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Message from the Director

The Office of Research Compliance has several sections that support a culture of
research integrity with university policies and federal regulations for the conduct of
research. The Institutional Biosafety Committee (IBC), Institutional Animal Care and
Use Committee (IACUC), and Institutional Review Board (IRB) staff are available to
assist in guiding you in conducting your research within the established norms of CMU
and U.S. Federal Regulations governing research.

We are here to assist so your research goes as smoothly as possible. My staff along with
the committee chairs are available for consultation if you have any questions concerning
your research. Please feel free to contact me directly or visit our office for assistance.

[ elinda

Belinda Adamson, MEd, CIP, CHRC, CCRC
adamsibs@cmich.edu

Office: 989.774.3477

The Researcher Handbook serves as a roadmap for researchers as they navigate the
Human Subject Protection Program (HRPP) and the IRB process at Central Michigan
University. This handbook is designed as a resource to guide investigators and study
team members. It will provide information for getting started, applying for the
appropriate approvals, and conducting research that is compliant with relevant
government laws and regulations and CMU policies and procedures. For more detail
information on CMU HRPP program and specific topics, refer to the CMU HRPP Policy
Manual.

If you have a concern, question or suggestion regarding the CMU’s HRPP, contact the
Director of Research Compliance and/or the IRB Chair via a phone call or email
ComplianceQuestions@cmich.edu.
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Mission Statement

Central Michigan University conducts research designed to create new knowledge and
promote an improved quality of life for the state of Michigan citizens, the nation, and
the world. The IRB furthers the University research mission by:

e Safeguarding and promoting the health and welfare of human research subjects
by ensuring that their rights, safety and well-being are protected.

e Providing guidance and support to the research community in the conduct of
research with human subjects.

e Assisting the research community in ensuring compliance with relevant federal,
state, and local laws and regulations.

e Provide timely and high-quality education, review and monitoring of human
research projects.

e Facilitate excellence in human subjects’ research.

Authority and Responsibility of the IRB

CMU’s IRB operates under a Federal Wide Assurance (FWA). A FWA is a document,
which formalizes an institution’s commitment to protect human participants and is
required by any institution that participates in federally supported human subject
research. This is an agreement between the IRB and the Department of Health and
Human Services (DHHS) outlining the responsibilities of the IRB in upholding the
ethical principles of research involving human subjects. These principles are outlined in
the report of the National Commission for the Protection of Human Subjects in
Biomedical and Behavioral Research entitled, Ethical Principles and Guidelines for the
Protection of Human Subjects of Research, also known as “The Belmont Report”.
Research activities are overseen for DHHS by the Office for Human Research
Protections (OHRP). Other agencies that the IRB reports to include: the Office of
Research Integrity, funding agencies, and CMU’s Institutional Official.

The Institutional Review Board is responsible for the review and approval, or
modifications for approval, or disapproval of all human subjects research projects. In
applying for approval of your project, written protocols are provided to the IRB via an
electronic application system.

IRB policies and procedures applies to all activities which, in whole or in part, involves
research with human subjects if:

e The research is sponsored by Central Michigan University, or
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e The research is conducted by or under the direction of faculty, staff, or students
of Central Michigan University in connection with their institutional
responsibilities, or

e The research is conducted by or under the direction of faculty, staff or students of
Central Michigan University using any property or facility of the University, or

e The Central Michigan University researcher is engaged in collaborative research
with another institution or institutional representative; or

e The research involves the use of Central Michigan University’s nonpublic
information to identify or contact human research subjects or prospective
subjects.

Graduate and undergraduate student research projects, which meet the definition of
research and are intended for generalization (poster, abstract, conference) beyond the
classroom, are covered by this policy. Student projects designed to provide research
training, but do not produce generalizable data and are not intended for dissemination
beyond the classroom are not treated as research projects under our policy.

Institutional Official

The Institutional Official (I0) is CMU’s signatory official on the FWA and on all IRB
authorization agreements. The IO has the authority to review decisions of the IRB. In
the case of an approval decision, if the IO determines that a project does not fully
comply with policies or obligations of the University, the IO may disapprove, suspend,
or terminate the project on behalf of CMU. However, the 10 does not have the authority
to approve research disapproved by the IRB. CMU’s 10 is the Vice President for
Research and Innovation. The IO is responsible for administering the program,
ensuring compliance with the Public Health Service Act, Protection of Human
Participants, and 45 CFR 46.

IRB Members

The Vice President for Research and Innovation appoints members of the IRB in
consultation with the IRB Chair and Director of Research Compliance. Appointments
are one to three year terms. Federal requirements mandate that the IRB have a
minimum of five members with varying backgrounds to adequately review research
activities commonly conducted at CMU. IRB members must be knowledgeable about
institutional commitments and regulations, applicable laws, standards of professional
conduct, and practice. The IRB membership must be diverse in race, gender, and
cultural background. IRBs must include at least one person in each of the following
categories:

o A scientific member,
e A non-scientific member,
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e A community member, which must be someone who is not affiliated with the
institution, nor an immediate family member of a person who is affiliated with
the institution.

It is important to note, that no member of the IRB may participate in the review of any
project with which that member has a conflict of interest, except to provide information
requested by the IRB.

CMU Human Research Protections Program

The HRPP is a comprehensive system to ensure the protection of human subjects
participating in research. It involves various individuals and committees with
responsibilities to oversee the system, and includes the Institutional Official, Director of
Research Compliance, Office of Research Compliance/IRB staff, the IRB, Institutional
Biosafety Committee, Radiation Safety Committee, Sponsored Program Director and
staff, Clinical Research Institute administration and staff, clinical research staff, legal
counsel, investigators, and others. The objective of this system is to assist the institution
in meeting ethical principles and regulatory requirements for the protection of human
subjects in research.

CMU joins an elite group of organizations in achieving full accreditation from the
Association for the Accreditation of Human Research Protection Programs, Inc.
(AAHRPP). In achieving full AAHRPP accreditation, CMU has demonstrated its
commitment to rigorous standards that help protect research participants while ensuring
that society continues to realize the benefits of scientific research.

Communicating Information to Research Community

When new and relevant information needs to be disseminated to the research community,
the Office of Research Compliance has several methods available to communicate this
information. The dashboard in the electronic application system is an area that
researchers enter on a routine basis. Emails and emails containing departmental
newsletters are another way HRPP provides information. CMU Today is a university
driven notification system that is used for general information communications.

Federal Regulations define research as
“a systematic investigation, including development, testing and
evaluation, designed to develop or contribute to generalizable
knowledge” [§45CFR46.102(d)].

A systematic investigation is a process that involves the formulation of a hypothesis,

exploration of a theme, or establishment of research questions, and the collection

and/or analysis of data that will lead to a conclusion that either proves or disproves the
7
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hypothesis, addresses the themes, or that answers the research question.

Research generally does not include operational activities such as defined practice
activities in psychology or social work, or studies for internal management purposes
such as program evaluation, quality assurance, quality improvement, fiscal or program
audits, marketing studies or contracted-for services. It also does not include certain
public health surveillance activities done in partnership with a public health authority,
collection and analysis efforts for certain criminal justice purposes, or authorized
operational activities in support of intelligence/homeland security/defense/national
security missions. However, even some of these activities may include or constitute
research in circumstances where there is a clear intent to contribute to generalizable
knowledge.

Sometimes the issue of whether or not the study will contribute to generalizable
knowledge is unclear. For example, some qualitative studies, which may not directly
“contribute to generalizable knowledge,” are still research. In addition, course research
assignments conducted by students may be research even if they are limited in scope.

For the purpose of determining the need for IRB review (per the above definition of
research), generalizable knowledge is knowledge that is “expressed in theories,
principles, and statements of relationships” that can be widely applied to our
experiences. Generalizable knowledge is usually created to share with other people, such
as through presentations and publications. For example, Masters theses and Ph.D.
dissertations are generally considered to present generalizable knowledge.

Criteria used for review of research follow basic principles and guidelines for the
protection of participants, established in The Belmont Report. These principles outline
the acceptable conduct of research involving human subjects. The criteria are
summarized below.

« Respect for persons, or autonomy, requires recognizing the personal dignity
and autonomy of individuals, and provides special protection for persons with
diminished autonomy.

« Beneficence creates an obligation to protect people from harm by maximizing
anticipated benefits and minimizing possible risks.

o Justice requires that the benefits and burdens of research be distributed fairly.

All research conducted by or at CMU that includes human participants is reviewed using
these principles, in conjunction with regulatory requirements at 45 CFR 46. Central
Michigan University promotes each principle with policies and procedures overseen by
the IRB. For example the principle of:

e “respect for persons” requires researchers to obtain informed consent,

e “beneficence” requires a risk/benefit analysis of the research to minimize risks
and maximize benefits to the research participants, and

e “justice” requires that participants be fairly selected.
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In determining whether a proposed activity is research, the following criteria are
applied:

o Does the activity meet the definition of “research” as defined above?

o Ifyes, does the research involve “human participants” as defined below?

o Ifboth of the above criteria are answered “yes” the protocol must be reviewed
and approved by the IRB.

To avoid potential regulatory consequence(s), researchers should consult the IRB if they
are uncertain whether or not a study qualifies as research with human subjects.

Human Subjects/Participants

While the regulatory language refers to “human subjects,” the CMU IRB recognizes the
autonomy of prospective participants. Humans are not “subject” to research or
researchers’ requests but are rather participants in expanding knowledge.

Human subject is defined by Federal Regulations as:

“A living individual about whom an investigator (whether
professional or student) conducting research: (i) Obtains
information or biospecimens through intervention or interaction
with the individual, and uses, studies, or analyzes the information
or biospecimens; OR (ii) Obtains, uses, studies, analyzes, or
generates identifiable private information or identifiable
biospecimens.” [§45CFR46.102(e)(1)]

About whom: A human participant research project requires the data received from
the living individual to be about the person.

Intervention: includes both physical procedures by which information or
biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the
subject's environment that are performed for research purposes.

Interaction: Includes communication or interpersonal contact between the
investigator and the participant. This includes in-person, on-line surveys, mail, and
phone interaction as well as other methods of communication.

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

Minimal Risk: The probability and magnitude of harm or discomfort anticipated in
the research are not greater in and of themselves than those ordinarily encountered in
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daily life or during the performance of routine physical or psychological examinations or
tests.

I/Start> Federal Funds involved

N es N

no
‘ Human Research defined by DHHS FDA-regulated product involved‘
yes ne yes l
DA ] [Activity is Human Research as defined by FDA ]

[Acti\rity is Human Research as defined by F

~/ NG ] [

‘ NOT Human Research

Human Research
under FDA only

Human Research
under DHHS only

Human Research under
DHHS and FDA

Case Report

Under HIPAA, a case report is an activity to develop information to be shared for
medical/educational purposes. Although the use of protected health information to
prepare the paper and/or poster does not require IRB review, the author(s) of a case
report must comply with HIPAA.

If all HIPAA identifiers (including unique patient characteristics) have been removed
but the publication is requesting patient consent, this is the responsibility of the
investigator to obtain. A case report for IRB purposes is a retrospective analysis of one,
two, or three clinical cases. If more than three cases are involved in the analytical
activity, the activity may constitute “research”.

If HIPAA identifiers OR photo/video images ARE to be included in the report, a HIPAA-
compliant authorization form must be signed by the patient(s) involved. IRB review on
the form is not required; however, the signed release form should be scanned into the
patient’s medical record prior to any presentation of the case report.

If no HIPAA identifiers or images are to be included, but a “unique characteristic” is
discussed, that might suggest the patient’s identity, additional steps need to be
considered to protect the patient’s identity. Contact the IRB Coordinator or Director of
Research Compliance to discuss steps to be taken prior to presentation or publication of
the case report.
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Not Human Subjects Research Determination

All human subjects research must undergo review by the CMU’s IRB. Activities that do
not meet the definition of human research do not require review and approval. An IRB
application is required when investigators are unsure whether their research project
meets the definition of Human Subjects Research. To obtain a formal “Not Human
Subjects Research” determination from the IRB, submit a “Does My Project Need IRB
Review” form in the electronic submission system.

Be aware that many journals are requiring an IRB determination if the project involves
human participants. The IRB will not retrospectively review a request after it has been
submitted to a journal. Review the journal’s requirements for submission verifying if an
IRB determination is necessary. This should be known at the start of your project so
you have the IRB determination in place prior to the start of any research-related
activities (e.g., participant recruitment, data collection, and writing the manuscript).

OHRP Decision Charts were designed to provide guidance on whether the proposed

activities constitute human research. (https://www.hhs.gov/ohrp/regulations-and-policy/decision-
charts/index.html)

Exempt Determination

Certain categories of human research may be exempt from some of the federal
regulations that govern protection of participants in Human Subjects Research.
Investigators may not determine whether their proposed human research is exempt.
Instead, a formal determination is required from the CMU IRB prior to implementation
the project. Submit a “IRB Exempt Application” form in the electronic submission
system.

When conducting exempt human research internationally, the Principal Investigator is
required to comply with applicable local laws, legislation, regulations, and/or policies.
Additionally, if local ethics review is required, it must be obtained before any human
research activities are conducted. If assistance with applicable local requirements is
needed, contact Office of the IRB.

Exempt Categories
Research conducted in establish or common accepted educational settings
Research that only includes interactions involving educational tests, survey
procedures, interview procedures or observation of public behavioral
(adults only)
3 | Research involving benign behavioral interventions in conjunction with the
collection of information through verbal or written responses (some
restrictions & adults only)

N | =
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4 | Secondary research for which consent is not required. Secondary research use of
identifiable private information or identifiable biospecimens.  (specific
requirements)

5 | Research and demonstration projects that are conducted or supported by a
Federal department or agency

6 | Taste and food quality evaluation and consumer acceptance studies.

7. | Storage or maintenance for secondary research for which broad consent is
required.

8. | Secondary research for which broad consent is required.

Expedited Review Procedure

Certain categories of non-exempt human research may qualify for review using the
expedited procedure, meaning that the project may be approved by one or more
designated reviewers, rather than by the convened IRB. Minimal risk protocols eligible
for review using the expedited procedure do not require continuing review unless the
IRB member determines otherwise. Submit a “IRB Application to Conduct Research
Involving Human Subjects” form in the electronic submission system.

Expedited Categories (Non-Exempt Research)

Clinical studies of drugs and medical devices with specific conditions. (no IND/IDE needed)

Collection of blood samples by finger stick, heal stick or venipuncture (restriction on amount)

Prospective collection of biological specimens for research purposes by noninvasive means.

Collection of data through noninvasive procedures routinely employed in clinical practice.

Research involving materials that have been collected, or will be collected solely for nonresearch
purposes

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

N (N Gl N |-

Research on individual or group characteristics or research employing survey, interview, oral
history, focus groups, program evaluation, human factor evaluations or quality assessment.
(This list refers only to research that is NOT exempt.)

Convened IRB Review (“Full Board”)

Non-exempt human research that does not qualify for expedited review and/or present
greater than minimal risk to participants must be reviewed at a fully convened IRB
meeting. The CMU IRBs meets monthly. A convened board protocol needs to be
received by the IRB three (3) weeks before a monthly meeting. Submit a “IRB
Application to Conduct Research Involving Human Subjects” form in the electronic
submission system.
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The CMU IRB is responsible for the review and oversight of Human Subjects Research
conducted by CMU faculty, staff, and students. Its oversight applies regardless of
whether the Human Subject Research is conducted at CMU, another institution, in
another country, and/or in collaboration with non-CMU affiliates. If it’s unclear what is
required for collaborative research, contact the IRB coordinator. Some activities do not
require IRB review. Activities that do not meet the definition of “Human Subjects
Research” do not fall under the HHS Protection of Human Subjects Regulations.
Examples are oral history, scholarly and journalistic activities specifically about an
individual, public health surveillance, and use of certain type of de-identified data.

IRB applications may be submitted at any time via the electronic submission system.
Applications are entered in the queue for review in the order they are received. Most
research with human participants does not need the convened board’s review. As soon
as a protocol application is received by the IRB office, the IRB staff will determine if the
application can be reviewed under the regulations for Expedited Review and, if so, the
review process will begin without waiting for a convened board meeting. Applications
that require Convened Board Review, from the pediatric faculty, must be received 3
(three) weeks before a monthly IRB meeting. Protocols that require convened board
review but are not received by the deadline will be held over for consideration until the
next meeting. Applications that require Convened Board Review, from the Mt. Pleasant
campus, will have an ad hoc convened board meeting scheduled.

Documents to facilitate IRB Review

For any Human Subject Research that is does not qualify for an exempt category review,
the following documentation are requested to assist IRB members in doing their review.
For initial review, the documents are distributed by IRB staff to all IRB members who
will be charged with reviewing the protocol. For review by the convened IRB, the
following documents (if applicable) are distributed to all members of the IRB:

The IRB Application

A protocol

The proposed Informed Consent document or Letter of Information

Any privacy authorization from participant (HIPAA)

Any advertisement to be used for recruitment

Any brochures to be used during the study

Any survey or questionnaire instrument to be administered

Data Collection tools or documents (e.g., data collection sheet, spreadsheets)
Approval or Letter of Support from entities, facilities, schools, etc.

Approval or Letter of Support from international site’s ethic boards or
institutions

e The Reviewer’s Checklist, to be used by primary reviewers and reviewers assigned
to conduct reviews under expedited procedures.
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e Supplemental HIPAA summary form for reviewer evaluation.

Any ancillary review (e.g., IBC, radiation, institutional local review, etc.) necessary for
the conduct of the study needs to be going through a concurrent review process. The
IRB cannot make a final determination on a study without the ancillary review approval.
Their review and concerns need to be considered in the risk to benefit evaluation to the
human participants. Prior to final determination of the study, the risk in relationship to
the benefits is an important factor to protect human participants that is considered by
the IRB.

Informed Consent Process

It is the researcher’s responsibility to educate prospective participants about the
purpose of the project and its risks and benefits, to obtain their consent before involving
them in research, and to keep them informed as the research proceeds. This is the
informed consent process. Information may be provided to the potential participant as:

e adocument/information sheet that may or may not require a signature,

e ascript that is read to the participant prior to proceeding with a telephone
survey, on-line interview or focus group,

e aparagraph to be read prior to completing an online survey or

e a hybrid of the above.

Creating a Consent Script for Exempt Human Research

Exempt Human research does not usually require a long signed consent form. However,
the ethical principles outlined in The Belmont Report, namely, respect for persons,
emphasizes the importance of ensuring that participants are fully informed. Therefore, a
consent process is required when exempt research involves an interaction with human
subjects. At a minimum, this process must disclose the following;:

That the activities involve research,

The procedures to be performed,

That participation is voluntary, and

The name and contact information for the investigator.

Creating Consent Forms for Non-Exempt Research

Consent documents must contain all the required elements and, as appropriate,
additional elements of informed consent. No informed consent (oral or written) can
include exculpatory language whereby the participant or their representative is made to
waive, or appear to waive, any of the participant’s legal rights, or releases or appears to
release the Investigator, sponsor, Institution or its agents from liability for negligence.

On the CMU website in the Office of Research Compliance, Human Subject Protection
sections have templates to assist in creating consent documents.
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Compensation of Participants

The IRB will review the amount and schedule of incentives/compensation to assess the
appearance or fact of undue influence or coercion for participants who may be overly
influenced due to their economic insecurity or vulnerability. All information concerning
participant compensation should be stated in the IRB protocol and informed consent
document(s), including amount, method, and timing of disbursement. If compensation
is mentioned in recruitment materials, the recruitment materials should also include a
brief description of project procedures.

For researchers who would like to offer course credit/extra credit to the study
participants or utilize lotteries/raffles refer to the CMU HRPP Policy Manual for more
detailed information.

Research using Student Information

There are several regulations that protect student and parent information maintained in
an Education Record. Family Educational Rights and Privacy Act (FERPA) and
Protection of Pupil Rights Amendment (PPRA) afford certain rights to students and
parents about the use of educational records or conducting research with children.
Researchers must obtain signed and dated permission from the parent/legal guardian
and/or eligible student for the release of their records or obtain information through
interactions with students.

HIPAA Privacy Protections

Permitted Access/Disclosure

There is no need for patient HIPAA authorization if accessing or disclosing records for:

e Treatment: any activity related to patient care
e Payment: activities to pay or get paid for healthcare services
e Operations: day to day core activities (audits, quality improvement projects)

Access/Disclosure for Research

Releasing information for research purposes requires authorization from research
subjects. In certain circumstances, the Privacy Rule permits Covered Entities to use and
disclose Research PHI without patient authorization as follows:

e Ifthe IRB has granted a waiver or an alteration of the authorization.

o If the IRB approves a waiver, the receipt of the requisite documentation of
the approval/determination letter permits a covered entity to use or
disclose PHI in connection with a particular research project without
Authorization.

15
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e If the Covered Entity has entered into Data Use Agreement for sharing a limited
data set.

e Activities are preparatory to research.
e Research on decedents’ information.

Data Use Agreement for use of PHI

The purpose of a Data Use Agreement (DUA) is to set out the permitted uses and
disclosures of the Protected Health Information (PHI) in the “limited data set”. A
“limited data set” is a limited set of identifiable patient information as defined in the
Privacy Regulations issued under the Health Insurance Portability and Accountability
Act, better known as “HIPAA”. A “limited data set” of information may be disclosed to
an outside party without a patient’s authorization if certain conditions are met.

The health information that may be in a limited data set are:
e dates such as admission, discharge, service, DOB, DOD;
e city, state, 5 digit or more zip code; and
e ages in years, months or days or hours.

The recipient of the health information will ensure:

e Properly safeguard the data;
e Not use the information in a manner inconsistent with the DUA;
e Report any improper uses or disclosures to the covered entity;

e Not use the information to attempt to identify or contact individuals based on the
information in the “limited data set”; and

e Require all agents and subcontractors to comply with the terms of the DUA.

The Office of Sponsored Projects needs to be contacted if you wish to share a “limited
data set” so a DUA can be established.

Review Process

After the appropriate board members have completed the application review, the IRB
makes determinations that are consistent with federal criteria for IRB approval of
research, whether or not the research has federal funding.

Criteria for IRB Approval of Research Expedited or more than Minimal
Risk Research (non-exempt studies)

IRB must determine all of the following requirements are met:

1. Risks to participants are minimized
(i) by using procedures which are consistent with sound research design
and which do not unnecessarily expose participants to risk, and
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(ii) whenever appropriate, by using procedures already being performed
on the participants for diagnostic or treatment purposes (such as a
blood draw, or diagnostic behavioral interview).

2. Risks to participants are reasonable in relation to both the anticipated benefits, if
any, to participants, and to the importance of the knowledge that may reasonably
result.

3. Selection of participants is equitable.

In making this assessment the IRB will consider the purposes of the
research and the setting in which the research will be conducted. The IRB
should be particularly cognizant of the unique problems of research that
involves vulnerable populations.

4. Informed consent is sought from each prospective participant or the participant's
legally authorized representative, in accordance with relevant policies or federal
regulations (all required elements, ongoing consent, in a language
understandable to the participants, etc.).

5. Informed consent is appropriately documented, in accordance with relevant
policies and federal regulations, unless there is a credible justification to waive
such documentation.

6. When appropriate, the research plan makes adequate provision for monitoring
data collected to ensure the safety of participants.

7. When appropriate, there are adequate provisions to protect the privacy of
participants and to maintain the confidentiality of data.

Review Qutcomes

Approved: The IRB approves a project when all criteria for approval are met. No
further action is required from the researcher and research may begin. Researchers
must not begin research (new proposals) or continue research (amendments or
continuing review) until the researcher has received a letter documenting IRB approval.

Approved with Conditions: The protocol and/or supporting documents require
specific changes in order to meet the criteria for approval. The Approved with
Conditions letter will list the changes and/or modifications required by the IRB. The
researcher must revise and submit the changes to be able to receive an approval letter
from the IRB before the project may begin or continue.

Deferred: If the IRB was unable to approve a project because one or more of the IRB
criteria for approval regulations were not met or there was insufficient detail in the
submission to make a determination, the PI will be asked for additional information or
modification. In this case, a deferred letter is sent indicating what additional
information needs to be provided or changes that need to be made. If originally
reviewed by the full board, the full board must subsequently review the project at a
monthly meeting.

Disapproved: A fully convened board determines that it is unable to approve the
research and cannot describe modifications that might make the research approvable.
When making this determination, the IRB will describe its reasons for this decision and
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give the researcher an opportunity to respond to the IRB’s concerns. If disapproved, the
research cannot be conducted.

Acknowledged: The IRB staff can acknowledge certain types of submissions,
including but not limited to minor administrative corrections to certified translations of
approved documents. These submissions do not require formal review by an IRB
member.

Protocols that spend an excessive amount of time with the PI for modifications will be
returned to the PI and must be submitted as a new protocol. This generally is 60 (sixty)
days for any outstanding modification requests. Contact the IRB if issues arise in being
able to complete the modifications within that time frame.

A determination letter will be issued via the electronic submission system once the
review is complete. System notifications are sent to the Principal Investigator and study
contact when all institutional approvals have been completed. If you have questions
about the status of your study during the IRB review process, contact the IRB office.

Expiration of IRB Approval

The PI must submit a renewal request at least 30 days in advance of the IRB expiration
date. The expiration date is the last date that the protocol is approved (i.e. IRB approval
expires at midnight on the expiration date). If the PI fails to do so, and IRB approval
expires, all human research activities, including data analysis, must stop. Failure to
have a project approved or closed prior to the IRB approval expiration date is
considered noncompliance. The electronic application system, as a courtesy, sends out
expiration date reminders 90, 60 and 30 days before the study’s expiration date.
However, it is the investigator’s responsibility to prevent a study lapsing in IRB
approval.

For studies reviewed by a convened board, renewal applications must be submitted at
least 30 days before the study’s expiration date. Plan accordingly so the study is
reviewed at a scheduled convened board meeting prior to the expiration date.

Non-Compliance

Conducting human subjects research without IRB approval, an exemption
determination, or lapse in IRB approval is noncompliance. Non-compliance is defined
as failure to adhere to federal, state, or local regulations governing human subject
research, institutional policies related to human subject research, or the requirements or
determinations of the IRB. Non-compliance may be minor or sporadic or it may be
serious or continuing.

Finding of non-compliance is defined as an allegation of non-compliance that is proven
true or a report of non-compliance that is clearly true. For example, a finding on an
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audit of an unsigned consent document, or an admission of an investigator that the
protocol/research plan was willfully not followed, represent reports of non-compliance
that would require no further action to determine their truth and would therefore
represent findings of non-compliance. Once a finding of non-compliance is proven, it
must be categorized as non-compliance, serious non-compliance, or continuing non-
compliance.

Principal Investigator

Office of Research Compliance follows the Office of Sponsor Project’s policy “Eligibility
to serve as CMU Principal Investigator/Project Director on Sponsored Projects” which
has designated individuals in the following categories as being eligible to serve as PI:

e All CMU tenure or tenure-track faculty
e All non-tenure College of Medicine faculty with a CMU paid appointment
e All professional staff with CMU permanent appointments

e CMU Medical Education Partners (CMEP) employees: submissions must also
include a project Lead who is a paid CMU employee or faculty member, who
meets the PI eligibility criteria. See the first three bullet point above.

This requirement does not preclude any non-paid faculty member from being listed as a
Co-Investigator on the project, or having certain research responsibilities delegated to
them, but they may not be named as PI nor assume ultimate responsibility for the
assurances conduct of the study.

Responsibilities

For each application submitted to the IRB, The PI must acknowledge their role and
responsibilities in the research. When the application is submitted by the PI, they are
assuring that:

e The trainee(s) is/are sufficiently knowledgeable about the regulations and
policies governing research with human subject, and has/have sufficient
training and experience, to conduct this particular study according to the
approved protocol.

e I have reviewed the application and all associated materials with the trainee(s).

e T will meet with the trainee investigator(s) as necessary to monitor study
progress.

e T will assist and advise the trainee(s) in reporting immediately to the CMU
(specific board name) Institutional Review Board any changes in the
procedure; injury to a research participant; or any problems that involve risk
or the possibility of risk to participants or others.
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Human Subjects Research Training

CMU and federal regulations require that Principal Investigators, Co-Investigators and
any research personnel who performs any of the following research activities

e Designing the research

e Conducting the research

e Obtains informed consent
e Collects data

e Performs data analysis

receive training in the ethical protection of human participants. CMU uses Collaborative
Institutional Training Initiative (CITI) to fulfill this requirement. The IRB review may
be delayed if CITI training has not been completed or is not current for all study
personnel. Recertification is required every three years. PIs are also responsible to
adequately train personnel under their responsibility, whether or not they are directly
involved in the conduct of Human Subject Research, concerning participant safety,
privacy and preserving the confidentiality of research data associated with participants.

NOTE: When Principal Investigators, Co-Investigators and any research
personnel receive notification of that their CITI training is due to be re-
certified, CMU modules MUST be completed. The CMU IRB will not accept
re-certification from the affiliated institution that was provided with the
initial study review. The person will be required to complete the CMU
modules prior to approval even though they have just re-certified under
another institution’s CITI modules.

Training is verified by the IRB staff at time of initial application submission and
continuing review/status update.

Reporting Financial Interests to the IRB

To minimize the actual or potential conflicts of interest in Human Subject Research, the
IRB requires that all individuals involved in the design, conduct, or reporting of a
clinical trial or federally funded research disclose financial interests related to non-
exempt research. Of note, individuals involved in the design, conduct, or reporting of
the research may also include study coordinators, research nurses, and data
coordinators.

Investigators must report any change(s) to this disclosure within 30 business days of
discovering or acquiring (e.g., through purchase, marriage, inheritance, filing a patent
application, etc.) a new financial interest.
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Collaborating with non-CMU individuals

When engaging in human research, all CMU investigators need to have an IRB approved
study. Individuals not associated with CMU must inquire with their home/affiliated
institution to determine if local IRB review and oversight is required. Federal regulation
changes now require a single IRB oversight of a study if federal funds are involved. To
avoid duplicating IRB reviews between multiple institutions, investigators may ask the
IRB to consider entering into a reliance agreement between institutions. Ceding review
allows one institution to serve as the Reviewing Institution/IRB while the others serve
as the Relying Institution/IRB.

If a collaborator does not have a home/affiliated institution, it may be appropriate to
add the collaborator as an Individual Investigator on the CMU study. This is done
through executing an Individual Investigator Agreement (11A) allowing them to work
under the oversight of the Principal Investigator. The collaborator will be required to
complete appropriate CITI training modules. Contact the Office of Research
Compliance for assistance for this type of an agreement.

Relying on another IRB

When two or more institutions are involved in a research study, one institution will
serve as the Reviewing Institution/IRB while the other is the Relying Institution/IRB.
This is done through a reliance agreement which is also known as an Institutional
Authorization Agreement (IAA). The Reviewing institution is responsible for the
conduct of the study and the Relying institution cedes review and is known as a
participating site.

Non-exempt human subject research (expedited or a convened board review) can be
considered for a Reliance Agreement. Contact the IRB coordinator to discuss the need
for such an agreement. Studies that qualify for exemption or is considered not human
subject research must be reviewed by the CMU IRB; they do not qualify for a Reliance
Agreement.

The CMU IRB may cede review of a project to an external IRB if we believe another IRB
is better suited in expertise to oversee the project or as part of the requirement by NIH
for single IRB review. If the external IRB requires review fees, the researcher is
responsible for payment of those fees.

Researchers may also request that a collaborator’s institution, that is engaged in non-
exempt research, defer oversight to the CMU IRB. Contact the IRB coordinator prior
to delegating the CMU IRB to be the Reviewing IRB so we can be determined if CMU
IRB is qualified or can take on the responsibility of the conduct of the study.
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Appendix A: Exempt Decision Tree

Has HHS prohibited exemption of the human subjects research? (Most
research involving prisoners, some research involving children.)

[45 CFR 46.104(0)

YES

No

A 4

Will the amly* involvement of human subjects be
in one or more of the following categories?

L

Research conducted in established or commonly accepled
educational settings, involving normal education practices?

OR
¥

Research enly including interactions involving edicational tests, survey
procedures, interview procedures, or observation of public behavior?

LDR

Research involving benign behavioral interventions and
collection of information from adults with their agreement?

OR
v

Secondary research use of identifiable private
information or identifiable biospecmens?

OR YES

v

Research studying, evaluating, or examining
public benefit or service programs?

oR
v

‘ Research involving taste and food quality

evaluation of consumer acceptance studies?

OR

L J

Storage or maintenance of identifiable private infarmation or
identifiable biogpecimens for secondary research use?

v

HY PR

No exemptions to 45 CFR 46 apply.
Provisions of 45 CFR 46 , subpart A

If ywou think your

{Commaon Rule) zpply, and subpart Lirik o waabriibe: -

B {pregnant women), subpart C :"n="’ I-“-'h R project falls under one
" 1Tk i st Wb -

{prisoners) and subpart D (children) dini o charts A requir umwsti. ol of these, submit an

Exempt application to
the IRB. The link
below will take you to

alzo apply if subjectz are members
of populations coversed in those

subparts the full decizion chart
descriptions.
OHRP website:
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
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Appendix B: Research Involving Private Information or Biospecimens

‘ Research Involving Private Information or Biospecimens

‘ Are the biospecimens/information obtained from living mdividuals?

¥ R 2
NO. individuals are NOT living YES. individuals ARE living
¥ ¥
‘ NOT Human Subjects Research Are the biospecimens/information:
=  Human cell lines obtamed from a commercial provider (e.g. ATCC): or
= Human cells about which all information has been published: or
= Unidentifiable biospecimens/information obtained from a commercial provider; or
= Umdentifiable biospecimens/information obtamed from a provider that 1s
prohubited from releasing identifiers by established regulations or policies
¥
Were/will the biospecimens/information (be) collected specifically for the NOT Human Subjects Research
proposed research through an interaction or intervention with living individuals?

NO YES

Can the recipient link the biospecimens/information directly to ‘ Human Subjects Research ‘
identifiable private information of living individuals?

YES
Can the provider link the biospecimens/mformation directly to Human Subjects Research ‘
identifiable private information of living individuals?
NO YES

NOT Human Subjects Research Does the provider meet the definition of an “investigator™ in the recipient’s research?

2 L 2
NO. the provider 1s “solely providing™ YES. the provider is collaborating in the recipient’s research

¥ ¥

Age the biospecimens/information provided with a code linking Human Subjects Research

them to 1dentifiable private information of living individuals?

¥
YES
NOT Human Subjects Research ‘ Can the recipient readily ascertain the identities of the mdividuals to whom the

biospecimens/information pertain? Examples of situations in which the recipient cannot
link the biospecimens/information to living mdividuals include:
= the key to decipher the code 1s destroyed before the research begins: or
= the investigators and the holder of the key to the code enter into an agreement
preventing the release of the key to mvestigators under any circumstances; or
= there are IRB-approved written policies in place preventing the release of the key
under any circumstances; or
= there are other legal requirements prohibiting the release of the key under any
circumstances.

¥ ¥
=

NOT Human Subjects Research Human Subjects Research

Please note: this document is intended to be a resource only. Final decisions should be made in accordance with 45 CFR 46.

NIH Office of Extranmiral Research - June 25, 2019
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