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1.0 Purpose

The purpose of this policy is to outline the processes for measuring the quality, effectiveness,
and efficiency of the MU Human Subjects Research Protections Program (HRPP), and make
improvements, when necessary. It also outlines the process to engage the community and
participants in the research process as an additional way to measure quality, effectiveness, and
efficiency of the MU HRPP.

2.0 Scope

The SOP applies to all human subject research falling under the purview of the University of
Missouri.

3.0 Policy/Procedure

The mission of the MU HRPP is to support and promote continual ethical conduct of human
subject research. The MU HRPP has a quality improvement plan that periodically assesses
compliance with organizational policies, applicable laws, regulations, ethical principles, and
guidance. The expectation is that the plan, through audits, education, surveys, and other methods,
will provide the MU HRPP with data to make improvements and monitor compliance on an
ongoing basis.
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The quality improvement plan includes multiple stakeholders with shared responsibilities. The
stakeholders include, but are not limited to:

MU HRPP/IRB staff, co-chairs, vice-chairs, and board members

Departments within Division of Research, Innovation and Impact

Institutional Official

Radiation and Biosafety Committees and Consultants

Investigational Drug Services

Conlflict of Interest Committee

Other Compliance offices within the UM System, University of Missouri, and MU Health

Care

e Accounting Services Office and corresponding departmental units for Subject Payment
Approval

e MU Researchers

e Research Participants

e Any other entity or person who is directly involved with the conduct or review of human

subject research

The necessity of involving multiple stakeholders in the quality improvement plan is to be able to
acquire and evaluate information, as needed, to ensure the highest ethical standards in the
conduct of human subject research at MU are followed.

The HRPP/IRB Director, including any additional stakeholders, will ensure high quality research
using the plan and methods below.

MU HRPP Quality Improvement Plan:

The quality improvement plan consists of four overall objectives. The objectives, including the
methods to measure them, are annually reviewed and modified, as needed. These include:

Compliance
. Quality

1

2

3. Effectiveness
4. Efficiency

Compliance

The MU HRPP assures human subject research is conducted in accordance with Federal, State,
and local regulations/laws, MU policies, guidance, and ethical principles.

Examples to measure compliance include:

A. Review a sample of Exempt and Expedited studies to determine if appropriate review
categories were applied.
B. Review board meeting Minutes to ensure all required documentation was included.



Quality
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Review a sample of studies involving vulnerable populations to determine if protocol
specific findings were properly documented.

Ongoing review by dedicated staff member to ensure multi-site studies under the
oversight of the MU IRB have the appropriate agreements and documentation in
place and to verify engagement activities.

Review of DHHS and FDA regulations and guidance to ensure all appropriate IRB
determinations were made.

Conduct post approval-monitoring visits with MU research teams to ensure
compliance with IRB regulations and MU standards. Efforts also include working
with other Compliance Offices within the institution to ensure Site Initiation Visits
occur when board required and to share real-time information regarding studies or
investigators requiring additional monitoring or oversight. See the Post Approval
Monitoring SOP for additional information.

The MU HRPP supports high quality research while providing the utmost protection to research
participants.

Examples to measure quality include:

A.

Review reasons for returns of MU IRB applications to determine changes to
applications, policies, or training and education for researchers as well as members
and staff.

Provide educational training and/or information to MU IRB members and other
stakeholders, as needed or requested. Monthly seminars are provided for all
researchers with topics focused on areas identified through reasons for returns, staff
input, investigator requests, and key events within the internal or external research
environment. Time is devoted to each monthly session for a question-and-answer
session with participants. Quarterly workshops provided to MU HRPP/IRB staff to
focus on topics identified through ongoing monitoring or due to the nature of the
evolving research study designs being submitted or per staff request.

Weekly team meetings with HRPP/IRB staff provide opportunities to highlight
relevant scenarios from each week as well as for staff to share comments and
feedback from end users/researchers.

. Quarterly meetings with Truman VA Research office to ensure appropriate

communications, policies, and MOUs in place.

Meet with stakeholders within the HRPP annually to discuss and evaluate any
required systematic improvements to the program.

Participate in educational sessions and planning committees with research focused
training.

Implemented required one-time online MU Student IRB training to ensure more
complete and thorough applications.
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Effectiveness

The MU HRPP functions as a unit and makes every effort to provide exceptional service to those
working with and within the MU HRPP.

Examples to measure effectiveness include:

A.

Efficiency

Maintaining an internal auditing system, including audit tools and audit plans to
include reviews of MU IRB related activities and support in addition to compliance
reviews.

Utilize feedback forms from MU IRB members annually regarding education/training
or support needed.

Review of reasons for returns to determine if any application or process changes
might be required to limit ambiguity or to add clarity.

Review of website usage statistics to determine if information is being utilized and
how users interface with web-based information.

Utilize an online feedback form for the research community on the MU HRPP/IRB
website.

Periodically review student applications to determine whether the required Student
IRB training is helping improve submissions for IRB review.

The MU HRPP provides timely responses/reviews and accurate information to those seeking
assistance and/or approval.

Examples to measure efficiency include:

A.

Review IRB forms, checklists, and letters to ensure appropriate information and
determinations would be captured during the submission, review and approval
process.

Review statistics on a regular basis of board member review turn-around times to
ensure reasonable response times.

Review project specific reports to determine if any board member has had a review
for longer than the determined threshold timeframe.

Review overall turn-around statistics by HRPP/IRB staff member to determine if any
education, support or adjustments are warranted.

Ensure the ongoing and active communication between members of the MU HRPP
when issues arise and when changes are made to a process affecting the group within
the HRPP. Weekly and quarterly team meetings and workshops are primary, formal
methods as is the use of email and Microsoft Teams communication channels.

The Quality Improvement Plan allows for continual assessment and feedback regarding the MU
HRPP. It provides the opportunity to identify issues, develop solutions, and make necessary
changes. This plan is periodically reviewed and modified, as needed.
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Community and Participant Engagement

To enhance the public’s understanding of research, the MU HRPP/IRB performs outreach
activities. The scope is proportional to the size and complexity of our research program.

Some ways the MU HRPP/IRB enhances the understanding of participants, prospective
participants, and the community (internal and external) are described below:

L

II.

The HRPP/IRB will provide a contact number to each participant consented to participate
in research in which the IRB has jurisdiction. The number should appear on every
informed consent document following a statement about whom the participant may
contact regarding questions (i.e., need for additional information), concerns, complaints
regarding his/her rights as a research participant, or to offer input.

The HRPP/IRB website has dedicated sections for participants including, (a) Participant
Protection, (b) Participant Outreach, and (c) a direct link to ResearchMatch. Each of these
sections is described below and have been created to provide potential and current
research participants additional information regarding participation in a research study.
These sections are part of the consistent dashboard on our Human Subject Research
website and are highlighted in a gold banner on the right hand side of each webpage
https://research.missouri.edu/human-subjects-research.

A. Participant protection includes information for researchers regarding the
importance of the protection of the rights and welfare of research participants with
particular focus on ensuring, (a) risks to subjects are minimized, (b) risks to
subjects are reasonable in relation to anticipated benefits, if any, to subjects, and
the importance of the knowledge that may result, (c) selection of subjects is
equitable, (d) informed consent will be sought from each prospective subject or
the subject’s legally authorized representative, in accordance with, and to the
extent required by, 45 CFR 46.116, consent will also be documented
appropriately in accordance with 45 CFR 46.117, (e) when appropriate, the
research plan makes adequate provision for monitoring the data collected to
ensure the safety of subjects, and adequate provisions to protect the privacy of
subjects and to maintain the confidentiality of data, and (f) when some or all of
the subjects are likely to be vulnerable to coercion or undue influence, such as
children, prisoners, individuals with impaired decision-making capacity, or
economically or educationally disadvantaged persons, additional safeguards have
been included in the study to protect the rights and welfare of these subjects.

B. Participant outreach contains a link to active studies utilizing the Division of
Research, Innovation & Impact (RII) supported recruiting website which
investigators may include as a recruitment mechanism within their MU IRB
application. Additional information includes a link to the OHRP website to learn
more about participating in research and making informed decisions
https://www.hhs.gov/ohrp/education-and-outreach/about-research-
participation/index.html. Links to informational videos, information about clinical



https://research.missouri.edu/human-subjects-research
https://www.hhs.gov/ohrp/education-and-outreach/about-research-participation/index.html
https://www.hhs.gov/ohrp/education-and-outreach/about-research-participation/index.html
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trials, as well as brochures are also available in this section of the website and are
further discussed below.

C. A link is provided for researchers as well as participants to ResearchMatch.org to
provide information about national recruitment for health-related research studies
choosing to recruit through this mechanism. In addition, investigators may include
ResearchMatch as a recruitment mechanism within their MU IRB application for
health-related studies and they can work with RII to create their own account
within ResearchMatch.

III. A participant brochure was developed by OHRP and is available on our Participant
Outreach webpage. The brochure is titled “Becoming a Research Volunteer” and is
available in the English and Spanish language:

A lay definition of research;

Why research is important;

Points to consider;

Questions to ask about participation in a research study; and

Who to contact for questions concerning participation in a research study.

moaw>

IV. A veteran participant brochure is available on our Participant Outreach webpage. The
brochure is titled “Veterans’ Participation in Research: Volunteering In Research” and
was developed by the Research Development branch of the Veterans Health
Administration:

A lay definition of a research study;

List of questions to ask before agreeing to participate in a research study;

Lay description of the informed consent process; and

Who to contact for questions, concerns or complaints about VA research;

cawy»

V. MU faculty who are also VA investigators can participate in the Truman VA Medical
Research Foundation’s Research Day held in conjunction with national VA research
week each Spring. These initiatives help educate the veteran population and the campus
community about research protocols and programs occurring within the VA.

VI. MU faculty, MU staff, MU students, community members, and the IRB can participate in

Research Days at University of Missouri, including:

A. Health Sciences Research Day held each Fall;

B. CAFNR Research Symposium held each Fall;

C. Show Me Research Week held each Spring to showcase research
accomplishments by undergraduate, graduate, and postdocs across the University
of Missouri;

D. College of Veterinary Medicine held each Spring;

E. Undergraduate Research Day at the Missouri State Capitol held each Spring;

F. Posters on the Hill for undergraduate researchers held in Washington D.C. in the
Spring; and

G. Cardiovascular Day held each winter.
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VII.  NextGen Precision Health offers a Discovery Series in addition to targeted Science

Seminars and ongoing Trainings all focused on research.

A. Discovery Series provides learning opportunities for UM System faculty and staff
across disciplines, the statewide community and other partners to learn about the
scope of precision health research and identify potential collaborative
opportunities. Sessions are recorded and provided on the website
https://precisionhealth.missouri.edu/umsystem/discovery-series.

B. Science Seminars highlight transdisciplinary precision research in the fields of
cancer; cardiovascular, muscle and metabolism, neuroscience, and reproductive
health. https://precisionhealth.missouri.edu/events/category/seminars

C. The MU HRPP/IRB staff help to provide educational sessions in conjunction with
both the NextGen Clinical Trial Investigator Training as well as the quarterly
Clinical Research Study Coordinator Bootcamp.

VIII. The Division of RII distributes a monthly online newsletter to an audience of internal
faculty, staff, and students. RII works with the MU HRPP/IRB monthly to include
information about our events and training in each newsletter. In addition, they provide
information in the Graduate Student Newsletter with relevant links and highlights for
HRPP/IRB items either specifically targeted toward students or with helpful information
for all investigators, including student researchers.

IX.  The Division of RII also provides an Accelerate Your Research guide to researchers
highlighting the services provided by RII to support research in addition to an Annual
Report showcasing research, scholarly achievements and creative endeavors.

X. Representatives from the MU HRPP/IRB participate in community outreach activities
such as speaking engagements to patient support groups or other community
organizations. Individuals from outside MU are also included as presenters for
educational seminars focused on broadening the scope of research at MU.

XI. The IRB along with the HRPP will annually evaluate the quality and effectiveness of
community outreach activities. Improvements will be made as needed based on this
evaluation to promote continual improvement of community outreach/engagement
activities.

Research Involving the Community

The HRPP/IRB supports researchers involving the community in the research process, including
the design and implementation of research and the dissemination of results. The HRPP/IRB has
an awareness of the unique challenges that may present themselves when research seeks to
engage the community in the process and works with individual investigators on a case-by-case
basis to make sure these challenges are appropriately identified and managed.

Working directly with the University of Missouri School of Medicine and the Missouri
Research-Extension (MO-RE) initiative to accelerate the translation of science to rural
communities provides the MU HRPP/IRB a direct connection to Community Health Outreach
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Specialists throughout the State of Missouri to share resources regarding participant protection
and outreach, research recruitment efforts for approved research studies, provides a mechanism
to obtain community feedback from across the state, and provides an opportunity to engage
specialists engaged in community focused research and improvement initiatives.

The HRPP/IRB evaluates board member representation on an annual basis to ensure community
perspective regarding the risks to research are included in all full board reviews. Board
representation includes at least one non-affiliated community member as well as additional
representation by community members that serve on various advisory councils within the
UM/MU community. Additional board representation enables the protection of the rights and
provides perspective for veteran and prisoner research studies. Faculty membership on the MU
IRB board includes individuals with research and teaching experience related to the local
community, children, as well as to national efforts focused on marginalized populations.

HRPP/IRB staff provide education to community boards and groups as well as provide education
and feedback to investigators on study design and recruitment. Recent efforts have focused on
utilization of online tools and resources to reach prospective participants through collaborative,
remote recruitment efforts.

HRPP/IRB Collaboration and Activities to Support Researchers:

A. Engagement and Recruitment Support available through collaboration with:

a. MU Center for Patient-Centered Outcomes Research (MU PCOR)
b. Greater Plains Collaborative (GPC)

c. Thompson Center Autism Research Core (ARC)

d. ResearchMatch

e. OnCore supported export for ClinicalTrials.gov

f. PatientlQ

g.

MO-RE Community Health Engagement and Outreach

B. Educational Resources
a. Study specific support from HRPP/IRB staff during study design and
dissemination
b. Seminar sessions, Webinars, and recorded workshops
c. Research faculty, including IRB members, with success dealing with
challenges to recruitment or working with hard-to-reach populations

C. Dissemination of Research Results and Research Demographics
a. Support for required ClinicalTrials.gov reporting and dissemination
b. OnCore supported export for ClinicalTrials.gov as well as integration with
participant demographic data

c. REDCap, PatientlQ, and other UM/MU supported platforms for demographic
evaluation Participation in regional and national conferences and workshops
including those provided by OHRP and GPC focused on alternative methods to
engage community members and provide research results in a meaningful manner
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