the Principal Investigator has delegated
significant research-related duties
o signed and dated consent forms
o research privacy forms
o all records submitted to the IRB with evidence of approval
o all data collection forms
o all adequate records of the disposition of the drug or device
o0 participant enrollment log
o signed and dated CVs for all Principal Investigators and Sub-Investigators



o signature sheet documenting signatures and initials of all persons authorized to
make entries or corrections on data collection forms
0 monitoring reports to document findings of monitoring the study

1.10 Conflict of Interest

The Investigator is responsible for disclosing all potential conflicts of interest to the IRB
for any member of the research team at the time the research project is submitted for
review.

1.11 IND/IDE Requirements for Sponsor Investigators

Principal Investigators holding an IND/IDE must comply with the reporting requirements
of the FDA under 21 CFR 312.32 (c) and 21 CFR 812.150 (b) (1) for serious adverse
events and unanticipated device events related to the investigational intervention.

Principal Investigators must comply with the annual reporting requirements of the FDA
under 21 CFR 312.33. Annual reports must be submitted to the FDA within 60 days of
the anniversary date that the IND/IDE went into effect.
2. SCOPE
These policies and procedures apply to all Principal Investigators involved in human research
activities.
3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.109, 56.111 (Appendix C)
21 CFR 54 (Appendix B)
45 CFR 46.109, 46.111 (Appendix I)
21 CFR 312.32 (c) and 21 CFR 812.150 (b) (1) (Appendix F)
21 CFR 312.33 (Appendix D)



SPONSOR RESPONSIBILITIES

1. POLICY

The IRB expects the sponsor to adhere to established ethical principals and monitors the
conduct of the research in accordance with federal regulations and good clinical practice.

Sponsors are responsible for selecting qualified investigators, providing them with the
information they need to conduct an investigation properly, proper monitoring of the
investigation(s), verifying that the investigation(s) is conducted in accordance with the general
investigational plan and protocols contained in the IND, maintaining an effective IND with
respect to the investigations, and informing the FDA and all participating investigators of
significant new adverse effects or risks with respect to the drug.

Specific Policies
1.1 IRB Review of Research

The sponsor should require that human participant research be reviewed and
approved by the IRB before any protocol-mandated procedures or activities are
initiated.

1.2 Informed Consent

The sponsor should require investigators to obtain informed consent from participants
before any of the research activities involving that participant are initiated. The
sponsor shall require that investigators use the informed consent document approved
by the IRB.

1.3 Modifications

The sponsor must provide any changes in the research study or informed consent
form to the Investigator for submission to the IRB for review and approval. Changes in
approved research, during the period for which approval has already been given, may
not be initiated without IRB review and approval, except when necessary to eliminate
apparent immediate hazards to human participants. Any changes that are
implemented prior to IRB approval are considered protocol violations.

1.4 Unanticipated Problems

The sponsor must inform the Investigator that all unanticipated problems which must
be reported to the IRB. An unanticipated problem is defined as any unforeseen event
or events that may involve risks or affect the safety or welfare of participants. Examples
of an unanticipated problem include, but are not limited to: problems related to the
investigation drug/device such as availability, manufacturing, or storage problems, or
higher than expected protocol deviation rate.

1.5 Continuing Review

The length of time approval given to a research protocol will be no more than one
year, and is dependent on the risk involved with the research. It is the responsibility of
the sponsor to verify that the Investigator has obtained IRB Continuing Review
approval prior to the expiration of the original approval. Additionally, if the sponsor has
information that relates to study results or could affect the risk/benefit of the research
or willingness of participants to participate, the sponsor must provide that information
to the Investigator.

1.6 Sponsor Audits

The sponsor should communicate with the Investigator and IRB any information that
may be contained within a monitoring report, or may be a summary of the sponsor’s
assessment that could affect the rights or welfare of the research participants or their
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willingness to continue in the study. Examples include, but are not limited to: major
protocol violations, failure to obtain informed consent, misuse of investigational drugs
or devices, or fraud.

1.7 Communication with the Sponsor

The Investigator has a responsibility to convey the determinations of the IRB to the
study sponsor. If appropriate, the IRB may communicate directly with the sponsor.
For example, if the IRB terminates a research study, the IRB will notify the sponsor in
writing.

2. SCOPE

These policies and procedures apply to all human sponsored research activities.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.109, 56.111 (Appendix C)
21 CFR 54 (Appendix B)
45 CFR 46.109, 46.111 (Appendix 1)

DHHS Final Guidance Document. Financial Relationships and Interests in Research
Involving Human Subjects: Guidance for Human Subject Protection. (Appendix R)
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CONFLICT OF INTEREST

1.

3.

POLICY

In the research environment, openness and honesty are indicators of integrity and
responsibility - characteristics that promote quality research and strengthen the research
process. Therefore, conflicts of interest should be eliminated when possible and appropriately
disclosed and effectively managed when they cannot be eliminated.

Specific Policies
1.1. Definition of a Conflict of Interest

Per the RSU Policies and Procedures Manual (Appendix Al), Section 10.3, conflict of
interest (COI) refers to situations in which financial or other personal considerations
may compromise an employee’s professional judgment in carrying out university
responsibilities. The term COI can be used to describe situations where (1) there
appears to be COlI, (2) the potential exists for COlI, or (3) actual COI exists.

In terms of COI within the scope of research, COI can be a close personal or
professional association with the submitting Investigator(s); direct participation in the
research (e.g., protocol development, Principal or Sub-investigator); or any substantial
financial interest, which is defined as anything of monetary value, including, but not
limited to, salary or other payment for services (e.g. consulting fees or honoraria),
equity interests (e.g. stocks, stock options, or other ownership interests), and
intellectual property rights (e.g. patents, copyrights and royalties from such rights).

Questions regarding conflict of interest may be referred to the Vice President of
Academic Affairs who can determine when COI exists as defined by institutional policy
and to impose and enforce disciplinary action in the event that COIl is not disclosed.

1.2. Management of Investigator COI

All investigators must disclose all forms of COIl as defined by the Rogers State
University SOPs to the IRB. Each potential conflict is reviewed on an individual basis.
The IRB may require that conflicts be disclosed in the informed consent, that the
investigator recuses him/herself as the principal investigator, or from the study
entirely.

1.3. Sponsor Bonuses and Finders Fees

Sponsor bonuses and finders fees to research personnel, including Investigators, are
not allowed.

SCOPE

These policies and procedures apply to all Rogers State University IRB members, students

and staff.

APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.107(e) (Appendix C)

21 CFR 54 (Appendix B)

45 CFR 46.107 (e) (Appendix I)

FDA Information Sheets, Guidance for IRB’s and Clinical Investigators, Frequently Asked
Questions- IRB— 1998 update (Appendix P)

Federal Register, Vol. 69, No. 92, 05-12-04, Notices, DHHS Financial Relationships and
Interest in Research Involving Human Participants: Guidance for Human Subject Protection
(Appendix R)
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REVIEW OF RESEARCH

RESEARCH SUBMISSION REQUIREMENTS

1. POLICY

IRB members often rely solely on the documentation submitted by Investigators for initial and
continuing review. Therefore, this material must provide IRB members with enough
information about a study to assess if it adequately meets the IRB's criteria for approval.

All items submitted to the IRB for review must include the appropriate documentation and
information necessary for adequate review. IRB staff will be responsible to check each
submission for the appropriate materials.

Specific Policies
1.1. Submission Requirements for Initial Review of a New Research Project

1.1.1. Investigators applying for initial approval of a proposed biomedical or
social/behavioral research protocol must submit:

e IRB Application Form signed and dated by the Investigator
(Expedited/Exempt checklist is also required)

e Research Protocol /Proposal (see Glossary for definition)

¢ Informed consent document or waiver of informed consent document
indicated on IRB application.

1.1.2 Additional required items if applicable:

e Investigator Brochure, or device specifications (if study involves an
investigational drug or device)

¢ Questionnaires & assessment instruments

e Recruitment advertising materials

e Copy of the grant (required for federal granting agencies)

e Participant Study Instructions or Participant Diary

e Documentation that the study has been reviewed and approved by any
other committees charged with oversight of research at Rogers State
University

e HIPAA Authorization or Waiver if applicable.

1.2 Submission Requirements for Continuing Review
Investigators requesting renewal of an approved research project must submit:
e Completed Application for Continuing Review

e Additional documents requested on the Continuing Review Application

Application must be received thirty to forty-five (30-45) days before the IRB approval
expiration date.

For specific policy details, see SOP 404 Continuing Review.

1.3 Submission Requirements for Amendments to Currently Approved Research
Projects
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Investigators requesting approval of revisions to previously-approved research
projects must submit;

e Completed Protocol Modification Form indicating revisions, signed by
the Investigator

e Copies of all documents being revised with changes indicated. (i.e.
protocol, informed consent document, advertisement, etc.)

1.4 Submission Requirements for Serious Adverse Events, Protocol Deviations,
and/or Unanticipated Problems

Investigators informing the IRB of serious or unexpected adverse events and/or
deviations must submit:

e Adverse Event Report Form — completed, signed, and dated by the
Investigator. This form should be used for those events pertaining to
local sites.

e Med Watch or other sponsor reporting form — initialed by the local
Investigator. These forms are submitted for those events that occur at
outside study sites and must be accompanied by a memo that indicates
the IRB number and title of the research project.

e Protocol Deviations and Unanticipated Problems may be reported on the
appropriate form for submission to the IRB.

1.5 Action Taken If Documentation is Not Adequate or Additional Information is
Required

If the IRB or IRB staff determines that the submitted documents are not adequate,
Investigators may be required to submit additional information, or the Investigator’'s
presence may be required to answer questions or explain the details of the study.
Incomplete submissions will not be reviewed by the IRB.

1.6 IRB Submission Forms

All IRB forms can be accessed from the Hillcat Portal system. The IRB forms shall not
be altered by the Investigator or member of the research team.

2. SCOPE

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46.115
21 CFR 56.108
21 CFR 312
21 CFR 812
IRB Review of Applications for HHS Support (May 2000, OHRP Guidance Memo)
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ADMINISTRATIVE REVIEW AND DISTRIBUTION OF MATERIALS

1. POLICY

The efficiency and effectiveness of the IRB is supported by administrative procedures
that allow IRB members to have adequate time for thorough assessment of each
proposed research project, and that the documentation they receive is complete and
clear in order to facilitate an assessment of study design, procedures, and conditions.

Specific Policies

1.1 Submissions: Upon receipt of an application submitted to the IRB office, documents are
sorted by category, submission deadline, and assignment to the appropriate IRB.

A. The IRB staff conducts an administrative assessment of all study submissions
received from Investigators. The purpose of the administrative assessment is to verify
the complete submission of required documentation and is not an official
determination of the IRB. The HSRP program director (or equivalent) conducts the
assessment of submissions and may seek guidance from...

B. Submission categories to the IRB include the following:
= Application for New Research Project
= Application for Continuing Review Form
*= Protocol Modification Form
= Adverse Event Report
»= Final Report
= Miscellaneous

C. As part of the administrative assessment, a determination is made as to the type
of review (Full Board, Expedited, or Exempt) required for the particular submission.
Assignments are determined according to the scope of research with consideration
given to date received and deadline for submission.

1.2 Incomplete Submissions

Incomplete applications are not presented for review until the Investigator provides all
necessary materials as determined by the HSRP program director (or equivalent). The
HSRP program director (or equivalent) notifies the submitting Investigator of any
outstanding documentation or additional information before the application is
scheduled for review.

The HSRP program director (or equivalent) returns incomplete applications to the
Investigator that require substantial revision or additional information.

1.3 Scheduling for Review

Complete applications that appear to meet qualifications for Expedited or Exempt
review are presented to the IRB Chairperson or his/her designee. If a submission
meets the Exempt or Expedited review requirements, the review is conducted as
described in SOP 401 and 402 (Exempt Review and Expedited Review). All other
applications are added to the agenda for the next appropriate meeting for review by
the convened IRB as described in SOP 303B (IRB Meeting Administration).

1.4 Distribution to Members Prior to IRB Meetings

Copies of application materials described in SOP 301 (Research Submission
Requirements) are distributed to all IRB members the week prior to the regularly
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schedule IRB meeting. Each member of the IRB, and any alternate member, if
applicable, receives a copy of the initial application material. Consultants only receive
copies of material that pertains to their requested review assignment.

The original submission materials are retained in the IRB Office and are available at
the IRB meeting.

1.5 Confidentiality

All material received by the IRB is considered confidential and is distributed only to
meeting participants (members, alternate members and special consultants) for the
purpose of review. All application materials are stored in an IRB study file with access
limited to IRB members and staff. Members, consultants and visitors are expected to
sign Confidentiality Agreements.

2. SCOPE

These policies and procedures apply to all research submitted to the IRB.
3. APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.109 (Appendix C)

45 CFR 46.109 (Appendix I)
OHRP Guidance on Written IRB Procedures, July 11, 2002 (Appendix T)
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RESEARCH EXEMPT FROM IRB REVIEW

1. POLICY

All research involving the collection of data, through intervention or interaction, with living
individuals or human tissues, will be reviewed by the IRB. An Investigator is NOT
empowered with the ability to make the determination of whether a research project is
exempt from IRB review. It is the Investigator’s responsibility to forward any human
participant research project to the IRB, and it is the IRB’s responsibility to determine if the
research project is exempt from review. The IRB Chairperson or Vice-Chairperson makes the
determination of exemption based on regulatory and institutional criteria except as specifically
noted below.

When a research project is reviewed under exempt criteria, the reviewer takes into
consideration the level of risk involved as well as ethical concerns that may pose potential
harm to a participant. If the reviewer finds that the ethical issues pose more than a minimal
risk to the participant but the type of research falls within the exempt criteria, it is at the
discretion of the reviewer to determine that the project will be reviewed as either expedited or
by the convened IRB.

Specific Policies
1.1 Exempt Research Project Criteria

Research projects in which the only involvement of human participants will be in one or more
of the following categories are exempt from IRB review under the following conditions:

1.1.1 Research conducted in established or commonly accepted educational settings,
involving normal educational practices, such as:

a. Research on regular and special education instructional strategies,

b. Research on the effectiveness of or the comparison among instructional
techniques, curricula, or classroom management methods.

IRB Note: Classroom evaluation activities do not require submission of
an application to the IRB when assessment involves regular classroom
activities and results of the evaluation process are intended to be used
for the sole purpose of informing teaching practices of the instructor.

1.1.2 Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public
behavior, unless:

a. Information obtained is recorded in such a manner that human participants can
be identified, directly or through identifiers linked to the subjects; and

b. Any disclosure of the human participants' responses outside the research could
reasonably place the participants at risk of criminal or civil liability or be
damaging to the participants' financial standing, employability, or reputation.

1.1.3. Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures, or observation of public
behavior unless:

a. The human participants are elected or appointed public officials or candidates
for public office; or

b. Federal statute(s) require(s) without exception that the confidentiality of the
personally identifiable information will be maintained throughout the research
and thereafter.

IRB Note: Research activities that are requirements of a course and are being
conducted for the purpose of learning research skills only are not required to be
submitted to the IRB for review except under the following conditions:

» The research involves greater than minimal risk,
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* The research is conducted with the intention to publish or disseminate
results outside of the classroom setting
* Participants are members of a vulnerable population (see SOP 501),
* The study will solicit sensitive information, unless results are reported
anonymously, or
» Any disclosure of participants' responses could reasonably place
participants at risk of criminal or civil liability or be damaging to the
participants' financial standing, employability, or reputation.
Instructors are responsible for determining risk level and may consult the IRB as
necessary.

1.1.4. Research involving the collection or study of existing data, documents, records,
pathological specimens, or diagnostic specimens, if these sources are publicly
available or if the information is recorded by the Investigator in such a manner that
participants cannot be identified, directly or through identifiers linked to the
participants.

IRB Note:

Information that is personally identifiable — even if publicly available is
considered private and must be submitted to the IRB.

1.1.5. Research and demonstration projects which are conducted by or subject to the
approval of Department or Agency heads, and which are designed to study,
evaluate, or otherwise examine:

a. Public benefit or service programs;

b. Procedures for obtaining benefits or services under those programs;

c. Possible changes in or alternatives to those programs or procedures; or
d

Possible changes in methods or levels of payment for benefits or services
under those programs.

1.1.6. Taste and food quality evaluation and consumer acceptance studies:
a. If wholesome foods without additives are consumed, or

b. If afood 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 FDA or approved by
the Environmental Protection Agency or the Food Safety and Inspection
Service of the U.S. Department of Agriculture.

1.2 Exempt Research Project Review

The IRB Chairperson, or IRB member designee will review research projects meeting
exempt criteria; these projects will not require convened IRB review. The IRB
Chairperson will document the appropriate exempt criteria in the file folder. Written
documentation indicating the project meets exempt criteria and that the research may
begin will be sent to the investigator.

1.3 Exempt Research Annual Verification
The status of research projects that originally qualified for exempt status will be
determined on an annual basis. The IRB will send a letter to the Investigator to determine
if the research project remains active and continues to meet the qualifications for exempt
status.

2. SCOPE

These policies and procedures apply to Investigator claims for exemption from IRB review.
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3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46.101 (Appendix 1)
21 CFR 56.104, 105 (Appendix C)
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EXPEDITED REVIEW

1. POLICY

The categories of research that may be reviewed by the IRB Chairperson or designee through
an expedited review procedure include research activities that (1) present no more than
minimal risk to human subjects, and (2) involve only procedures listed in one or more of the
specific categories listed in the regulations at 45 CFR 46.110 and 21 CFR 56.110.

Specific Policies
1.1 Research Categories Eligible for Expedited Review

(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

(a) Research on drugs for which an investigational new drug application (21 CFR
Part 312) is not required. (Note: Research on marketed drugs that significantly
increases the risks or decreases the acceptability of the risks associated with the use
of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational device exemption
application (21 CFR Part 812) is not required; or (ii) the medical device is
cleared/approved for marketing and the medical device is being used in accordance
with its cleared/approved labeling.

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as

follows:

(a) From healthy, non-pregnant adults who weigh at least 110 pounds. For these
subjects, the amounts drawn may not exceed 550 ml in an 8 week period and
collection may not occur more frequently than 2 times per week; or

(b) From other adults and children, considering the age, weight, and health of the
subjects, the collection procedure, the amount of blood to be collected, and the
frequency with which it will be collected. For these subjects, the amount drawn may
not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may
not occur more frequently than 2 times per week.

(3) Prospective collection of biological specimens for research purposes by noninvasive

means.

Examples: (a) hair and nail clippings in a non-disfiguring manner; (b) deciduous
teeth at time of exfoliation or if routine patient care indicates a need for
extraction; (c) permanent teeth if routine patient care indicates a need for
extraction; (d) excreta and external secretions (including sweat); (e)
uncannulated saliva collected either in an unstimulated fashion or stimulated by
chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f)
placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of
the membrane prior to or during labor; (h) supra- and subgingival dental plaque
and calculus, provided the collection procedure is not more invasive than routine
prophylactic scaling of the teeth and the process is accomplished in accordance
with accepted prophylactic techniques; (i) mucosal and skin cells collected by
buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected
after saline mist nebulization.

(4) Collection of data through noninvasive procedures (not involving general anesthesia

or sedation) routinely employed in clinical practice, excluding procedures involving x-
rays or microwaves. Where medical devices are employed, they must be
cleared/approved for marketing. (Studies intended to evaluate the safety and
effectiveness of the medical device are not generally eligible for expedited review,
including studies of cleared medical devices for new indications.)
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Examples: (a) physical sensors that are applied either to the surface of the body
or at a distance and do not involve input of significant amounts of energy into the
subject or an invasion of the subject’s privacy; (b) weighing or testing sensory
acuity; (¢) magnetic resonance imaging; (d) electrocardiography,
electroencephalography, thermography, detection of naturally occurring
radioactivity, electroretinography, ultrasound, diagnostic infrared imaging,
doppler blood flow, and echocardiography; (e) moderate exercise, muscular
strength testing, body composition assessment, and flexibility testing where
appropriate given the age, weight, and health of the individual.

(5) Research involving materials (data, documents, records, or specimens) that have
been collected, or will be collected solely for non-research purposes (such as medical
treatment or diagnosis). (NOTE: Some research in this category may be exempt from
the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This
listing refers only to research that is not exempt.)

(6) Collection of data from voice, video, digital, or image recordings made for research
purposes.

(7) Research on individual or group characteristics or behavior (including, but not limited
to, research on perception, cognition, motivation, identity, language, communication,
cultural beliefs or practices, and social behavior) or research employing survey,
interview, oral history, focus group, program evaluation, human factors evaluation, or
quality assurance methodologies. (NOTE: Some research in this category may be
exempt from the HHS regulations for the protection of human subjects. 45 CFR
46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)

Additional Clarification:
Behavioral research involving deception may qualify for expedited review provided
that it meets the following criteria:
» The description of the study contains no false statements, but may omit specific
information that may bias responses,
* It involves no greater than minimal risk,
« It does not involve protected groups or special populations,
* It does not involve material that is sensitive or personal in nature, and
* A debriefing is provided at completion that explains fully the purpose of the
study and gives the participant the opportunity to withdraw his/her participation
by means of requesting that his/her data be withdrawn from the study.

(8) Continuing review of research previously approved by the convened IRB as
follows:

(a) where (i) the research is permanently closed to the enroliment of new
subjects; (ii) all subjects have completed all research-related interventions;
and (iii) the research remains active only for long-term follow-up of
subjects; or (b) where no subjects have been enrolled and no additional
risks have been identified; or (c) where the remaining research activities
are limited to data analysis.

(9) Continuing review of research, not conducted under an investigational new
drug application or investigational device exemption where categories of
research two (2) through eight (8) do not apply but the IRB has determined
and documented at a convened meeting that the research involves no
greater than minimal risk and no additional risks have been identified.

1.2 Definition of Minimal Risk

Minimal risk is defined as “...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...” 45 CFR 46.102 (i) and 21 CFR 56.102 (i)

1.3 Cautions

A. Activities listed in Section 1.1 are not deemed to be of minimal risk simply because
they are included on the list of eligible research. Inclusion on this list merely
means that the activity is eligible for review through the expedited review
procedure when the specific circumstances of the proposed research involve no
more than minimal risk to human participants.

B. Expedited review procedure may not be used where identification of the
participants and/or their responses would reasonably place them at risk of
criminal or civil liability or be damaging to the participants' financial standing,
employability, insurability, reputation, or be stigmatizing, unless reasonable and
appropriate protections will be implemented so that risks related to invasion of
privacy and breach of confidentiality are no greater than minimal. Furthermore,
the expedited review procedure may not be used for classified research
involving human participants.

1.4 Authority of the IRB Chairperson

The IRB Chairperson or designee may exercise all of the authorities of the IRB, except
that he/she may not disapprove the research. A research project may be disapproved
only after review by the convened IRB.

1.5 Notification of the IRB

When the expedited review procedure is used, the IRB office informs the Investigator
of the Chair’s expedited review decision including notification of the qualifying
category for expedited review. All IRB members are informed of the actions taken by
the IRB chairperson or designee at the next convened meeting as the meeting agenda
reflects those items approved under an expedited review. IRB discussion is limited
unless there are questions.

1.6 Documentation

If the study qualifies for expedited review, the IRB Chairperson or designee
documents his/her determination of risk.

The minutes include documentation of the studies that were reviewed via expedited
review and any issues resolved relating to questions that IRB members had
concerning the research reviewed.

1.7 Additional Items That May be Reviewed by the Chairperson or Designee

A. Conditional approval pending minor revisions, clarification: Revisions to consent
documents and other documentation or clarifications submitted as a result of full
IRB review and as a condition to final approval may be reviewed by the IRB
Chairperson or his/her designee. However, the convened IRB reviews responses
to requests that require judgments not allowable under the expedited review
procedure; i.e. responses to DSMB plans, major rewrites to the informed consent
document, rationale for the number or type of study participants being sought.

B. Initial review of serious adverse event and safety reports (SAES): The IRB
Chairperson, or designee, reviews summaries of safety reports and reports of
serious adverse events. If the IRB Chairperson determines that action is needed to
protect the safety of research participants due to the nature or frequency of
reported adverse events, he/she may take such action to the convened IRB or
designated Data Safety Monitoring Board subcommittee, which reviews the
adverse events and study in question to determine action, if any, by the IRB. If the
IRB Chairperson determines that the information reviewed in the SAEs poses an
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immediate threat to study participants, he/she may take immediate action such as
suspending enrollment or discontinuing study treatment.

C. Amendments: Amendments include revisions to the consent form, translations
of the consent form, advertisements, or minor changes to the previously approved
project that do not involve more than minimal risk to participants. Any protocol
revision that entails more than a minimal risk to the participants are reviewed by
the full IRB at a convened meeting.

D. Advertisements: The IRB Chairperson, or designee, may approve new or
revised recruitment advertisements or scripts.

E. Revisions to informed consent documents: Minor changes to informed consent
documents that do not affect the rights and welfare of study participants, or do not
involve increased risk or significant changes in study procedures may be reviewed
and approved by the Chairperson/designee.

F. Miscellaneous items: These items do not include amendments, adverse events
or continuing reviews but may include protocol deviations, discussion topics such
as an audit result, Investigator question or Investigator correspondence.
Miscellaneous items may be reviewed and approved by the IRB Chairperson or
designee if the item does not increase risks to participants.

2. SCOPE
These policies and procedures apply to all research submitted to the IRB(s) that qualifies for
expedited review.
3. APPLICABLE REGULATIONS AND GUIDELINES
Minimal Risk:
45 CFR 46.102 (Appendix I)
21 CFR 56.102 (Appendix C)
Expedited Review:
45 CFR 46.110 (Appendix )
21 CFR 56.110 (Appendix C)

FDA Information Sheets, Guidance for Institutional Review Boards and Clinical Investigators,
1998, Frequently Asked Questions (Appendix P)

OHRP Guidance Document, IRB Guidebook (Appendix M)
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INITIAL REVIEW - CRITERIA FOR IRB APPROVAL

1. POLICY

All research projects that intend to enroll human participants must meet certain criteria before
study-related procedures can be initiated. The criteria are based on the principles of justice,
beneficence and autonomy as discussed in the Belmont Report and are specified below. In
addition, certain other criteria that are unique to Rogers State University may apply and must
be met as well.

No Investigator has a right to conduct research within this institution. Rather, it is a privilege
granted by society as a whole and the Board of Regents of the University of Oklahoma in
particular.

The IRB evaluates each project on an individual basis in order to assess whether the
Investigator is providing all of the necessary services in an effort to protect the participant.
Such efforts may include research staff, social support services, counseling, ancillary care,
equipment, and training provided by the Investigator to external or internal entities involved in
the research project.

This assessment will be ascertained using the initial IRB application which includes the
protocol, outside IRB approval letters, letters of support, advertisements, and all other
supporting documents. The IRB will consult the Investigator for additional information
regarding necessary services.

During the course of review by the IRB, the research project will be evaluated to determine
whether it provides adequate resources to protect the rights and welfare of participants.

Specific Policies

1.1 Minimal Criteria for Approval of Research
In order for a research project to be approved, the IRB must find that:
A. Risks to participants are minimized:

= By using procedures that are consistent with sound research design and
which do not unnecessarily expose participants to risk, and

=  Whenever appropriate, by using procedures already being performed by
or on the participants for diagnostic or treatment purposes.

B.  Risks to participants are reasonable in relation to anticipated benefits, if any, to
participants, and the importance of the knowledge that may be expected to
result.

» |n evaluating risks and benefits, the IRB will consider those risks and
benefits that may result from the research (as distinguished from risks
and benefits of therapies that participants would receive even if not
participating in the research).

= The IRB will also consider a Data and Safety Monitoring Plan, if
applicable and suggest one to the Investigator, if applicable, to protect
participants.

C.  Selection of participants is equitable.

= The IRB should take into account the purpose(s) of the research, the
setting in which the research will be conducted and the
inclusion/exclusion criteria so that fair and equitable burdens and
benefits are maximized. The IRB should evaluate the recruitment
practices and also any payments to participants. The IRB should also be
particularly cognizant of the special problems of research involving
vulnerable populations, such as children, prisoners, pregnant women,
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handicapped, or mentally disabled persons, or economically or
educationally disadvantaged persons.

D. Informed consent/assent will be sought from each prospective participant or the
participant's legally authorized representative, in accordance with and to the extent
required by appropriate local, state and federal regulations.

E. Informed consent/assent will be appropriately documented as required by local,
state and federal regulations.

F. If the protocol has, or has the potential to have, higher levels of risk, the research
plan makes adequate provision for monitoring the data collected to protect
participants.

G. Where appropriate, there are adequate provisions to protect the privacy of
participants and to maintain the confidentiality of identifiable data.

H. When some or all of the participants, such as children, prisoners, pregnant women,
handicapped, or mentally disabled persons, or economically or educationally
disadvantaged persons, are likely to be vulnerable to coercion or undue influence
or for participants found at international sites, additional safeguards have been
included in the study and in the IRB review process, to protect the rights and
welfare of these participants.

IRB NOTE: This may apply in some instances to students in courses where they
are subjects.

I. Studies are reviewed at periods appropriate to the degree of risk research
participants are exposed to due to their participation in the study, but at least
annually.

1.2 Other Criteria

The IRB may require verification of information submitted by an Investigator. The need
to verify any information will be determined by the IRB at a convened meeting or at the
discretion of the Expedited reviewer. The purpose of the verification will be to provide
necessary protection to participants when deemed appropriate by the IRB.

The criteria used to determine whether third-party verification is required may include:

= Investigators that conduct studies that involve a potential high risk to
participants,

= Studies that involve vulnerable populations,

= |nvestigators who conduct studies that involve large numbers of participants,
and

= |nvestigators selected at the discretion of the IRB.

Projects that need third party verification, from sources other than the Investigator that no
material changes have occurred since previous IRB review was determined, will have
such assessment performed as necessary.

1.3 Reliance on Other IRBs for Review and Approval of Research Conducted Rogers
State University.

Under authority granted by the RSU IRB, may enter into joint review arrangements, rely
upon the review of another qualified IRB, or make similar arrangements for avoiding
duplication of effort as allowed and upon modification of the institutional Federal-wide
Assurance agreements (FWA). For example, projects determined to have a conflict of
interest, IRB review may be waived and delegated to Western Institutional Review
Board (WIRB).
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1.4 Review of Research Conducted by Persons Carrying Appointments from Rogers
State University at non-University facilities.

Research carried out by individuals with Rogers State University affiliations impacts the
University, even if it is not conducted at University facilities. Any individual, who has a
University appointment, whether full or part-time, salaried or voluntary, as staff or
faculty member, is required to notify the appropriate IRB of his/her plans to conduct
research. The IRB Chairperson, or designee, shall review such activities and determine
whether the rights and safety of the participants have been adequately considered by
another IRB. If no IRB review has taken place, or if the IRB Chairperson (or designee)
has sufficient concerns about the study, the research should not proceed until those
concerns have been adequately addressed by the IRB Chairperson or the convened
IRB. A copy of the annual review and approval of the research provided by an outside
IRB shall be provided to the IRB, until the study is closed.

1.6 Length of Approval

Once approved by the IRB, the IRB must determine the appropriate length of the
approval. This is the maximum number of days that the IRB feels is appropriate for the
study to continue without full review of the research. Federal regulations do not allow
for this approval period of time to exceed 365 days.

1. If the IRB determines that the risk to participants is appropriate based on the
procedures outlined in the protocol and that the majority of potential risks is
currently known, then approval will be granted not to exceed one year.

2. If the IRB determines that the study involves a high degree of risk and/or the
stage of the research is such that many of the potential risks are not yet known,
then approval may be granted for a shorter amount of time. The duration of
approval will vary depending on the type of study, the projected enrollment, the
study population, etc. The duration of approval and research for such
determination will be noted in the IRB minutes. The IRB will also require that an
appropriate data safety monitoring system is in place.

3. Certain types of research will not fit clearly into one of the above categories.
These may include Phase | research studies, special treatment IND
(Investigational New Drug) protocols where the purpose is to provide
compassionate treatment, or other types of research where approval for a certain
period of time would not be appropriate to assure that appropriate continuing
review is conducted. In these cases, the IRB will grant approval for enroliment of
a specific number of participants (not to exceed a certain period of time) prior to
continued enrollment. These specific conditions and reasons for limitations will
be noted in the IRB minutes and communicated to the Investigator.

1.7 Scientific Review

1. All cancer-related studies may require outside consultation prior to submission
to the IRB.
2. The Institution will utilize the expertise and knowledge of the IRB to review
proposed research for either scientific merit or scholarly review for the following
human research activities:
a. Studies that are not cancer related,
b. All other research projects that require scientific merit or scholarly
review.

Scientific or scholarly review of proposed research activities by the IRB will be
assessed for merit using a scientific review checklist. Comments and
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recommendations by the IRB will be made in writing to the Principal Investigator.
When necessary, the IRB will obtain additional expertise from a consultant(s).
Such a consultant will be independent of both the investigator and the protocol.

2. SCOPE

These policies and procedures apply to all IRB staff and IRB members and to research
submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46.111 (Appendix I)
21 CFR 56.108, 56.111 (Appendix C)
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CONTINUING REVIEW

1. POLICY

The IRB conducts continuing review of research taking place within its jurisdiction at intervals
appropriate to the degree of risk. Periodic review of research activities is necessary to
determine whether approval should be continued or withdrawn. All research involving human
participants must be reviewed no less than once per year.

IRB approval may be withdrawn at any time if warranted by the conduct of the research. The
regulations authorize IRB to establish procedures for the concurrent monitoring of research
activities involving human participants.

IRB approval for the conduct of a research project may be revoked if the risks to the
participants are determined to be unreasonably high, for example, more than an expected

number

of adverse events, unexpected serious adverse events; Investigator and/or research

staff has not completed the education requirements or evidence that the Investigator is not
conducting the investigation in compliance with IRB or Institutional guidelines.

Such findings may result in more frequent review of the research project to determine if
approval should be withdrawn or enroliment stopped until corrective measures can be taken or
the research project terminated.

Specific Policies

1.1 Determining Appropriate Interval for Continuing Review

The IRB conducts continuing review of research projects for purposes of renewal of
the IRB approval period, at intervals appropriate to the degree of risk, which is
determined at the initial review, but not less than once per year. “Not less than once
per year" means that the research must be reviewed and approved on or before the
one-year anniversary of the previous IRB review date, even though the research
activity may not have begun until some time after IRB granted approval.

Investigators or qualified designees are required to submit a periodic report prior to the
expiration of the research project or as specified by the IRB, but at least once per
year.

1.2 Extensions of Approval Period

There is no grace period extending the conduct of the research beyond the expiration
date of IRB approval. Extensions beyond the expiration date are not granted. If the
IRB Application for Continuing Review (Progress Report) and other supporting
documents are not received as required, the Investigator must stop enrollment and
research project activities until the Continuing Review is reviewed and approved. The
IRB notifies the Investigator to stop research project activities.

However, if the Investigator is in communication with the IRB, the Continuing Review
Report or other report is forthcoming, and in the opinion of the IRB Chairperson,
participants in the research project would suffer a hardship if medical care were
discontinued, appropriate medical care may continue beyond the expiration date of the
IRB approval for a reasonable period of time. However, new participants cannot be
enrolled.

The IRB addresses on a case-by-case basis those rare instances where failure to
enroll new participants would seriously jeopardize the safety or well being of an
individual. Prospective research data cannot be collected nor can research-related
procedures be performed until a Continuing Review Report is reviewed and approved.

1.3 Continuing Review Criteria

Continuing review must be substantive and meaningful. When considering whether or
not to renew a research project, the IRB revisits the same criteria used to grant initial
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approval. Therefore, the IRB (or the reviewers for protocols reviewed under an
expedited procedure) must determine that:

*» The risks to participants continue to be minimized and reasonable in relation to
the anticipated benefits;

* The selection of participants continues to be reasonable in relation to
anticipated benefits;

* Informed consent continues to be appropriately documented;

* Provisions for safety monitoring of the data are adequate;

* Protections for the privacy of participants and confidentiality of identifiable data
are adequate, and

 Safeguards for vulnerable populations are appropriate;

* The Investigator is providing all of the necessary services to conduct the
research project;

Because it may be only after research has begun that the real risks can be evaluated
and the preliminary results used to compute the actual risk/benefit ratio; the IRB can
then determine whether or not the research project can be renewed at the same
risk/benefit ratio, or if new information has changed that determination.

In order to determine the status of the research project, the following is revisited:

1.3.1 Consent document: each member of the IRB shall review the currently
approved consent document to determine that the information is still accurate
and complete. Any significant new findings that may relate to the participant’s
willingness to continue in the research project should be provided to the
participant in an updated consent document or discussed with the participant.

1.3.2 Current approved protocol including any amendments to the protocol since
initial review: each member of the IRB shall receive the currently approved
protocol including any amendments previously approved by the Board.
Amendments and changes to a research protocol are submitted as generated
during the course of the research project.

1.3.3  Application for Continuing Review: all IRB members receive a Continuing
Review report prepared and submitted by the Investigator along with the
number of participants entered to date and since the last review. The
Continuing Review report summarizes:

= serious adverse event experiences,
= any unanticipated problems involving risks to participants or others,

= any withdrawal of participants from the research or complaints about
the research,

= asummary of any relevant recent literature,

» interim findings and amendments or modifications to the research
since the last review,

= any relevant multi-center trial report, any other relevant information,
especially information about risks associated with the research,

= acopy of the current informed consent document, and
= areassessment of the risk-to-benefit ratio.

1.4 Possible Outcomes of Continuing Review
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As an outcome of continuing review, the IRB may require that the research be
modified or halted altogether. If it is recommended that the research project be
terminated or suspended, the IRB addresses and describes how the Investigator will
proceed with termination taking into account the rights and welfare of the current
participants (if applicable). The IRB may need to impose special precautions or relax
special requirements it had previously imposed on the research project.

1.5 Expedited Review for Renewal

A research project that was originally reviewed using the expedited review procedure
may receive its continuing review on an expedited basis. Additionally, a research
project that was reviewed by the convened IRB that is permanently closed to new
enrollment, or remains open only for data analysis may be reviewed using an
expedited review.

The IRB Chairperson or designee conducts the review on behalf of the full IRB using
the same criteria for renewal as stated in section 1.3 of this policy. If the reviewer
determines that there has been a change to the risks or benefits, he or she may refer
the research project to the convened IRB for review.

2. SCOPE

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.108,111 (Appendix C)
45 CFR 46.111 (Appendix I)
OHRP Guidance on Continuing Reviews, July 11, 2002 (Appendix U)
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AMENDMENTS

1. POLICY

Any modifications or changes to the previously approved research project such as changes
to the inclusion/exclusion criteria, study population, study procedures or consent process,
requested by the investigator or sponsor, must be approved by the IRB before the changes
are implemented. Such modifications or changes are also known as amendments.

Specific Policies
1.1 Definitions of Minor Modifications

Modifications that do not materially affect an assessment of the risks and benefits of the
study or substantially change the specific aims/design of the study are considered minor
and qualify for expedited review. Examples of minor modifications include, but are not
limited to:

+ Addition of research activities that would be considered exempt or expedited if
considered independent from the main research protocol;

* Minor increases or decreases in the number of participants;
» Narrowing or broadening the inclusion criteria;

» Changing the dosage form (i.e. tablet to capsule or oral liquid) of an
administered drug provided that the dose and route of administration remains
constant.

* Decreasing the number of biological sample collections, provided that such a
change does not affect the collection of information related to safety evaluation.

* Increasing or decreasing the number of study visits, provided the decrease
does not affect the collection of information related to safety evaluations;

» Changes in remuneration;

» Changes to improve the clarity of statements or to correct typographical errors,
provided that such a change does not alter the content or intent of the statement;

« Addition or subtraction of qualified investigators and/or study sites;

» Minor changes specifically requested by any other campus-based university
committee that has jurisdiction over research.

1.2 General Provisions

Changes in approved research, during the period for which approval has already been
given, may not be initiated without prior IRB review (full, expedited review, or exempt as
appropriate) and approval, except where necessary to eliminate apparent immediate
hazards to human participants.

Investigators must submit requests for changes to the IRB in writing. Upon receipt of the
protocol change, the IRB Chairperson or designee determines if the revision meets the
criteria for minimal risk. If the change represents more than a minimal risk to participants,
it must be reviewed and approved at a convened meeting of the appropriate IRB. Minor
changes, involving no more than minimal risk to the participants, are reviewed by the
expedited review procedure. (SOP 402)

Modification requests must be submitted by completing an IRB Protocol Modification
Form. Documentation should be included with the completed form indicating the
requested revision(s) and must clearly outline the requested revision(s).

In evaluating the IRB Protocol Modification Form and the documentation, the IRB
chairperson or designee considers expedited review or full Board review. Expedited
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review will be utilized for amendments involving minor, or minimal risk, revision(s). Full
Board review is required for any major, controversial, or questionable revision(s).

1.3 Other Criteria
The IRB may require verification of information submitted by an Investigator. The purpose
of verification is to provide necessary protection to participants when deemed appropriate
by the IRB.
2. SCOPE

These policies and procedures apply to all HSRP program staff, Investigators and research
staff and IRB members.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46.109 (Appendix 1)
21 CFR 56.109 (Appendix C)
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ADVERSE EVENT REPORTING

1. POLICY

The HSRP program requires that adverse events involving risks to participants and others
are appropriately reported to the Institutional Review Board (IRB). This policy establishes the
guidelines for reporting adverse events involving risks to participants or others to the IRB, to
the institutional official, sponsors, regulatory agencies, and research participants as
appropriate.

Investigators must report to the IRB any adverse events involving risks to participants or
others within the appropriate timeframe outlined below under specific policies. The primary
responsibility for compliance with this policy rests with the Investigator.

DEFINITIONS

Serious Adverse Event: Any adverse event that results in any of the following outcomes:

1. Death or event that is immediately life-threatening
2. Permanently disabling event

3. Event that necessitates inpatient hospitalization or prolongs inpatient
hospitalization

4. Event that results in cancer or congenital anomaly

5. Event that requires medical or surgical intervention to prevent one of the
outcomes listed in this definition Example: Bronchospasm requiring intensive
treatment in an emergency room or at home.

6. Event that is considered by the Investigator to be medically significant.

Unanticipated Adverse Device Event: Any unanticipated adverse event related to the
investigational intervention regardless of severity.

Specific Policies
1.1 Reporting Requirements to the IRB
1.1.1. Local Serious Adverse Events. All serious adverse events occurring locally must
be reported to the IRB by completing the Local Adverse Event Report. This

report must be completed and submitted to the IRB within 4 working days of the
Investigator learning of the event.

If a death occurs as a direct consequence of participation in a study, it must be
reported to the IRB within 1 working day of the Investigator learning of the
event.

1.1.2. Unanticipated Adverse Device Events. All unanticipated adverse device events related to
the investigational intervention must be reported to the IRB, regardless of
severity. An investigator is required to submit the event to the IRB by completing
the Local Adverse Event Report for any unanticipated adverse device event
occurring during an investigation as soon as possible, but no later than 10
working days after the investigator first learns of the event.

1.1.3. Adverse Events at External Sites. Adverse events in multi-center trials are required
to be reported to the IRB as soon as possible but no later than 15 calendar days
from the time the Investigator receives notification of the event. The event(s)
must be accompanied by a cover letter listing each event and contains the IRB
number, name of the study protocol, and the name of the investigator.

1.1.4. Inactivated Studies. An inactivated study means that all data collection,
interventions, follow-ups, and analysis are completed and a final report and
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request for inactivation has been submitted and approved by the IRB. Adverse
events do not need to be reported on inactivated studies, unless the investigator
learns there is a problem that could affect previously enrolled participants. For
such cases, the IRB may recommend that the Investigator inform participants of
the new information.

1.1.5. Unanticipated Problems. Unanticipated problems are any unforeseen
event or events that may involve risks or affect the study or welfare of
participants or others, or that may affect the integrity of the research.

1.1.5.1 Example of Unanticipated Problem:

An injury to a research staff member while conducting study related
procedures (i.e. research coordinator inadvertently exposed to a low
level of radiation during a study)

Refer to SOP 407, Unanticipated Problems and Protocol Deviations for reporting
details. The IRB may determine that an Unanticipated Problem requires
additional reporting of a Local Adverse Event Report.

1.2 Reporting Requirements to Others
1.2.1. Sponsor and DSMB. Investigators are required to report to the applicable sponsor
and data safety monitoring board (DSMB):

1.2.1.1 All serious adverse events occurring locally as soon as possible, but no
later than 15 working days after the investigator first learns of the
event.

1.2.1.2 All unanticipated adverse device events related to an investigational
intervention as soon as possible, but no later than 10 working days
after the investigator first learns of the event.

1.2.2. U.S. Food and Drug Administration (FDA). An investigator/sponsor holding an
IND/IDE must comply with the reporting requirements of the FDA under 21 CFR
312.32 (c) and 21 CFR 812.150 (b)(1) for serious adverse events and
unanticipated device events related to the investigational intervention.

1.2.3. Research Patrticipants. The IRB may require the Investigator to re-consent current
participants based on the information provided in the Local Adverse Event
Report.

1.3. Reporting Requirements of the IRB

1.3.1. The IRB promptly reports to the appropriate institutional official, the Office
for Human Research Protections (OHRP), and the FDA any unanticipated
problems involving risks to participants or others.

1.4. Review by the IRB

1.4.1 The IRB reviews at a convened meeting all locally occurring adverse events and
unanticipated adverse device events related to the investigational intervention.
The IRB will consider one or more of the following:

* No action

» Request for additional or follow-up information from the Investigator

» Suspension of the study to new enroliment until risks have been minimized
» Modification of the study protocol

» Modification of the continuing review schedule

» Modification of the consent form

* Requirement for current participants to re-consent for continued
participation

* Requirement for additional information about the event to be provided to
current participants when such information may affect their willingness to
continue participation
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2. SCOPE

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.113, 310.305, 312.32, 314.80, 600.80, 812.3, 812.150(a)(1) (Appendix C)
45 CR 46.113 (Appendix I)
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UNANTICIPATED PROBLEMS AND PROTOCOL DEVIATIONS

1. POLICY

The Institutional Review Board (IRB) requires Investigators to promptly report any
unanticipated problem that involves risks to participants or others. Unanticipated problems are
any unforeseen event or events that may involve risks or affect the study or welfare of
participants or others, or that may affect the integrity of the research. These events can occur
in both biomedical and social/behavioral research. Generally, the type of risks involved in
these events can be physical, emotional, social, financial, or legal. They may directly involve
individuals participating in the research study or individuals indirectly involved as part of the
research team, which may or may not affect the integrity of the study.
Also, the Institutional Review Board (IRB) requires Investigators to promptly report protocol
deviations. Protocol deviations are events that are a departure from the specific protocol
procedures approved by the IRB. Protocol deviations may or may not place participants at
risk.
Specific Policies
1.1 Unanticipated Problems and Protocol Deviations
Unanticipated problems are reported to the IRB by the Investigator explaining the
occurrence and if applicable an explanation as to how to avoid future occurrences. If
other entities are involved, it is the responsibility of the Investigator to notify them of the
occurrence. The event will be reviewed by an IRB Chairperson, sent to the convened
IRB for review if deemed necessary by the IRB Chairperson, and assessed for
necessary action that may need to be taken. The range of actions may include
revisions to the protocol, audit of the research site, initiation of a schedule of continuing
review that is more frequent than an annual basis or additional protective procedures
requested by the IRB (i.e. observation of the informed consent process).
It is within the authority of the IRB to institute IRB site visits to promote
Investigator/clinical team integrity if the IRB receives an excessive number of
unanticipated problems or protocol deviations, or if the IRB independently suspects
noncompliance or improprieties on the part of the Investigator and/or clinical team.

Examples of Unanticipated Problems:

* An injury to a research staff member while conducting study related procedures
(i.e. research coordinator inadvertently exposed to a low level of radiation
during a study).

* Loss of a participant’s research records that contain private health information,
which poses a breach of confidentiality.

Examples of Protocol Deviations:
« Participants who have been enrolled in a research project but failed to meet all
of the inclusion criteria.

* Participants who sign an outdated or unapproved version of the informed
consent document.

« Participants who are seen outside of the timeframe as specified by the protocol.

* Incorrect dosage of the drug administered to the participant.

2. SCOPE

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
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45 CFR 46.103,109 (Appendix I)
21 CFR 56.108,109 (Appendix C)
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STUDY COMPLETION

1. POLICY

The completion or termination of a study is a change in activity and therefore must be
reported to the IRB. A notice of closure to the IRB is used by the IRB to close its files but
more importantly to provide pertinent information to the IRB in its evaluation and approval of
related studies. Completion or termination of a study may be reported to the IRB on a Final
Closure Report or the Application for Continuing Review.

Specific Policies
1.1 Determining When a Project May be Closed

A. Investigator initiated protocols may be closed when individually identifiable follow-
up data are no longer being collected on participants and analysis that could indicate
new information has been completed.

B. Multi-site industry studies may be closed when the Investigator submits his/her final
report.

1.2 Final Closure Reports Defined
A. Final Closure Reports

Final closure reports should be submitted within thirty (30) days after completion
or termination of the study. The IRB Chairperson reviews all reports of study
completion and, if needed, requests further information from the Investigator to
clarify any questions that arise.

B. Continuing Reviews Submitted as Final Closure Reports

The continuing review form may also represent an avenue for final closure. This

form requests specific information from the investigator and should be submitted
accordingly.

2. SCOPE

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.108, 56.109 (Appendix C)
45 CFR 46.103, 46.109 (Appendix I)
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CATEGORIES OF ACTION

1. POLICY

As a result of its review, the IRB may decide to approve or disapprove the proposed research
activity, or to specify modifications required to secure IRB approval of the research activity.
Except when the expedited review procedure is used, these actions will be taken by a vote of
a majority of the members present, except for those members present but unable to vote in
accordance with IRB's conflict of interest policies. When reviewed via expedited review, the
IRB Chairperson or designee can take any of the following actions except to disapprove a
study.

Specific Policies
1.1 Determinations

The IRB may make one of the following determinations as a result of its review of research
submitted for initial review or for continuing review:

A. Approval: Protocol and accompanying documents are approved as submitted.
Final approval commences on the day the study is approved by an action of the
convened IRB or IRB Chairperson or designee and expires within one (1) year of the
meeting date that the project was approved or contingently approved.

The conditions for continued approval, and the time frame (if any) within which they
must be are clearly stated in the approval letter. If the conditions of the approval are
not met, approval may be withdrawn.

B. Contingent Approval: Specific modification of a protocol or accompanying document(s)
is required. Changes are voted upon during the IRB meeting, as well as the terms of
approval. Specific changes are clearly outlined by the IRB. The Investigator is
informed in writing of the required changes and/or requested information; the
Investigator must provide the IRB with the changes or information before final
approval is granted.

The IRB Chairperson or his/her designee has the authority to review the submitted
information via expedited review unless the IRB requires or the IRB Chairperson
decides that the material or information be reviewed by the convened IRB, the
primary reviewer or another individual delegated by the IRB to review the response.
Upon satisfactory review, approval is issued as of the date that the requested
information or materials are approved. However, the expiration date of IRB approval
is based on the date of the initial IRB review.

Participants must not be recruited into the study until final approval has been issued.

C. Deferral: Significant questions are raised by the proposal or the information provided is
inadequate to assess risk/benefit ratio requiring its reconsideration by the convened
IRB after additional substantive information is received from the Investigator and/or
Sponsor. The Investigator is informed in writing of the IRB’s concerns and requests
for additional information. The investigator is given the opportunity to respond to the
IRB with the changes or information.

D. Disapproval: The proposal fails to meet one or more criteria used by the IRB for
approval of research. Disapproval cannot be given through the expedited review
mechanism and may only be given by majority vote at a convened meeting of the
IRB. The Investigator is informed in writing of the IRB’s concerns and requests for
additional information. The investigator is given the opportunity to respond to the IRB.
Disapproval of a study by the IRB cannot be overturned by the University
administration.

2. SCOPE
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These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.109, 56.111, 56.113 (Appendix C)
45 CFR 46.109 (Appendix I)
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STUDY RECRUITMENT AND ADVERTISEMENTS

1. POLICY Generally, the IRB discourages Investigators from enrolling themselves, his/her
students, or his/her employees in the Investigator's own studies, but will review such
situations on a case-by-case basis. The IRB considers the degree of risk, likelihood of
benefit, and protections from coercion or undue influence in deciding whether to allow such
recruitment. Recruitment of the Investigator, his/her students, or his/her employees is not
allowed unless specifically approved by the IRB.

The IRB does not allow bonus payments to Investigators or study personnel as incentives for
participant recruitment.

Potential research participants may be identified through any of the following methods:

Private Medical Information: Common resources for identifying potential research
participants are to review medical records, clinical databases, patient registries, and
psychosocial screening databases. These resources allow the Investigator to review records
and identify eligible participants. The IRB/Privacy Board reviews and approves all such
methods of obtaining private medical information prior to initiation.

Referring Physicians: Referrals from treating physicians can be useful in identifying
potential research participants. Referring physicians who have been provided with general
information about a research project may inform their patients that a research project is
available and provide the patients with contact information to learn more about the project
and whether they might be eligible.

Advertisements: The IRB and the FDA considers direct advertising for study participants to
be the start of the informed consent and participant selection process. Direct advertising for
research participants, (i.e. advertising that is intended to be seen or heard by prospective
participants to solicit their participation in a study), is not in and of itself, an objectionable
practice.

Direct advertisements that are intended for prospective participants include, but are not
limited to the following:

o Newspaper

o Radio

oTV

o Bulletin boards

o Posters

o Flyers

o0 Emails

Direct advertisements do not include: participant or Investigator interviews, communications
intended to be seen or heard by health professionals, such as ‘Dear Doctor’ letters (or
communication with other types of practitioners for the purpose of soliciting assistance in
identifying research participants), and doctor-to-doctor letters (even when soliciting for study
participants), news stories or publicity intended for other audiences such as financial page
advertisements directed toward prospective investors.

Direct advertisements may be reviewed and approved by the IRB as part of the package for
initial review, or as a protocol modification at a later time.
Specific Policies

1.1 IRB Review of Study Recruitment Methods and Advertisements
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1.1.1 The IRB review reviews study recruitment methods and advertisements prior to
their use by the researcher, usually as part of the initial review and approval of
the research project. It is the responsibility of the Investigator to include
recruitment methods in the IRB application and submit the proposed
advertisements at the time of the initial submission or as a modification of an
approved protocol. All such documents must be reviewed and approved prior to
use in the recruiting process.

1.1.2 The IRB must review direct advertising to assure that it is not unduly coercive and
doesn’t overstate the potential benefits of the research beyond what is outlined in
the consent and the protocol. This review is especially critical when a study may
involve participants who are likely to be vulnerable to undue influence.
Advertisements should be limited to the information necessary for potential
participants to make an informed decision.

1.1.3 When direct advertisements are not included in the initial project plan and are not
submitted to the IRB at the time of initial submission, but the Investigator later
decides to advertise for participants, the direct advertisements must be submitted
to the IRB as an amendment to the ongoing research project.

1.2 Advertisements to recruit participants should be limited to:

1.2.1 The individual name or specific office or department and the accurate
address and telephone number of the Principal Investigator as well as the
location of the research and the person to contact for further information;
1.2.2 Wording that effectively communicates the purpose of the research, and in
summary form the eligibility criteria that will be used to admit participants into the
study; and
1.2.3 A straight-forward and truthful description of the benefits (payments or free
treatment is not to be overstated or the main focus) to the participant from
participation in the study and the duration of the study and treatment.
1.2.4 When appropriately worded, the following items may be included in
advertisements.
a. The name and address of the principal investigator and/or research facility;
b. The condition being studied and/or the purpose of the research;
c. In summary form, the criteria that will be used to determine eligibility for
the study;
d. A brief list of participation benefits, if any;
e. The time or other commitment required of the participants; and
f. The location of the research and the person or office to contact for further
information.
1.3 Advertisements to recruit participants should not:
1.3.1 Mislead patrticipants;
1.3.2 Claim, either explicitly or implicitly, that the drug or device is safe or
effective for the purpose under investigation, or that the drug or device is in any
way equivalent or superior to any other drug or device;
1.3.3 Imply the research or investigator has a unique or special skill, remedy or
treatment;
1.3.4 Should not promise “free medical treatment,” when the intent is only to say
participants will not be charged for taking part in the investigation.
Advertisements may state that participants will be paid, but should not
emphasize the payment or the amount to be paid, by such means as larger or
bold type.
1.3.5 Include monetary amounts as rewards or inducements to participate (it
may, however, mention there will be compensation for the participant’s time or
travel).

1.4 All Advertisements
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All advertisements should contain a statement that Rogers State University is an equal
opportunity employer.

2. SCOPE

These policies and procedures apply to all advertisements that pertain to human participant
research.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
21 CFR 56 (Appendix C)

FDA Information Sheets-Guidance for Institutional Review Boards and Clinical Investigators,
1998 Update (Appendix P)
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SPECIFIC REVIEW CONSIDERATION

SPECIAL POPULATIONS

1. POLICY

The IRB approves research that involves special populations that is of minimal risk or that
benefits these populations directly. The extent of protection considered by the IRB depends
upon the risk of harm and the likelihood of benefit. The IRB gives special consideration to
recruitment methods, oversight of the consent process, and the participant’s capacity to
consent. The judgment that any individual lacks autonomy is periodically reevaluated and
varies in different situations.

The IRB may invite members or consultants with special expertise and related competency to
participate in the review.

IRB minutes document that the IRB made the findings required in 45 CFR 46 Subparts B, C,
& D.

The inclusion of research participants from vulnerable populations does not, in and of itself,
necessitate review by the convened IRB. The level of risk involved must be considered in
making this determination. For example, research involving children that poses minimal risk
may be expedited under 45 CFR 46.404.
Special populations include:

* Pregnant Women, Fetuses, & Neonates

* Children

* Cognitively Impaired Persons

* Prisoners

» Traumatized and Comatose Patients

* Terminally Ill Patients

* Elderly/Aged Persons

* Minorities (e.g. Native Americans)

« Students, Employees, and Healthy Volunteers

» Economically or Educationally Disadvantaged Persons.

Specific Policies
1.1 Prisoners

1.1.1 If an Investigator indicates in the study submission that prisoners will participate
in the research, or that participants may reasonably be expected to be
incarcerated at some time point during the study, the following additional
requirements apply to IRB review of the project:

A. Local regulations: In addition to meeting federal regulations, the project
must comply with local and state requirements for inclusion of prisoners
as participants.

B. IRB composition: A majority of IRB members will have no association with
the prison(s) involved; and at least one member shall be a prisoner or
prisoner advocate with appropriate background and experience to serve
in that capacity.

C. Additional duties where prisoners are involved: The IRB may approve
research involving prisoners only if it finds that the following conditions
are met:
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1. The research falls into one of the following categories:

i. Study of the possible causes, effects, and the processes of
incarceration, and of criminal behavior, provided that the
study presents no more than minimal risk and no more than
inconvenience to the participants;

ii. Study of prisons as institutional structures or of prisoners as
incarcerated persons, provided that the study presents no
more than minimal risk and no more than inconvenience to
the participants;

iii. Research on conditions particularly affecting prisoners as a
class (e.g., vaccine trials on hepatitis which is more
prevalent in prisons) provided that the Secretary, HHS, or
designee has published notice in the Federal Register of its
intent to approve such research;

iv. The research under review involves solely research both
innovative and accepted practices, which have the intent and
reasonable probability of improving the health and well being
of the participant. In cases where prisoners may not benefit
from the research because they are assigned to a control
group in a manner consistent with the protocol approved by
the IRB, the study may proceed only after the HHS
Secretary has consulted with experts and has published
notice in the Federal Register of its intent to approve such
research.

2. Any possible advantages accruing to the prisoner through participation in
the research, when compared to the general living conditions, medical
care, quality of food, amenities, and opportunity for earnings in prison,
are not of such a magnitude that the prisoner's ability to weigh the risks
and benefits of the research in the limited-choice environment of the
prison is impaired.

3. The risks involved in the research are commensurate with risks that would
be accepted by non-prison volunteers.

4. Selection procedures within the prison are fair to all prisoners and immune
from arbitrary intervention by prison authority or prisoners. Unless the
Investigator provides the IRB justification in writing for following some
other procedures, control participants must be selected randomly from
the group of eligible prisoners for the research project.

5. Any information given to participants is presented in language that is
appropriate for the participant population.

6. Adequate assurance exists that parole board(s) will not take into account a
prisoner’s participation in the research in making decisions regarding
parole, and each prisoner is clearly informed in advance that
participation in the clinical investigation will have no effect on his/her
parole.

7. Where there is need for follow-up examination or care of participants after
the end of their participation in the research, while the participants are
still prisoners, adequate provision is made for such examination or care,
taking into account the varying lengths of prison sentences, and for
informing participants of this fact.

48



1.1.2. If the IRB makes a determination that the study meets the criteria in section
1.1.1, the determination is documented as required, and a copy of the research
proposal is sent to the Prisoner Research Contact Person at OHRP.

The study cannot be initiated unless OHRP determines that the proposed
research involves at least one of the categories of research permissible under
45 CFR 46.306(a)(2), and if so, which one.

1.1.3 When Participants Become Prisoners During a Research Protocol

This policy applies when any human participant in a research protocol
becomes a prisoner at any time during the study, e.g., after the research has
commenced. This application is necessary because it is unlikely that review of
the research and the consent document contemplated the constraints imposed
by the possible future incarceration of participants.

« If a participant becomes a prisoner after enrollment in research, all
research interactions and interventions with, and obtaining identifiable
private information about the participant must cease. The principal
investigator is responsible for reporting this situation in writing to the IRB
immediately upon learning of the incarceration. In special circumstances
in which the principal investigator asserts that it is in the best interests of
the participant to remain in the research study while incarcerated, the
IRB Chairperson may determine that the participant may continue to
participate in the research until the requirements of Subpart C are
satisfied.

* At the earliest opportunity after receiving the investigator’s notice or
otherwise becoming aware of the incarceration of a participant, the IRB
reviews the protocol again with a prisoner representative as a member of
the IRB. The IRB should take special consideration of the conditions of
being a prisoner.

* Upon this review, the IRB can either (a) approve the involvement of the
prisoner-participant in the research in accordance with this policy or (b)
determine that this participant must be withdrawn from the research.

« Additionally, the IRB should confirm that, when appropriate, the
informed consent includes information regarding subsequent
incarceration which may result in termination of the participant’s
participation without regard to the participant’s consent.

1.2 Children

1.2.1 The special vulnerability of children makes consideration of involving them as
research participants particularly important in the deliberations of the IRB. In
order to safeguard their interests and to protect them from harm, ethical and
regulatory considerations are in place for reviewing research involving children.
At the same time, the IRB recognizes the importance of conducting
scientifically sound and ethically designed studies in this population.

Two factors support clinical research in children.
Children differ markedly from both animals and adults, and therefore,
these models cannot substitute as alternatives to testing in children.

Lack of appropriate research in children will increase their risk of harm
from exposure to practices and treatments untested in this population. In
addition, new therapies could not be developed for diseases that
specifically affect children.
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1.2.2 Research in children requires that the IRB consider the following when
reviewing research in a pediatric population.

Probable risks

Associated discomforts
Possible benefits

Determination of probable risks and associated discomforts: Procedures that
usually present no more than minimal risk to a healthy child include:
urinalyses, obtaining small blood samples, EEGs, allergy scratch tests, minor
changes in diet or daily routine, and/or the use of standard psychological or
educational tests. The assessment of the probability and magnitude of the
risk, however, may be different in sick children and vary depending on the
diseases or conditions the participants have. For example, obtaining blood
samples from a hemophiliac child may present more than minimal risk to the
child. On the other hand, IRBs may consider that children suffering from
chronic illnesses who are accustomed to invasive procedures are placed at
minimal risk by involvement in similar research procedures, in contrast to
children who have not had such experiences. The IRB must also consider
the extent to which research procedures would burden any child, regardless
of whether the child is accustomed to the proposed procedures.

Procedures that exceed the limits of minimal risk may be difficult to define in
the abstract, but should not be too difficult to identify on a case-by-case
basis. Riskier procedures might include biopsy of internal organs, spinal taps,
or the use of drugs whose risks to children have not yet been established.
Behavioral interventions likely to cause psychological stress may also
exceed minimal risk.

Determination of possible benefits: In assessing the possible benefits of
research intervention, the IRB considers the variability in health statuses
among potential participants. For example, a potential participant might be a
normal, healthy child, or a child who has been exposed to a disease or a
toxin (e.g., meningococcus or lead) where it is known that a percentage of
the children exposed will actually experience untoward consequences. A
child may also be in an early state of disease, e.g., an HIV-infected child, or
may actually suffer from disease or other significant medical condition. Thus,
the IRB must take into account the current health status of a child and the
likelihood of progression to a worsened state without research intervention.

1.2.3. Wards of the State: The special protections for children set forth in Subpart
D include additional limitations on some research involving children who are
wards of the state or any other agency, institution, or entity. Where the
research involves greater than minimal risk to the participants with no
prospect of direct benefit to individual participants (45 CFR 46.406), or
requires HHS Secretarial approval (45 CFR 46.407), the research must
either be related to their status as wards, or else be conducted in schools,
camps, hospitals, institutions, or similar settings in which the majority of
children involved as participants are not wards (45 CFR 46.409). The IRB
requires, for each child who is a ward, appointment of an advocate in
addition to any other individual acting on behalf of the child as a guardian.

1.2.4. The IRB is particularly concerned with the involvement of HIV-infected
children who are in foster care, but who are also not wards. Many of these
children are from racial or ethnic minorities. The IRB gives special attention
to groups of children such as these who, while they need special protections,
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should not be denied the opportunity to participate in research that may
potentially benefit them.

1.2.5. When institutionalized children are involved in research, the IRB does not
allow the institutionalized children to be included as participants simply
because of their availability to the investigator.

1.2.6. Determination of Risk: Federal regulations require the IRB to classify research
involving children into one of four categories and to document the discussions
of the risks and benefits of the research study. The minutes document how the
research protocol meets the required criterion.

The four categories of research involving children based on degree of risk and
benefit to individual participants are as follows:

1. Research not involving greater than minimal risk. (46.404)

2. Research involving greater than minimal risk, but presenting the
prospect of direct benefit to individual participants.(46.405)

Research in this category is approvable provided: (a) the risk is justified by
the anticipated benefit to the participant; and (b) the relationship of risk to
benefit is at least as favorable as any available alternative approach.

3. Research involving greater than minimal risk with no prospect of
direct benefits to individual participants, but likely to yield
generalizable knowledge about the participants’ disorder or condition.
(46.406)

Research in this category is approvable provided: (a) the risk represents a
minor increase over minimal risk; (b) the intervention or procedure presents
experiences to participants that are reasonably commensurate with those
inherent in their actual or expected medical, dental, psychological, social, or
educational settings; and (c) the intervention or procedure is likely to yield
generalizable knowledge about the participant's disorder or condition that is
of vital importance for the understanding or amelioration of the participant's
disorder or condition.

4. Research that is not otherwise approvable, but which presents an
opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children.

Research that is not approvable under 1-3 above may be conducted or
funded by DHHS provided that the IRB, and the HHS Secretary, after
consultation with a panel of experts, finds that the research presents a
reasonable opportunity to further the understanding, prevention, or
alleviation of a significant problem affecting the health and welfare of
children. The panel of experts must also find that the research will be
conducted in accordance with sound ethical principles.

If the IRB does not believe that a clinical investigation within the scope
described in 21 CFR 50.1 and 21 CFR 56.101 and involving children as
participants meets the requirements of 21 CFR 50.51, 21 CFR 50.52, or 21
CFR 50.53, the clinical investigation may proceed only if:

(a) The IRB finds and documents that the clinical investigation presents a
reasonable opportunity to further the understanding, prevention, or
alleviation of a serious problem affecting the health or welfare of children;
and
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(b) The Commissioner of Food and Drugs, after consultation with a panel
of experts in pertinent disciplines (for example: science, medicine,
education, ethics, law) and following opportunity for public review and
comment, determines either:

(1) That the clinical investigation in fact satisfies the conditions of 21
CFR 50.51, 21 CFR 50.52, or 21 CFR 50.53, as applicable, or

(2) That the following conditions are met:

(i) The clinical investigation presents a reasonable opportunity to
further the understanding, prevention, or alleviation of a serious
problem affecting the health or welfare of children;

(i) The clinical investigation will be conducted in accordance with
sound ethical principles; and

(iii) Adequate provisions are made for soliciting the assent of
children and the permission of their parents or guardians as set
forth in 21 CFR 50.55.

1.2.7 Parental Permission: Children may be participants of research only if informed
consent/active parental permission is obtained from the parents or legal
guardian. The IRB determines whether the permission of both parents is
necessary, and the conditions under which one parent may be considered not
reasonably available. For additional information, see SOP 701.

1.2.8 Assent of Children: The IRB determines that adequate provisions are made for
soliciting the assent of the children when in the judgment of the IRB the children
are capable of providing assent (21 CFR 50.55). For additional information, see
SOP 701.

1.2.9 Waiver of Assent: The assent of the child is not a necessary condition for
proceeding with the clinical investigation. For additional information, see SOP
701. The IRB may determine that assent is not necessary.

1.3 Pregnant Women and Fetuses

1.3.1 Pregnant women or fetuses prior to delivery may be involved in research if all of
the following conditions are met:

A. Where scientifically appropriate, preclinical studies, including studies on
pregnant animals, and clinical studies, including studies on nonpregnant
women, have been conducted and provide data for assessing potential risks
to pregnant women and fetuses;

B. The risk to the fetus is not greater than minimal, or any risk to the fetus which
is greater than minimal is caused solely by interventions or procedures that
hold out the prospect of direct benefit for the woman or the fetus;

C. Any risk is the least possible for achieving the objectives of the research;

D. The woman's consent or the consent of her legally authorized representative
is obtained in accord with the informed consent provisions of subpart A of 45
CFR 46, unless altered or waived in accord with 45 CFR 46.101(i) or 45
CFR 46.116(c) or (d);

E. The woman or her legally authorized representative is fully informed
regarding the reasonably foreseeable impact of the research on the fetus or
resultant child;

F. For research involving pregnant women and/or their fetuses, consent
must be obtained from both the pregnant woman and father unless:

i. The purpose of the research is to meet the health needs of the mother;
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ii. The identity or whereabouts of the father cannot reasonably be
ascertained; or
iii. The pregnancy resulted from rape or incest.

G. For children as defined in 45 CFR 46.402(a) who are pregnant, assent and
permission are obtained in accord with the provisions of 45 CFR 46 Subpart
D;

H. No inducements, monetary or otherwise, are offered to terminate a
pregnancy;

I. Individuals engaged in the research will have no part in any decisions as to
the timing, method, or procedures used to terminate a pregnancy; and

J. Individuals engaged in the research will have no part in determining the
viability of a fetus.

1.3.2 Research involving neonates:

A. After delivery, neonates may be involved in research if all of the following
conditions are met:

1. Where scientifically appropriate, preclinical and clinical studies have
been conducted and provide data for assessing potential risks to
neonates;

2. The individual(s) providing consent under the applicable regulations
is/are fully informed regarding the reasonably foreseeable impact of
the research on the neonate;

3. The regulatory requirements have been met as applicable.

B. Neonates of uncertain viability: After delivery, and until it has been
ascertained whether or not a neonate is viable, a neonate may not be
involved in research covered by federal regulations unless the IRB has
determined the following additional conditions are met in addition to those in
part A of this section:

1. The research holds out the prospect of enhancing the
probability of survival of the particular neonate to the point of
viability, and any risk is the least possible for achieving the
objectives of the research; or

2. The purpose of the research is the development of
important biomedical knowledge which cannot be obtained
by other means and there will be no risk to the neonate
resulting from the research; and

3. The legally effective informed consent of either parent of
the neonate or, if neither parent is able to consent because
of unavailability, incompetence, or temporary incapacity, the
legally effective informed consent of either parent's legally
authorized representative is obtained in accord with 45 CFR
46 subpart A, unless altered or waived in accord with 45
CFR 46.101(i) or 45 CFR 46.116(c) or (d).

C. Nonviable neonates: After delivery, a nonviable neonate may not be involved
in research covered by federal regulations unless all of the following
conditions are met in addition to those in part A of this section.

1. Vital functions of the neonate will not be artificially maintained,;

2. The research will not terminate the heartbeat or respiration of the
neonate;
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3. There will be no risk to the neonate resulting from the research;

4. The purpose of the research is the development of important biomedical
knowledge that cannot be obtained by other means; and

5. The legally effective informed consent of both parents of the neonate is
obtained in accord with 45 CFR 46 Subpart A, except that the waiver
and alteration provisions of 45 CFR 46.116(c) and (d) do not apply.
However, if one parent is unable to consent because of unavailability,
incompetence, or temporary incapacity, the informed consent of the
other parent will suffice to meet the requirements except that the
consent of the father need not be obtained if the pregnancy resulted
from rape or incest. The consent of a legally authorized representative
of a nonviable neonate will not suffice to meet the requirements of the
regulations.

1.3.3 Research involving, after delivery, the placenta, the dead fetus, or fetal material.

Research involving, after delivery; the placenta, the dead fetus;
macerated fetal material; or cells, tissue, or organs excised from a dead
fetus, shall be conducted only in accordance with any applicable federal,
state, or local laws and regulations regarding such activities.

Oklahoma law prohibits research on fetal tissue resulting from an
abortion. An abortion is defined as the purposeful termination of a
pregnancy with an intent other than to produce a live birth or remove a
dead unborn child. 63 O.S. 8§1-735. The use of fetal tissue resulting from
a spontaneous miscarriage is not prohibited for research purposes.

If information associated with material described in paragraph (a) of this
section is recorded for research purposes in a manner that living
individuals can be identified, directly or through identifiers linked to those
individuals, those individuals are research participants and all pertinent
regulations apply.

1.4 Cognitively Impaired Participants

Although there are no federal regulations specifically written to address the
needs of this special population, the IRB generally follows the
recommendations governing the conduct of research in children and of specific
recommendations made by the National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research.

1.4.1 Cognitively impaired participants are defined as having either a
psychiatric disorder (e.g., psychosis, neurosis, personality or behavior
disorders), an organic impairment (e.g., dementia) or a developmental disorder
(e.g., mental retardation) that affects cognitive or emotional functions to the
extent that capacity for judgment and reasoning is significantly diminished.
Others, including persons under the influence of or dependent on drugs or
alcohol, those suffering from degenerative diseases affecting the brain,
terminally ill patients, and persons with severely disabling physical handicaps,
may also be compromised in their ability to make decisions in their best
interests and therefore cognitively impaired.

1.4.2 Selection of Participants: Research involving individuals who are
cognitively impaired to consent should have a direct relationship to their iliness
or condition unless the IRB determines there is a possibility of direct benefit to
the participant that cannot be obtained outside of the research project.
Particular attention should be paid to institutionalized individuals, as issues of
dependence and coercion may be factors that may compromise the voluntary
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nature of their participation in research. For this reason, participants should be
recruited from among noninstitutionalized populations whenever possible.

1.4.3 Risk Determination: The IRB determines the degree of risk and its impact
on the approvability of a research protocol in cognitively impaired participants:

e A minor increase over minimal risk may be permitted in research
involving those institutionalized as mentally disabled, but only
where the research is designed to evaluate an intervention of
foreseeable benefit to their care.

e For research that does not involve beneficial interventions and that
presents more than minimal risk, the anticipated knowledge sought
should be of vital importance for understanding or eventually
alleviating the participants’ disorder or condition.

1.4.4 Limiting Risks. The following measures should be addressed in the
protocol to limit a participant’s exposure to risk:

o Description of appropriate psychological or medical screening
criteria to prevent or reduce the chances of adverse reactions to the
therapeutic and research procedures

e Specific diagnostic, symptomatic, and demographic criteria for
participant recruitment

e Description of methods for assuring adequate protections for the
privacy of the participants and the confidentiality of the information
gathered

e Justification of plans to hospitalize participants or extend
hospitalization for research purposes

e Measures to protect Individually identifiable information

e Measures to ensure that proposed research procedures will not be
detrimental to ongoing therapeutic regimens.

1.4.5 Informed Consent: Generally, cognitively impaired adults who are
competent to understand the issues of being a research participant, should be
allowed to either refuse or consent to participate in a research study. Cognitive
impairment alone should not disqualify a person from consenting to participate
in research and to make an informed voluntary choice before they are deemed
unable to consent for themselves; rather, there should be specific evidence of
cognitive impairment, as identified below;

e Court of law declares participant incompetent
e Assessment of physician not involved with the research project

e Mini Mental Health Exam

The IRB respects and observes the objection or refusal of a cognitively
impaired adult participant to participate in a research study even if the
intervention is expected to provide a direct

health benefit to the participant, and the intervention is available only in the
context of the research. This is in keeping with the National Commission’s
recommendation that “despite the fact that consent may be obtained from a
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legally authorized representative or guardian, the feelings and expressed
wishes of a ‘cognitively impaired’ should still be respected”.

The IRB seeks guidance from legal counsel to assess state law that might
affect the participation of cognitively impaired persons and/or the role of
guardians in the consenting process.

Studies involving participants who are cognitively impaired may take place over
extended periods. The IRB considers whether periodic re-consenting of
individuals should be required to determine that a participant’s continued
involvement is voluntary. The IRB may require that Investigators re-consent
participants after taking into account the study’s anticipated length and the
condition of the individuals to be included (e.g., participants with progressive
neurological disorders). Additionally, the IRB considers whether, and when, it
should require a reassessment of decision-making capacity.

1.5 Other Special Populations

2. SCOPE

Other special populations may include traumatized and comatose patients,
terminally ill patients, students, normal volunteers, minorities, participants in
AIDS research, employees of the Sponsor or Investigator, the elderly, and Native
American tribes and tribal organizations. The IRB defines the elderly as 65 years
of age and older. The IRB determines special protections for these groups on a
case-by-case basis, taking into account the risks and benefits and other
protections afforded by institutional policies and state and federal law.

These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
The Belmont Report (Appendix K)
45 CFR 46: Subparts A, B, C, D (Appendix I)
45 CFR 46.101, 46.115(B), 46.116, 46.122 (Appendix I)
21 CFR 50: Subpart D 50.51, 50.52, 50.53, 50.54, 50.55, 50.56 (Appendix A)
21 CFR 56.111 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix M)

OHRP Guidance on the Involvement of Prisoners in Research, May 23, 2003 (Appendix V)
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CATEGORIES OF RESEARCH: SOCIAL/BEHAVORIAL,

1. POLICY

The IRB reviews social/behavioral research involving human participants. Methods employed to
carry out this type of research often involve direct/indirect participant observation, questionnaires
or surveys, interviewing, or review and analysis of existing data.

Specific Policy
1.1 Social/Behavioral Research

The review of studies involving social/behavioral research may be appropriate for expedited
review or convened IRB review. Additional review by other institutional committees may be
required.

The IRB considers the methods used in the study and storage of data. Audiotaping,
videotaping and photography may be used in social/behavioral research. Plans to store and
ultimately destroy these forms of data must be clearly described in the protocol as well as
the consent form.

The IRB considers the need for a Certificate of Confidentiality when reviewing social
research.

Deception in social research is a method sometimes used. The IRB considers the following
issues when reviewing research that involves deception:

A. The scientific value and validity of the research.
B. The ability to obtain the information without the use of deception.
C. If the deception used will influence the participants’ willingness to participate.

D. The possibility of harm to the participant and a plan for debriefing which is
conducted as soon as possible after the conclusion of the study. Participants
should be given the opportunity to withdraw their participation from the study
after debriefing by requesting that any data collected from them be deleted
and/or destroyed.

E. The possibility that the deception may cause invasions of privacy.
1.2 Types of Risk found with Social/Behavioral Research

A. Breach of confidentiality

B. Violation of privacy

C. Validation of inappropriate or undesirable behaviors of participants

D. Presentation of results in a way that does not respect the participants’
interests

E. Possible harm to individuals not directly involved in the research, but about
whom data are obtained indirectly (secondary participants), or who belong to the
class or group from which participants were selected

F. Harm to participants’ dignity, self-image, or innocence as a result of indiscreet
or age-inappropriate questions in an interview or questionnaire that results in
embarrassment, harassment, or stigmatization

G. Harm to a participant because of exposure to potential for criminal or civil
liability and/or damage to financial standing or employability
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2. SCOPE

This policy and these procedures apply to all social/behavioral research.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
21 CFR 50 (Appendix A)
21 CFR 56 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix M)
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CATEGORIES OF RESEARCH DRUGS

1. POLICY

The IRB reviews all human participant research involving drugs. These studies are greater than
minimal risk and therefore require convened full board IRB review.

The category of research defined in this policy involves either methodologies that require
additional considerations or for which there are federally mandated determinations that IRBs are
required to make and document.

It is the policy of IRB that all investigational drugs or agents used in human participant research
be stored, handled, and dispensed in accordance with governing regulations, Institutional policy,
and state law. It is the responsibility of the Investigator to assure that dispensing is in accordance
with institutional, state, and federal requirements.

Specific Policy
1.1 Clinical Research Involving Drugs

The review of most studies involving drugs requires convened IRB review. Additional review by
other institutional committees may be required.

1.1.1 Investigator Responsibilities for Drug Dispensing and Accountability

An investigator shall administer the drug only to participants under the investigator’s
personal supervision or under the supervision of a sub- investigator responsible to
the investigator.

The investigator shall not supply the investigational drug to any person not
authorized to receive it.

An investigator is required to maintain adequate records of the disposition of the
drug, including dates, quantity, and use by the participants.

If the research is terminated, suspended, discontinued, or completed, the Investigator
shall return the unused supply of the drug to the sponsor or otherwise provide for the
disposition of the unused supplies of the drug.

If the investigational drug is subject to the Controlled Substances Act, the Investigator
shall take adequate precautions, including storage of the investigational drug in a
secure, substantially constructed cabinet, or other securely locked, substantially
constructed enclosure, access to which is limited, to prevent theft or diversion of the
substance into illegal channels of distribution.

1.1.2 Investigational Use of Marketed Drugs

Investigational use is the use of an approved drug in the context of a clinical study
protocol. When the principal intent is to expand the drug’s safety or efficacy, an
Investigational New Drug (IND) application may be required. However, according to
21 CFR 312.2, the clinical investigation of a marketed drug does not require
submission of an IND if all five of the following conditions are met:

(i) it is not intended to be reported to FDA in support of a new indication
for use or to support any other significant change in the labeling for the
drug:

(ii) it is not intended to support a significant change in the advertising for
the product;

(iii) it does not involve a route of administration or dosage level, use in a
subject population, or other factor that significantly increases the risks (or
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decreases the acceptability of the risks) associated with the use of the
drug product;

(iv) it is conducted in compliance with the requirements for IRB review
and informed consent [21 CFR parts 56 and 50, respectively];

(v) it is conducted in compliance with the requirements concerning the
promotion and sale of drugs [21 CFR 312.7]; and it does not intend to
invoke 21 CFR 50.24.

All Investigator initiated research in which a drug is being used for its approved
indication will not require submission of an IND application to the FDA. The FDA may
grant an exemption or may assign an IND number. When the Investigator holds the
IND, additional reporting responsibilities are required of the Investigator. These
reporting requirements include an annual report to the FDA.

The Investigator and IRB are responsible for evaluating the research for the need of
an IND application. In the case of a disagreement of the need of an IND, the
Assistant Vice President of Research, Assessment and Planning makes the final
determination of the need for an IND application. The IRB may seek guidance from
the Vice President of Academic Affairs.

1.1.3 Investigational Drug Protocols

An investigational new drug means a drug that is used in a clinical investigation that
has not been granted approval by the FDA to be marketed; or that, the FDA has not
granted approval for the indication(s) the investigator will study the drug.

The following are carefully scrutinized during the IRB review process for all studies
involving the use of drugs:

A. Scientific soundness — is the research both valid and of value?

B. Study design-special attention to the study population, the trial phase, and
the mechanism for data analysis and surveillance.

C. Risk/benefit analysis and review of the procedure for obtaining informed
consent.

D. Investigator qualifications — Is the investigator experienced? Are there
resources to carry out protocol?

E. Are there conflicts of interest that must be addressed?
F. Confidentiality safeguards — how will information be handled?

G. Data and safety monitoring — is the level of monitoring sufficient for the
level of risk?

H. Participants must be informed that the FDA may have access to their
medical records as they pertain to the study.

2. SCOPE

This policy and these procedures apply to all research involving drug studies submitted to the
IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
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21 CFR 50 (Appendix A)
21 CFR 56 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix M)
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CATEGORIES OF RESEARCH: BIOLOGICS

1. POLICY

The IRB reviews all human participant research involving biologics. These studies are greater
than minimal risk and therefore require convened IRB review.

The category of research defined in this policy involves either methodologies that require
additional considerations or for which there are federally mandated determinations that IRBs are
required to make and document.

It is the policy of IRB that all investigational biologics used in human participant research be
stored, handled, and dispensed in accordance with governing regulations, Institutional policy, and
state law. It is the responsibility of the Investigator to assure that dispensing is in accordance with
Institutional, state, and federal requirements.

Specific Policy
1.1 Clinical Research Involving Biologics

The review of studies involving biologics requires convened IRB review. Additional review
by other institutional committees may be required.

1.1.1 Investigator Responsibilities for Biologic Dispensing and Accountability

The investigator shall administer the biologic only to participants under the
investigator’s personal supervision or under the supervision of a sub-investigator
responsible to the investigator.

The investigator shall not supply the investigational biologic to any person not
authorized to receive it.

An investigator is required to maintain adequate records of the disposition of the
biologic, including dates, quantity, and use by the participants.

If the research is terminated, suspended, discontinued, or completed, the investigator
shall return the unused supply of the biologic to the sponsor or otherwise provide for
the disposition of the unused supplies of the drug.

If the investigational biologic is subject to the Controlled Substances Act, the
Investigator shall take adequate precautions, including storage of the investigational
drug in a secure, substantially constructed cabinet, or other securely locked,
substantially constructed enclosure, access to which is limited, to prevent theft or
diversion of the substance into illegal channels of distribution.

1.1.2 Investigational Use of Marketed Biologics

All Investigator initiated research in which a biologic is not being used for its
approved indication requires submission of an investigational New Drug (IND)
application to the FDA. The FDA may grant an exemption or may assign an IND
number. When the investigator holds the IND, additional FDA reporting
responsibilities are required of the investigator.

The investigator and IRB are responsible for evaluating the research for the need of
an IND application. In the case of a disagreement of the need for an IND, the Director
of Compliance makes the final determination of the need for an IND application. The
IRB may seek external guidance.

1.1.3 Investigational Biologic Protocols

An investigational new biologic means a new product or biologic that is used in a
clinical investigation that has not been granted approval by the FDA to be marketed.
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The following are carefully scrutinized during the IRB review process for all studies
involving the use of biologics:

A. Scientific soundness — is the research both valid and of value?

B. Study design-special attention to the study population, the trial phase, and
the mechanism for data analysis and surveillance.

C. Risk/benefit analysis and review of the procedure for obtaining informed
consent.

D. Investigator qualifications — Is the investigator experienced? Are there
resources to carry out protocol?

E. Are there conflicts of interest that must be addressed?
F. Confidentiality safeguards — how will information be handled?

G. Data and safety monitoring — is the level of monitoring sufficient for the
level of risk?

H. Participants must be told that the FDA may have access to their medical
records as they pertain to the study.

1.1.4 Gene Transfer

All gene transfer protocols must be reviewed and approved by the Institutional
Biosafety Committee (pending) prior to IRB approval. All gene transfer research
projects require review by the convened IRB.

2. SCOPE

This policy and these procedures apply to all research regarding drugs and biologics
submitted to the IRB.
3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
21 CFR 50 (Appendix A)
21 CFR 56 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix M)
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CATEGORIES OF RESEARCH: DEVICES

1. POLICY

The IRB reviews all research involving devices. These studies are greater than minimal risk and
therefore require convened IRB review. For policy information concerning Humanitarian Use
Devices, refer to SOP 502F.

It is the policy of the IRB that all investigational devices used in human participant research be
stored, handled, and dispensed in accordance with governing regulations, Institutional policy, and
state law. It is the responsibility of the Investigator to assure that dispensing is in accordance with
institutional, state, and federal requirements.

Specific Policy
1.1 Clinical Research Involving Devices
1.1.1 Definitions

Significant Risk Device is defined at 21 CFR 812.3 (m) as a device that presents a
potential serious risk to the health, safety, or welfare of a participant and:
(1) is intended as an implant;
(2) is used in supporting or sustaining human life;
(3) is of substantial importance in diagnosing, curing, mitigating or treating
disease or otherwise prevents impairment of human health; or,
(4) otherwise presents a potential for serious risk to the health, safety, or
welfare of the participant.
Non-Significant Risk Device is defined at the FDA Information Sheet Guidance,
Significant Risk and Non-Significant Risk Medical Device Studies, January 2006 as a
device that does not meet the definition above for a significant risk study. These
devices pose minimal risk to participants.

1.1.2 Significant Risk (SR) Device vs. Non-Significant Risk (NSR) Device Studies

The differences between NSR device and SR device studies are that NSR device
studies have fewer regulatory controls than SR device studies. The IRB acts as the
agent of the FDA with respect to review and approval of NSR device studies.

When an investigator or a sponsor proposes the initiation of a claimed NSR
investigation to the IRB, if the IRB agrees that the device is NSR and approves the
study, the investigation may begin without submission of an IDE application to the
FDA. However, if the IRB determines that the device is SR, the study cannot
proceed. The sponsor must notify the FDA that the IRB has considered the device
SR. The study may proceed as a SR study following FDA approval of an IDE
application and IRB approval. The FDA has the ultimate decision in determining if a
device protocol is SR or NSR.

To aid in the determination of the risk status of the device, the IRB reviews
information such as reports of prior investigations conducted with the device, the
protocol, a description of the participant selection criteria, and monitoring procedures.
The sponsor will provide to the IRB a risk assessment and the rationale used in
making its risk determination. The risk determination is based on the proposed use of
a device in the investigation, and not on the device alone.

The investigator and IRB are responsible for evaluating the research for the need of

an IDE application. In the case of a disagreement of the need of an IDE, the IRB and
HSRP director or designee may seek guidance from the Assistant Vice President of

Institutional Research, Planning and Assessment.

1.1.3 Investigator Responsibilities for Device Dispensing and Accountability
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An investigator shall permit an investigational device to be used only with participants
under the investigator’s supervision. An investigator shall not supply an
investigational device to any person not authorized to receive it.

Upon completion or termination of a clinical research project or the investigator’s part
of the investigation, or at the sponsor’s request, the investigator shall return to the
sponsor any remaining supply of the device.

A participating investigator shall maintain the following accurate, complete, and
current records relating to the investigator’s participation in an investigation:

1) all correspondence with another investigator, an IRB, the sponsor, a monitor,
or FDA, including required reports
2) records of receipt, use or disposition of the device which relate to:
e Type and quantity of the device, dates of receipt, and the batch number
or code mark.
e Names of all persons who received, used, or disposed, of each device.
e Why and how many units of the device have been returned to the
sponsor, repaired, or otherwise disposed of.

2. SCOPE

This policy and procedures apply to all research regarding devices submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 812 (Appendix F)
21 CFR 50 (Appendix A)
21 CFR 56 (Appendix C)
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MEDICAL RECORDS, CHART REVIEWS, AND CASE STUDIES

1. POLICY

The IRB reviews all research prior to the collection of data from medical records, charts, and case
studies. Consideration for the protection of the privacy of the participants, purpose of the research
and the ability to meet the objectives of the study are evaluated.

Specific Policy
1.1 Medical Records and Chart Reviews

Inappropriate use of private, confidential information can result in harm to a human
research participant. The IRB reviews all requests for access to medical records and
chart reviews for research.

1.1.1. Potentially Exempt Research Activities

A. Research utilizing information available in public documents in the United States
(i.e. court records, police records, etc.), but the information must be recorded in
such a way that participants cannot be identified either directly or through
linkage. All use of public documents from another country is subject to the
relative laws and regulations of that country and it is the responsibility of the
researcher to assure that they are in compliance with these laws and regulations.

B. Research that involves the collection of retrospective data (records that pre-exist
the start of the research project) from medical records can be exempted if there
is no linkage of the retrospective data to patient identifiers.

C. Research that involves collection of data from medical records of patients no
longer living, provided a related living being is not put at risk (as in some types of
infectious disease or genetics research).

1.1.2 Potentially Expedited Research Activities
A. Research implemented with reasonable and appropriate protections so that risks
related to invasion of privacy and breaches of confidentiality are no greater than
minimal.
B. Research limited to the review of data that has been (or will be) collected solely for
the purpose of medical treatment or diagnosis (non-research purposes).

1.2 Case Studies

Three or more case studies qualify as a research project and must be submitted to the
IRB for review.

Publication of one case study that will include the addition of a procedure that is outside
of standard of care qualifies as research.
2. SCOPE

This policy and these procedures apply to all research regarding medical records/chart
review protocols submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
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TREATMENT USE OF INVESTIGATIONAL NEW DRUGS/DEVICES

1. POLICY

The IRB reviews applications for the treatment use of Investigational new drugs/devices. FDA
requirements under 21 CFR 312.34 & 21 CFR 312.35 must be met prior to approval. Written
informed consent must be obtained from the participant prior to treatment use of the
drug/device.

Treatment use is defined as use of a drug/device that is not approved for marketing but is
under clinical investigation for a serious or immediately life-threatening disease condition in
patients for whom no comparable or satisfactory alternative drug/device or other therapy is
available. During a clinical investigation of the drug/device, it may be appropriate to use the
drug/device in the treatment of patients that do not qualify for that particular clinical
investigation, in accordance with a treatment protocol or treatment IND/IDE.

Specific Policies
1.1 Treatment IND/IDE

The treatment IND/IDE is a mechanism, established by the FDA, for providing eligible
participants with investigational drugs/devices for the treatment of serious and life-
threatening illnesses for which there are no satisfactory alternative treatments. A
treatment IND/IDE may be granted after sufficient data have been collected to show that
the drug/device "may be effective" and does not have unreasonable risks. Because data
related to safety and side effects are collected during a treatment IND investigation,
treatment IND/IDE’s also serve to expand the body of knowledge about the drug/device.

There are four FDA requirements that must be met before a treatment IND/IDE can be
issued:

1) the drug/device is intended to treat a serious or immediately life-threatening
disease;

2) there is no satisfactory alternative treatment available;

3) the drug/device is already under investigation, or trials have been completed,;
and

4) the trial sponsor is actively pursuing marketing approval.

Treatment IND/IDE studies require prospective IRB review and approval, and informed
consent from the participants.

1.2 Consent of the Participant

The Investigator is required to obtain informed consent from the participant or the

participant’s legally authorized representative as applicable. If obtaining such consent
is not possible, both the investigator and a physician who is not otherwise participating
in the investigation (or care of the participant) must certify in writing all of the following:

A. The participant is confronted by a life-threatening situation necessitating the use of
the test article; B. Informed consent cannot be obtained because of an inability to
communicate with or obtain legally effective consent from the participant; C. Time
is not sufficient to obtain consent from the participant’s legally authorized
representative; and D. No alternative method of approved or generally recognized
therapy is available that provides and equal or greater likelihood of saving the life
of the participant.

If, in the Investigators opinion, immediate use of the test article is required to preserve
the participant’s life and if time is not sufficient to obtain an independent physician’s
determination that the above four conditions apply, the Investigator shall make the
determination and, within five working days after the use of the test article have the
determination reviewed and evaluated in writing by a physician who is not participating
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in the clinical investigation. The investigator must submit to the IRB a copy of the
independent physician’s evaluation within five working days of use of the test article.

2. SCOPE

This policy and these procedures apply to all prospective treatment use research protocols
submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 50.23, 50.24, 50.25 (Appendix A)

FDA Information Sheets, Guidance for IRBs and Clinical Investigators, Frequently Asked
Questions, 1998 Update. (Appendix P)
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HUMANITARIAN USE DEVICES

1. POLICY

The IRB reviews applications for Humanitarian Use Devices (HUDs). Before the use of a
HUD, the Investigator must obtain IRB review and approval. Continuing Review applies to
HUD’s as described under specific polices.

As defined in the Federal Food, Drug, and Cosmetic Act, a HUD is a device that is “intended
to benefit patients in the treatment and diagnosis of diseases or conditions that affect fewer
than 4,000 individuals in the United States.”

Specific Policies
1.1 HUD

Humanitarian use of investigational devices must be prospectively reviewed by the IRB.
The Investigator is required to submit a new application for IRB review, which must
include evidence that the Investigator/sponsor has obtained a Humanitarian Device
Exemption (HDE) from the FDA.

1.2 An HUD project is subject to continuing review requirements. HUD projects are not
considered research, and therefore research authorization forms are not required.

1.3 Consent of the Participant

The Investigator is required to obtain informed consent from the patient or the patients
legally authorized representative or next of kin as applicable. If obtaining such consent is
not possible, both the investigator and a physician who is not otherwise participating in
the treatment (or care of the patient) must certify in writing all of the following:

A. The patient is confronted by a life-threatening situation necessitating the use of the
HUD;

B. Informed consent cannot be obtained because of an inability to communicate with or
obtain legally effective consent from the patient;

C. Time is not sufficient to obtain consent from the patient’s legally authorized
representative; and

D. No alternative method of approved or generally recognized therapy is available that
provides and equal or greater likelihood of saving the life of the participant.

1.4 Emergency Situations

If a physician in an emergency situation determines that approval from an IRB cannot
be obtained in time to prevent serious harm or death to a patient, a HUD may be
administered without prior approval by the IRB. The physician must, within five working
days after the use of the device, provide written notification to the IRB. Written
notification must include the identification of the patient involved, the date on which the
device was used, and the reason for the use.

2. SCOPE
This policy and these procedures apply to all HUDs submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 814 Subpart H, Humanitarian Use Devices (Appendix G)

FDA Information Sheets, Guidance for IRBs and Clinical Investigators, 1998 Update
(Appendix P)

FDA Humanitarian Device Exemptions; Final Guidance (Appendix Q)
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EMERGENCY USE OF FDA REGULATED PRODUCTS

1. POLICY

IRB allows a one-time emergency use of an investigational drug, device, or biologic “test
article” without prior IRB review and approval as permitted under FDA regulations at 21 CFR
56.104(c). Written informed consent must be obtained from each individual or legally
authorized representative prior to the use of a test article.

“Emergency use” is defined as the use of a test article with a human participant in a life-
threatening situation for which no standard acceptable treatment is available and in which
there is not sufficient time to obtain IRB approval.

The emergency use must be reported to the IRB within 5 working days after the emergency
use of the test article.

A patient in an emergency use situation in which a test article is used cannot be considered a
research participant, and data derived from use of the test article cannot be used for research
purposes.

Specific Policies
1.1 Emergency Use of an Unapproved Drug or Biologic

A drug or biologic may be used in an emergency prior to IRB review, provided that: the
following criteria are met:

e the patient is in a life-threatening situation for which no standard
acceptable treatment is available, and

e there is not sufficient time to obtain IRB approval.

If the intended patient does not meet the criteria of an existing study protocol, or if an
approved study protocol does not exist, the Investigator must contact the company to
determine if the drug or biologic can be made available for the emergency use under the
company’s IND.

If the company does not allow the Investigator to reference its IND, the Investigator must
contact the FDA directly for an IND. The IRB requires an Investigational New Drug
number (IND), but, a waiver of this policy will be considered by the IRB if requested.

The emergency use must be reported to the IRB within 5 working days after emergency
use of the drug or biologic. The report must include the following:

e Emergency Use Report Form
e case history of the patient,
e therapeutic protocol, including reference material, and
e executed informed consent document
1.2 Emergency Use of an Unapproved Device

FDA guidance documents note that emergencies arise where an unapproved device
may offer the only possible life-saving alternative, and

e an IDE for the device does not exist, or
e the proposed use is not approved under an existing IDE, or

e the Investigator or Institution is not approved under the IDE.

An Investigator may be allowed to use an unapproved device in such an emergency,
provided that each of the following requirements is met to justify the use:
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e The patient is in a life-threatening condition that needs immediate
treatment;

e There is no generally acceptable alternative available for treating the
patient; and

e Because of the immediate need to use the device, there is not time to
use existing procedures to obtain FDA approval for the use.

Prior to use of the device, the Investigator must obtain authorization from the IDE
holder, if an approved IDE for the device exists.

After an unapproved device is used in an emergency, the Investigator must:
e Report to the IRB within five working days;
e Evaluate the likelihood of a similar need to the IRB;

e Justify in a written report to the FDA that an emergency actually
existed.

1.3 Consent Requirements for Emergency Use Situations

The Investigator is required to obtain informed consent from the patient or the patient’s
legally authorized representative or next of kin, as applicable. If obtaining such consent
is not possible, both the Investigator and a physician who is not participating in the care
of the patient must certify in writing all of the following:

A. The patient is confronted by a life-threatening situation necessitating the use of the
test article;

B. Informed consent cannot be obtained because of an inability to communicate with or
obtain legally effective consent from the patient;

C. Time is not sufficient to obtain consent from the patient’s legally authorized
representative; and

D/ No alternative method of approved or generally recognized therapy is available that
provides and equal or greater likelihood of saving the life of the patient.

If, in the Investigator’s opinion, immediate use of the test article is required to preserve
the patient’s life and if time is not sufficient to obtain an independent’s physician’s
determination that the above four conditions apply, the Investigator shall make the
determination and, within 5 working days after the use of the test article have the
determination reviewed and evaluated in writing by a physician who is not participating
in the study.

The Investigator must submit to the IRB a copy of the independent physician’s
evaluation within 5 working days after the use of the test article.
2. SCOPE

This policy and these procedures apply to all prospective emergency use protocols
submitted to the IRB.
3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 50.23, 50.24, 50.25 (Appendix A)
21 CFR 56 104(c) (Appendix C)

FDA Information Sheet, Guidance for IRBs and Clinical Investigators, 1998 Update (Appendix
P)
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CATEGORIES OF RESEARCH: BANKING OF BIOLOGIC SPECIMENS, GENETIC TESTING,
AND GENE TRANSFER

1. POLICY

The IRB reviews all human participant research involving the collection/storage of any human
biologic specimen for use in future research studies. There must be an approved study to collect
and bank such specimens, and separate approved protocols for the distribution of these
specimens.

The IRB reviews research involving genetic testing. The type of review will be at the discretion of
the IRB Chairperson or designee based on the level of risk to the participant. Generally, the
greatest risk for participants who participate in genetic research (except for gene therapy studies)
involves breach of confidentiality.

Gene transfer studies must be reviewed independently by the convened IRB and the
Institutional Biosafety Committee (IBC) or be submitted for external review by a contracted
IRB such as the WIRB.

Specific Policy
1.1 Clinical Research Involving Banking of Biologic Specimens

Protocols involving the collection and banking of human biologic specimens may be approved
either under expedited or convened board review depending on the design of the study and the
degree of potential risk for participants. Studies that are principally drug-treatment in design but
have a specimen-banking component will also be subject to this policy.

The Office for Human Research Protection (OHRP) recommends that recipient-investigators not
be provided access to the identities of donors or to information through which the identities of
donors may be ascertained.

1.2 Genetic Testing of Biologic Specimens

The IRB reviews research studies involving genetic testing or amendments to already approved
research studies that include genetic testing. The IRB Chairperson or designee will determine the
type of review based on the level of risk to the participant using the following table:

LEVEL OF ANONYMITY STUDY DESIGN

RETROSPECTIVE PROSPECTIVE

Anonymous / Anonymized Exempt/Expedited Exempt/Expedited

Identifiable (linked or coded) || Expedited/Full Board | Usually Full Board

Identified (direct identifiers) || Expedited/Full Board || Usually Full Board

1.3 Gene Transfer

Gene transfer studies must be reviewed independently by the convened IRB and the Institutional
Biosafety Committee (IBC) or be submitted for external review by a contracted IRB such as
the WIRB.

Such studies may also require review by external microbiology, virology or molecular biology
consultants to provide independent guidance to the IRB and IBC.
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2. SCOPE

This policy and these procedures apply to all research involving banking of biologic
specimens, genetic testing, and gene transfer.
3. APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46 (Appendix I)
21 CFR 50 (Appendix A)

21 CFR 56 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix M)

Office for Protection From Research Risks-Issues to Consider in the Research Use of Stored
Data or Tissues, November 7, 1997 (Appendix W)
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CELL LINES & CLONED DNA/RNA

1. POLICY

The IRB reviews research utilizing human cell lines or cloned DNA and RNA from which the
original donors may be readily identified, including materials that retains links, such as a code, to
the original source material.

The IRB, acting as the Privacy Board, reviews research involving established human cell lines
and human cloned DNA/RNA from which the identity of the donor(s) cannot be readily
ascertained by the Investigator. See SOP 1001 for Privacy Board policy information.

Specific Policies

1.1 Identifiable Human Cell Lines or Human Cloned DNA/RNA
Research involving human cell lines or human cloned DNA/RNA where the donor(s) may
be readily identified, including materials that retain links (such as a code) to identifying
information is generally considered human participant research because the donors are
human participants. IRB review and approval is required for such research.

1.2 Unidentifiable Human Cell Lines or Human Cloned DNA/RNA
Research involving unidentifiable cell lines is not subject to IRB review and approval. In
Vitro research and research in animals using already derived and established
human cell lines, from which the identity of the donor(s) cannot readily be
ascertained by the investigator, are not considered human participant research
and are not governed by the HHS or FDA human participant protection
regulations. IRB review is not required for such research.

1.2.1 In vitro research or research in animals using already established human cell lines
or human cloned DNA/RNA that retain a link to identifying information ordinarily
would not be considered human participants research if: (1) the investigator and
institution do not have access to identifiable private information related to the cell
line or cloned DNA/RNA; and (2) a written agreement is obtained from the holder
of the identifiable private information related to the material stating that such
information will not be released to the investigator under any circumstances. In
this case, the research may be considered not to involve human participants
because the identity of the donor(s) could not be readily ascertained by the
investigator or associated with the material. In these cases, IRB review of
research using the cell line or cloned DNA/RNA is not required.

1.2.2 In some cases an investigator who obtains coded private information or specimens
about living individuals that has not previously required IRB review may (1)
unexpectedly learn the identity of one or more living individuals or, (2) for
previously unforeseen reasons now believe that it is important to identify the
individuals. If, as a result, the investigator knows or may be able to readily
ascertain the identity of the individuals to whom the previously obtained private
information or specimens pertain, then the research activity now would involve
human participants and require IRB review.

1.3 Privacy Board

HIPPA guidelines require that the institution assess whether the investigator possesses

protected health information (PHI) associated with research.

2. SCOPE

This policy and these procedures apply to all research that involves cell lines and cloned
DNA/RNA.

3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46 (Appendix I)
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21 CFR 50 (Appendix A)
21 CFR 56 (Appendix C)
OHRP Guidance Document, IRB Guidebook (Appendix MI)

Guidance for Investigators and Institutional Review Boards Regarding Research Involving
Human Embryonic Stem Cells, Germ Cells and Stem Cell-Derived Test Articles March 19,
2002 (Appendix X)
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INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)

1. POLICY

Human participant research projects involving recombinant DNA, gene transfer,
microorganisms, viruses, or biological toxins will not be granted final IRB approval until the
project has been reviewed and approved by the Institutional Biosafety Committee (IBC).

The IBC reviews all human research involving recombinant DNA, gene transfer,
microorganisms, viruses, or biological toxins. The IBC is responsible for reviewing whether
protocols involving recombinant DNA activities meet the requirements of the National
Institutes of Health (NIH) guidelines and other health and safety guidelines. All projects
involving gene transfer must also be reviewed by the National Institutes of Health
Recombinant DNA Advisory Committee (RAC). The RAC serves a critical role in the
oversight of federally funded research involving recombinant DNA. All human gene transfer
trials in which NIH funding is involved (either directly or indirectly) are registered with the
RAC.

Specific Policies
1.1 Committee Interaction

Reciprocal communication on a regular basis between the IRB and the IBC is essential in
order for the IRB to fulfill its functions relative to human research. The IBC will notify the
IRB of its approval of human research projects using recombinant DNA, gene transfer,
microorganisms, viruses, or biological toxins. The IRB will notify the IBC when an IRB
application is received involving recombinant DNA, gene transfer, microorganisms,
viruses, or biological toxins.

If the IRB fully reviews the protocol before the IBC, the IBC may invite a representative
from the appropriate IRB that reviewed the protocol to the corresponding IBC meeting. If
the IBC reviews the protocol before the IRB, the IRB may invite a representative of the
IBC to attend the corresponding IRB meeting.

Any modification to the protocol, consent form, personnel or other significant change,
during or after the review process, must be reviewed and approved by both the IRB and
IBC.

2. SCOPE

These policies and procedures apply to all human participant research that involves the use
of recombinant DNA, gene transfer, microorganisms, viruses, or biological toxins.

3. APPLICABLE REGULATIONS AND GUIDELINES

NIH Guidelines for Research Involving Recombinant DNA Molecules
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IRB COMMUNICATION AND NOTIFICATION

IRB COMMUNICATON WITH THE INVESTIGATOR

1. POLICY

The IRB complies with federal regulations and notifies investigators of all decisions made by
the IRB in writing. It is vital that open and frequent communication be maintained between the
IRB, the investigator, and the investigator’s research team.

The IRB fosters open communication from the investigator regarding questions, concerns,
and suggestions as they pertain to the HSRP program. Questions are answered as promptly
as possible and triaged for appropriate responses. Concerns and suggestions that cannot be
satisfactorily addressed by HSRP program or IRB staff are addressed in a meeting with the
appropriate administrative individuals.

Specific Policies

1.1 New Research Projects

1.1.1 Prior to IRB review, a new research project submitted to the IRB for review

undergoes an administrative pre-review process. Documents and/or information,
which are omitted from the submission, are requested in writing from the
investigator and the submission documents are returned to the investigator for
completion.

1.1.2 Once a research project is reviewed by the convened IRB, the IRB
forwards a letter to the investigator regarding the status of the review. The letter
states that the decision of the IRB is to approve, contingently-approve, defer, or
disapprove the project.

1.1.3 After the IRB Chairperson reviews and approves research projects meeting
one of the Expedited Review Categories, the HSRP director or designee
forwards a letter to the investigator regarding the approval of the project. If the
IRB Chairperson requires revisions or submission to the convened IRB, the
HSRP director or designee notifies the investigator via email or telephone.

1.1.4 If the research project receives a contingent approval status and is pending
receipt and review of requested revisions and/or information from the investigator
or sponsor, the IRB must receive a response within 60 days of the date of
notification; however, this period may be extended if the investigator/sponsor
communicates a need for an extension. If a response is not received within 60
days, the investigator is informed that the research project is being
administratively withdrawn.

1.2 Submissions Involving On-Going Research Projects

The IRB notifies the investigator regarding the review decision of all submissions related
to on-going research projects. These decisions include:

All revisions, additions, or deletions to a research project.

Notification of an impending continuing review and the outcome of the project
once it has been reviewed.

Actions to withdraw or inactivate a research project and the reason such action is
being taken.

Status of all adverse events submitted for review.
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e Necessity to conduct an audit as described in SOP 903.

1.3 Appeal of IRB Action

An investigator may appeal the revisions required by the IRB in the protocol and/or
informed consent form. This appeal must be in writing and submitted to the IRB office.
Investigators may also appeal an IRB decision to disapprove a study. Any such appeal
may be in writing or in person and must be reviewed by the full IRB at a convened
meeting. If the appeal is denied and the study disapproved, the Investigator’s institution
cannot override the IRB’s decision.

1.4 Pending items over 60 days

The HSRP director or designee sends a pending withdrawal letter to the investigator after
the study or amendment has been in pending status for 60 days.

2. SCOPE
These policies and procedures apply to all research submitted to the IRB.

3. APPLICABLE REGULATIONS AND GUIDELINES
21 CFR 56.109, 56.113 (Appendix C)
45 CFR 46.109, 46.113 (Appendix I)
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COMMUNICATION WITH RESEARCH PARTICIPANTS

1. POLICY
Communications received from research participants are directed to the HSRP PROGRAM
Director for prompt response. The HSRP PROGRAM Director is responsible for providing a
safe, confidential, and reliable means for participants, whether past, present or prospective,
to voice concerns or questions regarding their participation in a research project; or to
request information regarding a research project.

Participants who have questions or comments related to their participation will be directed to
an informed individual who is unaffiliated with the research project.

When findings from a research project indicate that participants may be at increased risk that
was not anticipated at the time of study initiation, the IRB requests the Investigator provide
written notification to both current and past participants regarding these developments and
verify their willingness to continue participation.

Specific Policy
1.1 Prospective Participant Request for Information
1.1.1 Regardless of the mode of communication (letter, telephone call or email),
all research participant communications are directed to the HSRP PROGRAM
Director, or designee for review.
1.1.2 Requests for information will be processed, if possible, based on the ability
of the IRB database to generate such data.

1.2 HSRP PROGRAM and IRB Staff forward phone calls or correspondence immediately to
the HSRP PROGRAM Director, or designee, when the correspondence pertains to
concerns or problems encountered while participating in a research project.

1.2.1 The HSRP PROGRAM Director, or designee, receives the information in a
manner that is safe and confidential.

1.2.2 The HSRP PROGRAM Director, or designee, provides a conduit to an
unaffiliated, informed individual so that the participant may further discuss
specific concerns.

1.2.3 The HSRP PROGRAM Director or designee reports communications to the
Director of Compliance, if applicable.

1.3 In the absence of the HSRP PROGRAM Director or designee, the IRB Staff immediately
forwards all communication from participants to the Assistant Vice President of
Institutional Research, Planning and Assessment.

2. Scope

This policy applies to all human participant research.
3. Applicable Regulations and Guidelines

45 CFR 46.116
21 CFR 50.25
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PARTICIPANT OUTREACH PROGRAM

1. POLICY

Rogers State University provides educational information to the community through an
outreach program concerning human research in general and specifically the human
research participant program of Rogers State University.

Specific Policy
1.1 The purpose of this Outreach program is to provide up to date information to

individuals in the community about research involving humans, what constitutes good
clinical research and who to contact should questions arise about research. Three
avenues have been created to accomplish this purpose.

A. Contact Number

B. Internet Web Site

C. Educational Workshops

A. Contact Number

The IRB will require that a contact number be provided to participants in all
informed consent documents with a statement about who to contact with questions
concerning rights as a research participant. The format of this section is included in
the Consent Form Template located on the IRB website.

B. Internet Web Site (Pending)

An internet web site is available as a resource to study participants, whether
prospective, current or former. The web site provides a range of educational
information from the history of research involving human participants to current
research opportunities available. There are also links to other entities contained in
the website.

C. Educational Seminars

Seminars conducted through the HSRP PROGRAM Education Program are
available to the community as an additional educational resource. Educational
seminars are announced to the community on the internet website. The curriculum
of the seminars is developed to foster an understanding of research within the
community.

1.2 The HSRP PROGRAM Director evaluates participant Outreach program activities on
an annual basis. Improvements are implemented as necessary.

2. Scope

These policies and procedures apply to all human research submissions.
3. Applicable Regulations and Guidelines

45 CFR 46.113 (Appendix 1)
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INFORMED CONSENT
CONSENT PROCESS AND DOCUMENTATION

1. POLICY
The IRB requires Investigators to obtain the legally effective informed consent.
Informed consent is the process by which the research study is explained to the potential
participant and the participant voluntarily agrees to participate in the research. Except as
described in Section 1.1.4, informed consent to participate in a research study must be
obtained from all participants (or their legally authorized representative) prior to participation in
the research.

The IRB requires that the research team obtain legally effective informed consent, prior to
conducting any study-related procedure or intervention, from each research participant or from
his/her legally authorized representative. However, there are circumstances in which the IRB
may grant a waiver of informed consent in accordance with Federal Regulations.

Definition of Legally Effective consent: All of the required elements of the informed consent
are contained in the consent form document. The consent of the participant is obtained prior to
conducting any study-related procedure or intervention, and the person signing the consent
form is the participant or the participant’s legally authorized representative.

Specific Policies

1.1 Written Informed consent
The IRB requires documentation of informed consent by use of a written informed consent
form approved by the IRB and signed and dated by the participant or the participant's legally
authorized representative, the person obtaining consent, the Principal Investigator if required
by the Sponsor, and witness when appropriate.

The informed consent form contains all federally required elements of informed consent plus
additional federally required elements as indicated, see A. and B. below.

A. Required elements of informed consent
1. Consent is sought only under circumstances that provide the participant or the
legally authorized representative sufficient opportunity to consider whether or
not to participate and minimize the possibility of coercion or undue influence.
2. Required core elements of informed consent:

a. A statement that the study involves research, an explanation of the
purposes of the research, the expected duration of the participant’s
participation, a description of the procedures to be followed, and
identification of any procedures which are experimental.

b. A description of any reasonably foreseeable risks or discomforts to the
participant.

c. A description of the manner in which the confidentiality of records identifying the
participant will be maintained and notes the possibility that the IRB and (if the study involves a
drug or device) the FDA may inspect the records.

d. For research involving more than minimal risk, an explanation as to whether any
compensation is provided and an explanation as to whether any medical treatments are available
if injury occurs and, if so, what they consist of, or where further information may be obtained.

e. Contact information for answers to pertinent questions about the research and
research participants’ rights and contact information in the event of a research-related injury to
the participant.

f. A statement that participation is voluntary, that refusal to participate will involve no
penalty or loss of benefits to which the participant is otherwise entitled, and that the participant
may discontinue participation at any time without penalty or loss of benefits to which the
participant is otherwise entitled.

3. Additional Elements of Informed Consent that may be required:
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a. A statement that the particular treatment or procedure may involve risks to
the participant (or to the embryo or fetus if the participant is or may
become pregnant), which are currently unforeseeable.

b. Anticipated circumstances under which the participant’s participation may be
terminated by the investigator or the sponsor without regard to the participants consent.

c. Any additional costs to the participant that may result from participation in the research.

d. The consequences of a participant’s decision to withdraw from the research and
procedures for orderly termination of participation by the participant.

e. A statement that significant new findings developed during the course of the research,
which may relate to the participant’s willingness to continue participation, will be provided to the
participant.

f. The approximate number of participants involved in the study.

B. Documentation of Informed Consent
1. Except as described below in Section 1.5, documentation of informed consent
(usually written) is required to conduct research studies involving human
participants. Documentation of informed consent is required for all studies
that involve more than minimal risk.
2. Format of written informed consent.
a. Unless authorized by the IRB, the consent form uses the format and
template language provided in the sample on the IRB website.
b. The consent form is in a question/answer format.
c. The consent form is written in the second person.
d. The consent form is written in language un%erstandable to the

participant, preferably, no higher than a 7 grade level. All necessary
medical or technical terms are explained.

e. The consent form may not contain any exculpatory language through
which the participant waives or appears to waive legal rights, or
releases or appears to release the investigator, the sponsor or the
Rogers State University from liability for negligence.

f. The consent form is signed and dated by the participant, the person
obtaining consent, and the investigator (if required by the Sponsor).

g. The patrticipant is given a copy of the signed consent form. The
original signed informed consent is to be kept on-file at the
Investigator’s site for auditing purposes.

h. The final approved consent form is stamped by the IRB office with the
date of approval and date of expiration. The expiration date will be
no longer than 1 year after the last review by the full Board or (if
expedited review) by the Chair/Vice-Chair. All participants must sign
the currently approved IRB stamped form prior to participating in any
study related activity.

1.2 Verbal Consent

A. The Board may approve the use of verbal consent under the following circumstances:

1. The participant is blind.

2. The patrticipant is illiterate.

3. The participant does not speak English (see 1.3 for more details concerning this
group).

B. When verbal consent is obtained, the informed consent process must be witnessed by

someone who is not part of the research team.

1. When verbal consent is obtained from the participant, an informed consent form is
signed by the witness, the person obtaining consent, and the investigator (if required by the
Sponsor). The consent form may be the IRB approved informed consent or it may be an IRB
approved short summary that embodies all of the 8 core elements of informed consent. In either
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case, the original signed consent document is kept on-file at the investigator’s site for auditing
purposes and a copy of the informed consent is given to the participant.

2. The Board may decide that verbal consent obtained be documented by some other
method such as audio or videorecording.

1.3 Obtaining Informed Consent with Participants Who Do Not Speak English
A. The research study needs to be fully explained to the participant in a language they
understand by either a member of the research team who speaks both languages
fluently (English and the participant’s language) or through a translator.
B. Documentation of informed consent can be by one of two methods
1. Written consent: Translate the IRB approved English version of the informed consent
document. Translated informed consents must be accompanied by an attestation from the
translator certifying that the translated informed consent accurately reflects the IRB approved
English informed consent. This method is preferred if it is anticipated that a significant percentage
of the prospective study population is non-English speaking.
2. Verbal consent: Follow option a. or b. from below:
a. A translator fluent in both English and the participant’s native language translates the
IRB approved English consent form orally to the participant in front of a witness. When the person
obtaining consent is assisted by a translator, the translator may serve as the witness. The
translator should be an impartial person. The translator, the witness and the investigator (if
required by the Sponsor) must sign the consent form.
b. Have an IRB approved short summary of the study in the participant’s native language.
The short summary must include the core elements of informed consent. The participant and the
witness sign the summary.

C. The IRB must approve all foreign language versions of the short form
document as a condition of approval under the provisions of 45 CFR
846.117(b)(2). Expedited review of these versions is acceptable if the
protocol, the full English language informed consent document, and the
English version of the short form document have already been approved by
the convened IRB.

1.4 Waiver of Informed Consent:
A. The requirement for informed consent can be waived partially or entirely by the IRB (or
the chair) if the following conditions are met:
1. There is no more than minimal risk (including confidentiality risks) to the participants.
2. The waiver of consent will not adversely affect the rights and welfare of the participants
3. The research could not practicably be carried out without the waiver.
4. When appropriate, the participants will be provided with additional pertinent information
after participation.

B. Examples of research that might qualify for a waiver of informed consent could be:

1. Retrospective chart reviews

2. Observation of public behavior

3. Research and demonstration projects which are conducted by or pursuant to the
approval of governmental department or agency heads and which are designed to study,
evaluate, or otherwise examine:

a. Public benefit or service programs

b. Procedures for obtaining benefits or services under public or service programs

c. Possible changes in or alternatives to public or service programs or procedures

d. Possible changes in methods or levels of payment for benefits or services under public
or service programs

C. Emergency exemption from informed consent to participate in research that would
normally require consent (i.e., research involving more than minimal risk) is not permissible under
Oklahoma law.
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1.5 Waiver of Documentation of Informed Consent

A. Documentation of consent can be waived in part or entirely by the IRB (or the IRB

Chair) if :

1. There is no more than minimal risk (including confidentiality risk)

2. The research involves no procedure for which written consent is normally required
outside the research context.

3. The only record linking the participant and research would be the informed consent
document (and thus the principal risk would be from a breach of confidentiality).

4. An example of a type of study that would qualify for a waiver of documentation of
informed consent is a survey.

5. The IRB may require the investigator to provide participants with a written statement
regarding the research that includes some or all of the requirements of informed consent
described in Section 1.1.A.

1.6 Surrogate Consent by a Legally Authorized Representative

The IRB will not waive the requirement for informed consent for human research studies
where informed consent is required. Under special circumstances, however, it may be
appropriate to obtain surrogate consent to allow adult patients who, because of a medical
condition incapable of giving informed consent for themselves to be enrolled in research
studies. Such consent must be obtained in accordance with Oklahoma Statutes, Title 63
83201A, when the impairment is a cognitive one. The intent of this provision is to allow
research of incapacitating conditions such as dementia, head trauma, coma, sepsis, and
psychiatric disorders. Generally speaking, it is not intended to allow enroliment of
incapacitated patients into protocols where competent patients are also to be enrolled
(particularly randomized studies) unless the study involves access to treatments that may be
of direct benefit, but are not available outside of the research context.

A. The use of surrogate consent in incapacitated participants in a study must be
approved by the full IRB (either a general permission or specific permission for an
individual participant). In deciding whether it is appropriate to allow the use of
surrogate consent, the IRB will consider:

1. Will participating in the study directly benefit the participant?

2. Are there alternative standard/approved treatments available for this participant?

3. Could this study be done in a less vulnerable population?

4. If there is no direct benefit to the individual participant, would the information
gained result in a potential benefit for other patients with the same
incapacitating condition?

5. If there is no direct benefit to the individual participant, is there more than a
minimal risk to participation?

B. The participant must be treated by a licensed physician who holds a faculty
appointment at an accredited medical or osteopathic school.* If the treating physician
and the investigator are not the same person then the investigator must get the
approval of the treating physician for the individual’s participation.

C. No surrogate consent will be accepted as consent to treatment that is in contravention
to the incapacitated person’s expressed permission or authorization.

D. The participant must be incapable of giving informed consent for an *Liaison
Committee on Medical Education or American Osteopathic Association IRB approved
experimental treatment, test, or drug. The IRB addresses who will be making the
determination that the participant is incompetent.

E. Informed consent may be obtained from a legal guardian, attorney-in-fact with health
care decision authority or a family member (in the following order: spouse, adult child,
either parent, adult sibling, or a relative by blood or marriage). When the legal
guardian or attorney-in-fact with health care decision authority provides consent, the
investigator obtains a copy of the guardianship papers.
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F. If the individual previously refused to participate in the research (at a time when he/she
was competent to make that decision), his/her wishes cannot be subsequently
overridden by the legal guardian or family member after the individual becomes
incompetent.

G. Individuals who are incompetent to give informed consent may still be able to assent

to participation. (The IRB may require or waive participant assent, depending on the level

of incapacity).

H. If it is a long-term study and the participant regains competency, the informed consent

process should be repeated with the participant.

I. Surrogate consent may be allowed in non-therapeutic research if the research entails

no more than minimal risk to the participant.

J. Surrogate consent cannot be used for participants who (in addition to being
incapacitated) are pregnant or prisoners.

K. For surrogate consent involving VA patients, the approval of the VA Chief of Staff is
required.

1.7 Informed Consent in Vulnerable Populations

A. Informed Consent in Children
"Assent" in research involving children means a child's affirmative agreement to
participate in research. Mere failure to object should not, absent affirmative
agreement, be construed as assent. "Permission" in research involving children
means the agreement of parent(s) or guardian to the participation of their child or
ward in research. Child informed consent must adhere to the following:

1. Children are defined as being less than 18 years old. Oklahoma law does not
recognize the concept of an “emancipated minor” for the purposes of research.

2. In children, informed consent is obtained from the parent (s) or legal guardian.

3. Research involving more than minimal risk requires both parents’ signatures when
both are available and applicable. Both parents must give their permission unless one parent is
deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal
responsibility for the care and custody of the child.

4. For some types of research, where documentation of informed consent would normally
be waived (such as surveys), it may be required for children.

5. Assent from the child is usually required unless:

a. The minor participant is too immature/incapacitated to be consulted.

b. The intervention/procedure involved in the research holds out prospect of direct benefit
that is important to health or wellbeing of the child and is available only in the context of the
research.

c. The assent document would be the only link between the participant and the research
and would pose a confidentiality risk.

d. Assent is documented depending on the age, maturity, and psychological state of the
child:

iii. Age <7 years old, assent is waived or verbal assent is obtained, as determined by the
IRB.

iv. Age 7-12 years old, a simple one page assent statement is obtained.

v. Age 13-17, the IRB approved consent form is used, with a statement of assent added.

B. Informed Consent in Research Involving Pregnant Women.
For research involving pregnant women and/or fetuses, consent must be obtained
from both the pregnant woman and father unless:

1. The purpose of the research is to meet the health needs of the mother.

2. The identity or whereabouts of the father cannot reasonably be ascertained.

3. The pregnancy resulted from rape or incest.

C. Informed Consent in Research Involving Native Americans
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1. Informed consent from the individual participant is sufficient if the study is not directed
at or about Native Americans as a group.
2. For studies involving Native Americans as a group, informed consent is required from
the individual participant and the appropriate tribal authority.
D. Informed Consent in Research Involving Prisoner Populations
1. The consent must be written, or adapted, to the educational level of this population.
2. The Investigator maintains confidentiality of the prisoner-participant prior to, during and
after the research project concludes.
E. Informed Consent in Research Involving Other Vulnerable Groups
Other vulnerable groups may include mentally impaired persons, HIV+ participants,
employees of the Sponsor or Investigator, terminally ill patients, and the elderly. The
IRB defines the elderly as 65 years of age and older. The IRB determines special
protections for these groups on a case-by-case basis, taking into account the risks
and benefits and other protections afforded by institutional policies and state and
federal law.

1.8. Re-consenting Participants

The investigator has a responsibility to inform research participants of any new information that
might affect a participant’s willingness to continue participating in the research. Often re-consent
can be obtained verbally with the investigator documenting in the research file that he/she has
done so; however, under certain circumstances, the investigator must obtain written
documentation that the new information was conveyed to the participant and the participant
agreed to continue in the study. Written documentation of re-consent can be obtained by either
having the participant sign an updated version of the informed consent document or an
addendum to the original consent form.

A. Written documentation of the participants’ willingness to continue to participate must
be obtained if there is a significant change to the protocol or risk that directly
affects what the research participant is being asked to do. Examples include:

1. The study was originally going to last for 6 weeks but now the participants are going to

be followed for 5 years.

2. The study drug was originally to be given in randomized, double blind fashion but now

is going to be open label.

3. The drug was recently reported to cause liver failure.

4. The drug was originally intended to be given by peripheral IV but now requires a
central line.
5. Blood (originally stored for future analysis of unknown biomarkers) will now be
used for genetic testing.
B. Minor changes that require notification but not written informed consent:
1. Was going to draw 5cc blood but now are going to draw 10cc blood.
2. Changes to surveys (unless the new questions pose new risks, i.e., questions about
illegal activity)
3. Final follow-up visit originally schedule in-office, but now will occur via telephone.

C. Participants who were enrolled in research studies at a time when they were minors,
should be re-consented when they turn 18 years old (if they are still actively
participating in the study).

D. Participants who were enrolled in a research study by a legally authorized
representative should be re-consented when they regain competency (if they are still
actively participating in the study).

2. Scope

These policies and procedures apply to all research submitted to the IRB.
3. Applicable Regulations and Guidelines

21 CFR 50.23, 50.24 (Appendix A)

21 CFR 56. 109 (c), 56.109 (d) (Appendix C)
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45 CFR 46.116 (Appendix I)

45 CFR 46 Subpart A. (Appendix 1)

45 CFR 46 Subpart B. (Appendix 1)

45 CFR 46 Subpart D (Appendix I)

OHRP Guidance: 11/09/95 Obtaining and Documenting Informed Consent of Subjects
Who Do Not Speak English. (Appendix AB)
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NON-COMPLIANCE/ SCHOLARLY MISCONDUCT

1. POLICY

The IRB takes seriously its role in assuring prompt reporting of violations of applicable state
and federal regulations, requirements or determinations of the IRB, and allegations of
scholarly misconduct.

All credible reports of such non-compliance and allegations of scholarly misconduct made to
the IRB are referred to the HSRP director or designee and reported to the Vice President or
designee.

Reports of non-compliance or scholarly misconduct may come from any source including IRB
members, Investigators, participants, institutional personnel, the media, anonymous sources
or the public.

The IRB has the authority to suspend or terminate approval of the research that is not being
conducted in accordance with the IRB policies, is not in compliance with state and federal law
and/or regulations, has been associated with unexpected serious harm to participants, or
involves allegations of misconduct.

It is the responsibility of the IRB staff and IRB members to act on information or reports
received from any source that indicates a study being conducted at any facility under the
jurisdiction of the IRB could adversely affect the rights and welfare of research participants.

Specific Policies

1.1 Scholarly Misconduct
If an incident of scholarly misconduct is reported to the HSRP director or designee will
notify an administrator in accordance with the university policy.
1.2 Non-compliance
If an incident of non-compliance is reported to the IRB, the HSRP director or designee
and IRB Chairperson determine if the incident meets the definition of technical non-
compliance, serious non-compliance, or continuing non-compliance.
1.2.1 Technical non-compliance is defined as a failure to comply with federal law and/or
regulations, the ethical principles of the Belmont Report, Oklahoma law, Rogers
State University IRB policies and procedures, or the determinations of the IRB. To
the extent such non-compliance is addressed by other University policies, the
corrective actions in this policy shall be in addition to and not in lieu of any actions
or sanctions provided under such other policies.

Examples of technical non-compliance are: late submission of a continuing review
although within the required timeframe for review and approval prior to the
expiration date, failure to complete IRB education requirements in a timely fashion,
or failure to submit a Protocol Modification Form regarding minor changes to a
research project that do not involve risks to participants.

1.2.2 Serious non-compliance is defined as a disregard or failure to comply with federal law
and/or regulations, the ethical principles of the Belmont Report, Oklahoma law, or
Rogers State University IRB policies and procedures, or the determinations of the
IRB.

Examples of serious noncompliance are: failure to provide Continuing Review,
failure to report serious adverse events, failure to obtain IRB approval prior to
implementation of a change in the research, research conducted without IRB
approval, failure to provide Board requested information and failure to obtain
informed consent from the participant.

1.2.3 Continuing non-compliance is defined as a pattern or repeated incidents of failure to
comply with federal law and/or regulations, the ethical principles of the Belmont
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Report, Oklahoma law, or Rogers State University IRB policies and procedures, or
the determinations of the IRB.

Examples of continuing noncompliance are patterns of or repeated: failure to
provide Continuing Review, failure to report serious adverse events, failure to
obtain IRB approval prior to implementation of a change in the research, failure to
conduct research without obtaining prior IRB approval, failure to provide Board
requested information and failure to obtain informed consent from the participant.

1.2.4 If a determination is made that the incident meets any of the definitions of serious or
continuing non-compliance, the HSRP director or designee reports in writing the
suspected or apparent allegation of non-compliance in research to the Provost or
designee.

1.3 Evaluation of Non-compliance

1.3.1 Non-compliance may result in an evaluation of the allegations performed in the
context of a “for cause” evaluation of an investigative site. The evaluation team
may include one or more members of the IRB, and the HSRP director or designee.
Results of the evaluation are reported to the appropriate IRB, the Vice President or
designee. For details regarding external evaluations refer to SOP 901 Quality
Improvement Program.

1.3.2 The IRB will take into consideration how serious each event is in relation to the
protection of participants, and whether the allegations of non-compliance are
serious or continuing incidents. Consideration will also be given to how many times
the event occurred, over what time period, previous communication from the IRB,
and safety of participants.

1.4 Corrective Actions

1.4.1 Corrective actions are based upon the nature and degree of the non-compliance. In
the evaluation of non-compliance, the IRB may consider one or more of the
following actions.

* No action
» Education
0 Require additional training of the investigator and/or
0 Require additional training of the research team
* Modification
o Modification of the study protocol
0 Madification of the continuing review schedule and/or
o Madification of the information disclosed during the consent process
* Monitoring
o Direct oversight of the research
o Direct oversight of the consent process
* Limitation
o Limit the research of the investigator
o Withdraw or limit the privileges of the investigator to conduct human
research
0 Suspend the research to new enrollment
o Terminate the research
» Consenting/Notification to Participants
0 Require current participants to re-consent for participation
0 Require additional information about the non-compliance to be
provided to current participants when such information may affect their
willingness to continue participation
* Any other actions appropriate to the non-compliance

1.4.2 The corrective actions requested by the IRB will be confirmed by the Evaluation Team
and reported to the IRB.
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2. SCOPE
This policy applies to actions associated with allegations of non-compliance or misconduct in
research.
3. APPLICABLE REGULATIONS AND GUIDELINES
45 CFR 46.113 (Appendix I)
21 CFR 56.113 (Appendix C)

RSU Academic Policies and Procedures/RSU Personnel Policies and Procedures (Appendix
AH)
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RESEARCH RELATED PRIVACY ISSUES, PRIVACY BOARD
HIPAA

1. POLICY

The HSRP program/IRB/Privacy Board protects and safeguards protected health information
(PHI) created, acquired and maintained during the conduct of human participant research in
accordance with the Privacy Regulations promulgated pursuant to the Health Insurance
Portability and Accountability Act of 1996 (HIPAA), applicable state laws, and Rogers State
University HIPAA Privacy Policies.

Under HIPAA, a covered entity must establish a privacy board or delegate authority to the
IRB to serve as a privacy board to review uses and disclosures of PHI in research. Rogers
State University has designated the IRB to serve as the Privacy Board for research.

Specific Policies
1.1 Role of the Privacy Board
The Privacy Board reviews each research project submitted to the IRB and determines if
the Investigator is:
1) Collecting, using, and sharing PHI for the project documented by:
[JAn authorization from the research participant
[JA waiver of authorization
[JA verification that the health information is based on decedent
information
[JA verification that the health information is de-identified
[JA verification that the health information is being collected as a
limited data set
2) Reviewing PHI in preparation of a research project
Either the convened committee or an IRB Chairperson conducts the research
project review.

1.2 HIPAA Determinations

1.2.1 Authorization designates permission from the research participant to collect, use,
share, and disclose their PHI. Permission is documented by a written
authorization (Privacy Forms 1-4). The written authorization is a separate
document and cannot be combined with the informed consent document.

1.2.2. Waiver of Authorization is determined appropriate when direct permission from the
research participant is either not necessary or not possible. It is documented by a
Waiver of Authorization document (Privacy Form 5)

1.2.3 Authorization is not required for research that only involves the PHI of decedents.
This provision is documented by verification (Privacy Form 7).

1.2.4 Authorization is not required for research that involves health information that is
non-identifiable. Once PHI is de-identified, it is no longer subject to the HIPAA
privacy requirements. This provision is documented by verification (Privacy Form
8).

1.2.5 When the research project involves health information that is identifiable only by
specific identifiers, the identifiers are considered a limited data set. Verification
provides documentation of such activity (Privacy Form 9). If there are plans to
release the limited data set to another covered entity, a written agreement or
Data Use Agreement (Privacy Form 10) is utilized. The agreement states that the
recipient will use or disclose the limited data set for specific, limited purposes.

1.2.6 When PHI is being reviewed only to ascertain the feasibility of a research project,
verification of such activity is required (Privacy Form 6). PHI is not allowed to be
removed from the custodian of the PHI for such activity.
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2. SCOPE

These policies and procedures apply to all research that involves the collection, use, and
sharing of protected health information.

3. APPLICABLE REGULATIONS AND GUIDELINES
HIPAA Privacy Regulations: 45 CFR Part 160 and Part 164
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OKLAHOMA STATE LAWS

OKLAHOMA STATE LAWS PERTAINING TO RESEARCH

1. POLICY

Federal regulations require the IRB to conduct research in compliance with applicable state law.
The IRB and Investigators must comply with Oklahoma state laws as they pertain to research.
This policy outlines Oklahoma State laws pertaining to research activities.

Specific Policies
1.1 Research Involving Protected Populations
1.1.1 Emancipated Minors

Under 63 O.S. §2601, any minor who is married, has a dependent child, or is emancipated
(released from parental or guardian control and is not supported by the parents or guardian) may
consent to health services. Health Services do not include research or experimentation except
when the research or experiment is an attempt to preserve the life of that minor or research as
approved by an appropriate review board involved in the management of reportable diseases.

1.1.2 Cognitively Impaired Individuals

Under 63 O.S. 83201A, consent of a cognitively impaired individual to participate in a research
project may be obtained from a legal guardian, attorney-in-fact with health care decision authority,
or a family member (in the following order: spouse, adult child, either parent, adult sibling, or a
relative by blood or marriage). However, if cognitively impaired individuals were legally competent
to express permission or prohibition prior to becoming cognitively impaired, the legal guardian or
family member cannot override the individual’s previously expressed permission or prohibition.

1.1.3 Fetal Materials

Under 63 O.S. §1-735, research on fetal tissue resulting from an abortion is prohibited. An
abortion is defined as the purposeful termination of a pregnancy with an intent other than to
produce a live birth or remove a dead unborn child. The use of fetal tissue resulting from a
spontaneous miscarriage for research purposes is not specifically prohibited.

2. SCOPE

These policies and procedures apply to all other SOPs.

3. APPLICABLE REGULATIONS AND GUIDELINES

Oklahoma Statutes, 63 O.S. 82601 (Appendix AD)
Oklahoma Statutes, 63 O.S. 83201 (Appendix AD)
Oklahoma Statutes, 63 O.S. 81-735 (Appendix AD)
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Appendices

A 21 CFR 50 http://www.access.gpo.gov/nara/cfr/waisidx _00/21cfr50 00.html
B 21 CFR 54 http://www.access.gpo.gov/nara/cfr/waisidx _00/21cfr54 00.html
C 21 CFR 56 http://www.access.gpo.gov/nara/cfr/waisidx _00/21cfr56 00.html
D 21 CFR 312 http://www.access.gpo.gov/nara/cfr/waisidx 00/21cfr312 00.html
E 21 CFR 600 http://www.access.gpo.gov/nara/cfr/waisidx 00/21cfr600 00.html
F 21 CFR 812 http://www.access.gpo.gov/nara/cfr/waisidx 00/21cfr812 00.html

21 CFR 814, Subpart H, http://www.access.gpo.gov/nara/cfr/waisidx 00/21cfr814 00.html
G Humanitarian Use Devices

http://www.access.gpo.gov/nara/cfr/waisidx 00/38cfr16 00.html

H 38 CFR 16, 17 http://www.access.gpo.gov/nara/cfr/waisidx 00/38cfr17 00.html
| 45 CFR 46 http://www.access.gpo.gov/nara/cfr/waisidx 00/45cfr46 00.html
J 45 CFR 160 http://www.access.gpo.gov/nara/cfr/waisidx 00/45cfr160 00.html
K The Belmont Report http://www.hhs.gov/ohrp/humansubjects/quidance/belmont.htm

FDA Information Sheet www.fda.qgov/oc/ohrt/irbs/devrisk.pdf

Guidance, Significant Risk

and Non-Significant Risk

Medical Device Studies,
L January 2006

OHRP Guidance Document, | http://www.hhs.qgov/ohrp/irb/irb _gquidebook.htm
M IRB Guidebook

NIH Notice: OD-00-39 http://grants.nih.gov/grants/quide/notice-files/INOT-OD-00-039.html

Required Education in the

Protection of Human
N Research Participants

NIH National Center for http://www.ncrr.nih.gov/clinical/DCRRguidelines2005/GCRC Guidelines

Research Resources October2005.pdf

(NCRR), Division of Clinical

Research Resources, 79 pages (please visit website)

Guidelines for the General

Clinical Research Centers

Program (M01), October
(@] 2005

FDA Information Sheets, http://www.fda.gov/oc/ohrt/irbs/fags.html

Guidance for IRBs and

Clinical Investigators,

Frequently Asked
P Questions, 1998 Update

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/HDEInformati

FDA Humanitarian Device on.cfm
Q Exemptions; Final Guidance

Federal Register, Vol. 69, www.hhs.gov/ohrp/documents/051204.pdf (p.26393)
R No. 92, 05-12-04, Notices,
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http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr50_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr54_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr56_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr312_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr600_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr812_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr814_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/38cfr16_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/38cfr17_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/45cfr46_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/45cfr160_00.html
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm
http://www.fda.gov/oc/ohrt/irbs/devrisk.pdf
http://www.hhs.gov/ohrp/irb/irb_guidebook.htm
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html
http://www.ncrr.nih.gov/clinical/DCRRguidelines2005/GCRC_Guidelines_October2005.pdf
http://www.ncrr.nih.gov/clinical/DCRRguidelines2005/GCRC_Guidelines_October2005.pdf
http://www.fda.gov/oc/ohrt/irbs/faqs.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/HDEInformation.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/HDEInformation.cfm
http://www.hhs.gov/ohrp/documents/051204.pdf

DHHS Financial
Relationships and Interest in
Research Involving Human
Participants: Guidance for
Human Subject Protection

Guidance for Industry E6,
Good Clinical Practices, ICH
1996

http://www.fda.qgov/cder/qguidance/959fnl.pdf

63 pages

OHRP Guidance on Written
IRB Procedures, July 11,
2002

http://www.hhs.gov/ohrp/humansubjects/quidance/irbgd702.htm

OHRP Guidance on
Continuing Reviews, July
11, 2002

http://www.hhs.gov/ohrp/humansubjects/quidance/contrev2002.htm

OHRP Guidance on the
Involvement of Prisoners in
Research, May 23, 2003

http://www.hhs.gov/ohrp/humansubjects/quidance/prisoner.htm

Office for Protection From
Research Risks-Issues to
Consider in Research Use
of Stored Data or Tissues,
November 7, 1997 (now
OHRP Guidance Document)

http://www.hhs.gov/ohrp/humansubjects/quidance/reposit.htm

Guidance for Investigators
and Institutional Review
Boards Regarding Research
Involving Human Embryonic
Stem Cells, Germ Cells and
Stem Cell-Derived Test
Articles, March 19, 2002

http://www.hhs.gov/ohrp/humansubjects/quidance/stemcell.pdf

Health Insurance Portability
and Accountability Act, 45
CFR Parts 160 and 164,
August 2003

www.hhs.gov/ocr/combinedregtext.pdf

NIH Notice OD-00-031, May
1, 2000

http://grants.nih.gov/grants/quide/notice-files/INOT-OD-00-031.html

AA

OHRP Guidance, IRB
Review of Applications for
HHS Support, May 31, 2000

http://www.hhs.gov/ohrp/humansubjects/quidance/aplrev.gov

AB

OHRP Guidance, Obtaining
and Documenting Informed
Consent of Subjects Who
Do Not Speak English,
November 9, 1995

http://www.hhs.gov/ohrp/humansubjects/quidancel/ic-non-e.htm

AC

NIH Guidelines for Research
Involving Recombinant DNA
Molecules

http://grants.nih.gov/grants/quide/notice-files/INOT-OD-02-052.html
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http://www.hhs.gov/ohrp/humansubjects/guidance/irbgd702.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/contrev2002.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/prisoner.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/reposit.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/stemcell.pdf
http://www.hhs.gov/ocr/combinedregtext.pdf
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-031.html
http://www.hhs.gov/ohrp/humansubjects/guidance/aplrev.gov
http://www.hhs.gov/ohrp/humansubjects/guidance/ic-non-e.htm
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-02-052.html

Oklahoma Statutes, Title 63

http://www.oscn.net/applications/oscn/DeliverDocument.asp?CitelD=10
0318

AD 83102A
Oklahoma Statutes, Title 63 | http://www.oscn.net/applications/oscn/DeliverDocument.asp?CitelD=98
AE 81-730 157
Oklahoma Statutes, Title 51
AF 824A.19
http://www1.va.gov/vhapublications/ViewPublication.asp?pub 1D=418
Department of Veterans
Affairs, VHA Handbook 46 pages
AG 1200.5, July 15, 2003
Rogers State Unversity http://campusnet..rsu.edu
Academic Policy and
Procedures http://www.rsu.edu/PoliciesAndProcedures/
Manual/Personnel Policy
and Procedures Manual
AH
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