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Amie Benson

CITI PROGRAM TRAINING: PERCEPTIONS OF LEARNERS

ENGAGED IN HUMAN SUBJECTS RESEARCH

Ethics in research is an important topic in organizations and education in research has grown
over the last twenty years. Compliance in human subjects research training is a need for many
organizations. The CITI Program Training is the standard in the United States for Training that
addresses human subjects protection and can be used to meet compliance requirements. The CITI
Program is a widely used platform for research ethics and compliance training and offers a
variety of online courses in human subjects research ethics. Although CITI Program is widely
used and has attractive features, it can be difficult to understand what impact the training has. To
understand training impacts, individuals can be asked about their perspectives. UnitedHealth
Group (UHG) is a health care and well-being company that has an Office of Human Research
Affairs (OHRA). Even though participants have completed and met the 80% passing requirement
on the required CITI modules, the problem is it is unknown what impact or value the CITI
modules are having. This study explored UHG participants’ experiences with CITI Program
training modules, using Kirkpatrick’s first level as a framework to capture perceptions and
experiences. Participants of the study included eight participants who have completed required
CITI Training modules. Interviews were used to discover participants’ perceptions of the CITI
Program Training. The interviews consisted of twenty, semi-structured questions comprised of
primarily qualitative questions to allow more information to be obtained several months after the

training event has occurred. Interview questions were based on the New World Kirkpatrick
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Model framework for Training evaluation at level one: reaction. The questions focused on
participant perceptions, or reaction, and about their perceptions of their reaction to training,
learning, behavior, and results. This study is expected to yield preliminary understandings of
how participants perceive CITI Training and what it means in their research context and job.
These findings offer a richer understanding of the participants CITI Training experience for

future learners, and leaders who operate within and influence this space.
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Chapter 1 Introduction and Background

Ethics in research is an important topic in organizations and unethical behavior has been a
concern across many industries (Trevino et al., 2014). Education in Responsible Conduct of
Research (RCR) has grown over the last twenty years (Kalichman, 2014). One example of training
requirements includes the National Institutes of Health (NIH) requiring investigators who are
involved with NIH-funded human subjects research to fulfill human subjects education
requirements (NIH, 2000). This requirement came from a regulatory response based on a case in
1999 where Jessie Gelsinger died while participating in a clinical trial designed to assess safety of
gene transfer to correct a congenital deficit in ornithine transcarbamylase (Stolberg, 1999). The case
raised questions about study design, conflicts of interest, and institutional and federal oversight
(Steinbrook et al., 2008).

Another example is that all research staff conducting human subjects research in the United
States are required by federal mandate to complete responsible conduct of research training as
detailed in the 45 CFR 46 or also known as the “Common Rule” (Protections, 2022). Data from
National Patterns shows funding at the federal level for basic research has increased from 10% in
1953 to 32% in 2022 (Pece & Anderson, 2024). According to the 2023 Training Industry Report,
United States training expenditures are over $100 billion, and on average, organizations allocated
the biggest portion of their training budget to mandatory compliance training (Freifeld, 2023).

For most institutions in the U.S., the Collaborative Institutional Training Initiative (CITI), is
the standard human subjects protection training (2024). The CITI Program is a widely used platform
for research ethics and compliance training and offers a variety of online courses in human subjects
research ethics. CITI serves the training needs of colleges and universities, healthcare institutions,

technology and research organizations, and governmental agencies and has over one million active



learners and over 2,500 subscribing organizations. CITI describes itself as “at the forefront of online
research, ethics, safety, and compliance training” since being founded in 2000 (CITI Program,
2024). CITI cites benefits including efficiency, engaged learners, the ability to track, measure, and
benchmark, and a customer support team. CITI Program content “is designed to be part of an
overall foundation of training” and they recommend that organizations “build frameworks of
training that combine CITI Program content with face-to-face training, one-on-one mentoring, and
other types of learning opportunities, as appropriate to the particular topics and their organizational
cultures” (CITI Program, 2024).

Although CITI Program is widely used and has attractive features, it can be difficult to
understand what impact the training has for learners who complete the training. To understand how
training is impacting an individual, a department, and an organization, individuals can be asked
about their perspectives. While CITI Training can be used to meet federal compliance
requirements, and it may be used to improve performance, individual perspectives can provide
deeper insights into how this training is having an impact. CITI co-founder, Paul Braunschweiger,
PhD wrote about the need for evaluation and commented on CITI’s own program evaluation results.
Braunschweiger notes, “Responses to the latest evaluation surveys on the basic course and refresher
course on human subjects' protection (anonymously submitted electronically between November 3,
2005, and November 3, 2006) have been very positive” (Braunschweiger & Goodman, 2007). This
description of results does not tell us what was positive, for whom, and in what capacity. Learning
about individual perspectives can tell us more about why someone might consider the training
positive or having some other impact. According to Kirkpatrick & Kirkpatrick (2016), evaluating
training is essential to assess its effectiveness, identify areas for improvement, and ensure that

learning objectives are met.



Changing Landscape of Human Subjects Research Training

The landscape of human subjects research training involves rigorous ethical standards and
compliance with regulations. Institutions typically require researchers to undergo training on topics
such as informed consent, privacy, and data security. Continuous updates in regulations, like the
Common Rule, contribute to ongoing changes in the field. Each human subjects researcher’s job
and background is unique and the experience and exposure to human subjects policies and
fundamentals may vary. One example of this is community research partners who may need to
abide by the ethical guidelines required by the federal government but are non-academic research
staff with limited research experience (Kue et al., 2018). With the ever-increasing diversity, varied
experience and backgrounds of researchers, organizations are striving to design policies, programs,
and institutional supports to improve success of human subjects research being conducted
appropriately. Conducting training customized to varied individual backgrounds is one way of
improving success of human subjects research being conducted (Kue et al., Mumford et al., 2019,
Pizzolato & Dierickx (2021).
Role of Training

Training helps protect the rights and welfare of research participants and ensures the
integrity and credibility of the research process. Compliance with ethical guidelines also safeguards
against potential harm and ensures that research contributes positively to scientific knowledge. Not
following the regulations in human subjects research can have consequences. Penalties may include
suspension or termination of research, funding withdrawal, damage to institutional reputation, and
potential legal actions. Compliance is crucial to uphold ethical standards, protect participants, and
maintain the integrity of research endeavors. It is essential to stay informed about the latest

regulations and ensure strict adherence to them to avoid any adverse consequences.



Research findings highlight the importance of the need for tailoring programs to specific
contexts and disciplines to enhance researchers’ understanding of ethical principles (Kue et al.,
2018, Mumford et al., 2019, Pizzolato & Dierickx, 2021). One example of this is in community
research training (Kue et al.), where “seven modules were adapted for language, cultural examples,
etc., from the standard Collaborative Institutional Training Initiative (CITI) human subjects
protection training” (p. 1). In this study, three bilingual and bicultural research staff were hired from
the local Cambodian and Lao community with the role of recruiting and consenting participants,
moderating focus groups, and conducting interviews. CITI Training was required, and two
participants felt the CITI content was too difficult and the third had issues accessing the content on
the computer. The researchers had little to no experience with research, in addition they had little
English proficiency and education. For this reason, training for human subjects protection was
developed based on the CITI training. The training that was developed integrated culturally relevant
research scenarios around ethics, they incorporated instructional methods such as role-playing and
built in time for questions to ensure comprehension of content. The training was delivered in person.
This is an example of adapting standard research ethics content and delivering it in a way that
individuals with limited research experience can grasp the content and adhere to IRB mandates
around training. Although there was no formal evaluation program on the delivery of the tailored
training, it was stated that it was feasible, valuable and a needed element of community-engaged
research. Another example included a discussion on the value of role- based training (training that is
customized for research roles performing distinct functions) and evaluating knowledge is based on
how it is relevant to each function (Mumford et al., 2019). Pizzolato & Dierickx (2021)
recommended that besides more specific discipline customizations, tailoring to precise roles and

seniority might be extremely valuable to foster research integrity awareness within academia.



These examples highlight that some researchers suggest there is benefit in training being
customized for specific contexts and research roles. CITI’s Program Training appeals to broad
audiences of learners with unique research contexts and backgrounds on popular topics, however, to
focus on customizing training to specific contexts and research roles, an organization's unique
learners, specific contexts, and research roles would need to be considered. Understanding the
perspectives of the training's impact may provide data to inform how to supplement or tailor a

Training program for a specific job.

Problem Statement

UnitedHealth Group (UHG) is a “health care and well-being company made up of a diverse
team around the world dedicated to making health care work better through two distinct and
complementary businesses: Optum and UnitedHealthcare” (UnitedHealth Group, 2025). Research
is of significant interest for UHG. All three businesses (UnitedHealth Group, Optum, and
UnitedHealthcare) are routinely engaged in both internally designed and developed research efforts
as well as offering paid products and services to external research enterprises. Optum clinical sites
are routinely engaged as enrolling sites for industry sponsored clinical trials (OHRA, personal
communication, 2025).

As of February 2025, there were 86 clinical trials associated with UnitedHealth Group, Inc.
(Synapse). Research may be proposed or conducted by employees affiliated with any UHG entity
with appropriate credentials and support from individual business leadership. UHG proactively
encourages innovation championed by its employees through clinical research via an open call for
proposals to the Clinical Scholars award fund managed by the Optum Center for Research and
Innovation. The fund awards up to $100,000 in support of up to 4 unique research proposals each

year since 2021 (OHRA, personal communication, 2025).



With responsibility of the Institutional Review Board (IRB), the goal of the Office of Human
Research Affairs (OHRA) is to create a consistent and compliant research environment which
minimizes risks to research participants and their health data. The OHRA offers guidance,
mentorship, education, and training to learners across the enterprise to ensure adherence to ethical
standards, regulations, and best practices in conducting research involving human participants
(OHRA, personal communication, 2023). By undergoing training, learners gain the knowledge and
skills necessary to navigate complex ethical considerations, maintain compliance with regulations,
and conduct research in a responsible and respectful manner.

In 2020, the UHG OHRA identified CITI Program training requirements for learners
engaged in Human Research with the goal of the CITI Program to be adopted across the enterprise
where research is taking place. Prior to 2020, there was no centralized coordination of training
across the enterprise. There could have been many different training courses in place depending on
the business area or project. There is no actual inventory of what training was taking place across
each area of the enterprise. The OHRA shared their views on why they chose CITI:

To put it simply — CITI is the most popular and widely accepted option. It is comprehensive,

it is easy to access online by learners and easy for local research managers to monitor

training requirements are being met. The CITI program is also managed by a dedicated team
and they regularly update the materials and offerings to align with emerging research trends
and objectives and most importantly — changes to regulations that research teams and
sponsors must be ready to comply with. Many local institutions attempt to create their own
research regulatory training but fail to continuously secure the resources necessary to
maintain and update the training materials and content to the degree that the CITI program

has managed for over 20 years (2024).



UHG pays for the CITI Program per course and the aim is to balance cost with value. The
OHRA provided feedback on how CITI Training has been going to so far:
Our interactions with the CITI program from an administration point has been very smooth.
We find that the content is appropriate and clear for its purposes.
The friction comes with communications with learners who must take the training. The
training can be labor intensive, and some courses can take 16 — 20 hours to complete. Since
our research community is comprised of a wide array of working professionals from MDs to
nurses, clinicians, and administrators, finding time to do this training while also tending to
their daily work and standing up a study (which may not be part of their daily work) is often
highlighted as a pain point. As the Director of the IRB, I spend a significant amount of time
discussing the requirements and importance of completing it. It is not uncommon for me to
have many conversations with people who assert that the training is unnecessary due to
some other credential they hold. We hope that the findings from this study will help us
articulate the benefits of the training to reduce these negative interactions (2024).
When asked about the cost and subscription type, OHRA responded:
Currently, UnitedHealth Group has a full subscription for CITI and spends about
$15,000/year to maintain it. This cost goes up as we add more courses to our curriculum in
reaction to changes in research trends (such as our consideration for adding AI/ML courses)
and as the business expands to include more learners. Whether this is considered a small or
big investment is a relative question. UHG has spent millions on sourcing and procurement
of other training products and services so this program has almost a negligible impact on
overall budget in comparison (2024).
The UHG program has two modules required of learners conducting research through CITI:

Human Subjects Research and Conflicts of Interest. The Human Subjects Research requirement can



be met by any of the following CITI courses: Biomedical Research Basic or Refresher, Social &
Behavioral Research Basic or Refresher, Research with data or laboratory specimens only, Other
equivalent CITI courses covering similar module content. The Job Aid states that the completed
training must align appropriately with the types of studies being conducted. The Conflicts of Interest
module is the CITI course containing two modules; Financial Conflicts of Interest, and Institutional
Responsibilities as They Affect Investigators. Other modules are recommended based on specific
areas of the company or specific roles. One example of a widely required module by the clinical
areas is Good Clinical Practice (GCP). Other modules can be taken by learners that may be required
by their specific department or division or if they are interested in learning about other topics. Some
of the other modules taken by learners include Social & Behavioral Responsible Conduct of
Research, and Research Study Design (RSD).

Many studies across UHG, for example, at Optum Center for Research & Innovation are
being conducted by non-clinicians, at a location where patients are available to do the study.
Training is required for learners conducting research regardless of their background or position.
Completion of the CITI Program Training requires passing the modules with an 80% pass score.
Learner reports are available that show completions. Even though learners have completed and met
the 80% passing requirement on the required modules, it is unknown what impact or value that the
CITI modules are having.

Context of the Study

The mission of the OHRA is that by coordinating the UHG IRB, “we aim to create a
consistently compliant and ethical human research environment” (OHRA, personal communication,
2023). The OHRA provides guidance documents and links, templates, and forms and state “The
OHRA is dedicated to innovating approaches and simplifying the process for regulatory review of

research studies. By providing tangible resources, we hope to assist all UnitedHealth Group



researchers in balancing the need to prioritize excellence with getting things done & acting with
urgency” (OHRA, personal communication, 2023). The OHRA shared their views on what issues
they are trying to address with a CITI Training program study:
The UHG OHRA is interested in learning more about the impact of the CITI Program
training. There are no specific issues we aim to address. The work is more exploratory in
nature. Since training on the topics offered by CITI is often a requirement based on federal
regulations, there is little room for flexibility in our policy to meet those requirements.
However, we are interested in more effective communication strategies about the practical
benefits of the training and understanding how to more accurately recognize the burden vs
benefit ratio of our training program. This may allow us to work with various department
stakeholders to ensure that their local business policies recognize the need for
accommodating time “on the clock” for this type of training. UnitedHealth Group recognizes
the importance of clinician and employee advancement via research conduct but there is
more work to do to recognize the needs of researchers in terms of practicalities. Because
UnitedHealth Group is a very large family of individual businesses, it is paramount for us to
recognize the needs, limitations and priorities of individual businesses and work with them
to ensure resources are available for their employees who conduct research (2024).
When asked about if increasing the submission of research is a goal or what do you expect
the training to do for the learners, the OHRA responded:
The number of research submissions is not within the scope of control for the IRB or Office
of Human Research Affairs (OHRA). We do not have quotas or goals for the number of
research studies that should occur. Our role is a service role in support of research proposed
and/or conducted by the businesses that comprise UnitedHealth Group. If UnitedHealth

Group businesses decide to decrease funding or other methods of support for research, then



the number of studies will go down. That decision is made independent of OHRA and does
not directly impact our operations other than lowering the volume of work that comes to us.
Similar to how an office of General Counsel is not in control of the number of lawsuits
occurring at any given time. The training is meant to educate researchers on the history of
ethical issues in human research to prevent the repeat of scenarios such as the Tuskegee
Syphilis Study. Part of the importance of the training is to guide researchers to understand
that they must appropriately focus their proposals on the experience of the participants in
their study and to communicate clearly about how participant safety and wellbeing is being
prioritized and how participants are being respected as individuals as part of the scientific
process. We routinely find that those who wait to do the training as the last step (or try to
avoid it altogether) end up submitting proposals that are devoid of any meaningful detail
about the participant experience. Since the role of the IRB is to think ONLY about the
participants and perform a review for approval criteria that revolve around how the logistics
of study execution will directly impact the participants - this usually means we cannot
approve the study and the protocol must be significantly revised. Multiple rounds of
revisions can usually be avoided if researchers understand what an IRB is looking for in the
first place and why (2024).

A study on The Cost of Institutional Review Boards in Academic Medical Centers (Sugarman,
et al. 2005) stated that on average, “29 percent of IRB staff time was spent on general
administration, 27 percent on review and approval of protocols, 12 percent on monitoring of
compliance, 11 percent on training, 9 percent on adverse-event reporting, 7 percent on compliance
with the Health Insurance Portability and Accountability Act (HIPAA), and 5 percent on conflicts of
interest” (pp. 1825-1827). The time spent by IRB members on activities mentioned was distributed

in various ways. For instance, chairs and vice-chairs spent over half their time on review and
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approval of protocols where less than 10 percent was spent on each of the other activities
(Sugarman et al.). It becomes clear why educating researchers on appropriate human subjects
protections and protocol writing expectations could be beneficial.
The OHRA added, as possible useful context,
The staff of the UHG Office of Human Research Affairs clearly see the pitfalls of rote
training in these areas. We certainly agree that there may be better ways to educate
researchers and to ensure research is designed and proposed appropriately and we do not
rely solely on CITI training to communicate these points. It is baked into our routine
communications, our IRB 101 training and the specific feedback we give to researchers who
submit to us. However, what we cannot simply do is implement a novel alternate solution at
the scale required for a business this size. With 400,000 employees across the enterprise —
any of whom is permitted to have a research idea and submit for approval — we need to
maintain a baseline standard for education that can be delivered consistently to our large
community (2024).
Research Purpose and Questions
This study explored UHG participants’ experiences with CITI Program training modules,
using Kirkpatrick’s first level as a framework to capture participants’ perceptions and experiences.
Since little is known about participants’ experiences with the CITI training, this study was guided
by the following research questions:
1. What is the UHG participant’s experience with CITI Program training modules to learn
how to appropriately conduct research?
2. How have these experiences shaped their perceptions of conducting research within their
unique research context and job?

To address the research questions posed above, I conducted a study on the CITI Program

11



Training for participants involved in Human Subjects Research at UHG and explored their
perceptions. The study focused on participant perceptions of CITI Program Training and how the
training is conducted and experienced at UHG, and how the perceptions impact their job. Since the
CITI Program Training started in 2020, there have been 1917 unique learners and 32 unique courses
through October 2023. Learners who have completed training can be identified by the training
report of completions and contact email.

Significance of the Study

According to Kirkpatrick & Kirkpatrick (2016), “there are three major reasons to evaluate

training programs:
1. to improve the program
2. to maximize transfer of learning to behavior and subsequent organizational results
3. to demonstrate the value of training to the organization” (p. 5).

The significance of this study is twofold. First, findings will contribute to the UHG IRB
future decision making process by gathering data on the participants’ experiences with the CITI
Program Training. Gaining an understanding of their experience with CITI Program Training will
help identify how the training is perceived at individual, departmental, and organizational levels of
UHG, which can help demonstrate the program's perceived value. The perceptions of CITI training
participants are significant because they have experienced the training within the context of job
application that is unique to their own role in the organization and their own application of research
within a specific context. They can share their perspectives of how this training impacted them, their
reaction to it, what they think they learned, and what they perceive as useful or not useful to their
job performance because of participating in this training. Second, the collection of the varied
perspectives can be used by the company to formulate a framework for considerations of participant

perspectives to enrich the Training program.
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Definition of Relevant Terms

CITI Program — Collaborative Institutional Training Initiative (CITI) is an online training
program that serves the training needs of colleges and universities, healthcare institutions,
technology and research organizations, and governmental agencies (CITI, 2024).

Human Subjects — ““a living individual about whom an investigator (whether a 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.” (HHS, 2025).

Investigator — The person in charge of the research study.

IRB — Institutional Review Board (IRB) is responsible for oversight of human subjects'
research compliance.

NPS (Net Promoter Score) is a is a measure used to gauge loyalty, satisfaction, and
enthusiasm about a company. It is a widely used measure at our enterprise and can be measured by
asking "On a scale from 0 to 10, how likely are you to recommend this product/company to a friend
or colleague?" In this instance, the product would be the CITI Program Training.

OHRA — Office of Human Research Affairs (OHRA) is the office that employs individuals
responsible for overseeing the administering of the IRB.
Limitations of the Study

The following limitations have been identified by the researcher:

1. Participants who have completed the CITI Program required coursework may not
remember details of the experience with the program back to 2020 (when data is
available to) for completion records. Therefore, it is suggested for interview purposes,

to focus on the completions starting in 2024 or later.
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2. The researcher is employed at UHG and participants in this study are also employed at
UHG. UHG is a large organization, and they do not interact with each other as part of
usual business so this should not be an issue.

3. This study is occurring post training by several months upwards to a year after the
training occurred. Ideally, participant experiences would have been collected immediately
after training and then a brief time after applying any relevant skills on the job.

Participants will share their experiences based off memories of events.
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Chapter 2 Literature Review

This literature review begins by providing an overview of research on the history of human
subjects research and studies on the effectiveness of training on human subjects topics.
Numerous studies have explored human subjects research training programs. In 2013, Kalichman
shared “...with curricula and resources for Responsible Conduct of Research (RCR) education
are extensive. With so many tools at our fingertips, is it fair to ask are they sufficient? Is RCR
education working? The answer is an unequivocal "We don't know” (p. 8).

Several reasons for this are cited including diverse goals (Kalichman & Plemmons, 2007),
requirements not taken seriously (Kalichman & Plemmons, 2007), diverse content and
approaches (Kalichman & Plemmons, 2007), unclear requirements (Mastroianni & Kahn, 1998),
and nominal evidence of effectiveness (DuBois et al., 2013).

Kalichman & Plemmons (2007) summarized that the primary finding of their study on
RCR instructor goals where study participants were instructors delivering research content, was
that there was a “wide diversity of instructors’ goals and understanding of goals for the teaching
of RCR” concluding that such wide and diverse goals will likely not result in a common set of
outcomes. In this same study, diverse content and approaches were used by the instructors “It is
essential, then, that we have a clear sense of what the goals of such instruction should be, and
that we identify measurable instructional outcomes” (p. 848). These conclusions resulted from a
lack of consistency in goals, requirements, teaching backgrounds, and approaches in delivering
the content. These factors may be relevant in understanding participants’ perceptions of their
experience with CITI Training modules to learn how to appropriately conduct research.

Unclear requirements were discussed as a challenge in reference to NIH “raising

awareness”, and organizations teaching content areas “recommended by the NIH” as well as
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“obstacles to sharing resources” (Mastroianni & Kahn, 1998, pp. 1249-1253). This is related to
my study as exploring perceptions of participants’ experiences with CITI Training since this
Training a requirement.

Nominal evidence of effectiveness refers to a study of 120 cases of professional
wrongdoing in ethical conduct. In this study, an analysis of “high profile cases of research
misconduct” (p. 328) that were compared to “40 cases of other violations of research ethics
(heavily representing human subjects violations) and 40 cases of wrongdoing in medical
practice” (DuBois et al., 2013, p. 320). They looked at the implication for research education
and recommended that education focus more on sense-making strategies and mental models or
bias reduction, than traditional training that focuses on general principles and strategies for
deducing specific rules. Sense-making strategies teach people to question their own judgments,
examine their motives, think of others, forecast consequences, and seek help (Mumford et al.,
2008). This is potentially relevant to my study based on perceptions of CITI Training where
questioning judgments and examining motives may be part of learning about human subjects
research conduct.

Examples of more recent research studies conducted to determine or improve effectiveness
or efficiencies of research training have included the creation of taxonomies (van den Hoven, et
al. 2023), quality checklists (Krom & van den Hoven, 2022), interviews (Cruz et al., 2023),
identifying key elements and strategies for increasing Good Clinical Practice (GCP) training
efficiency (Arango et al., 2016) discussion with practical experience (Calzo et al., 2016), and
tailoring the standard CITI Training for unique learner needs (Kue et al., 2018).

In 2023, van den Hoven et al. responded to an identified need for research integrity

training activities that “are plausible for specific target groups and learning outcomes” (p. 1)
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to make course design decisions in the best possible way, by creating an “easy-to-use
taxonomy for research integrity training based on Kirkpatrick’s four levels of evaluation to
foster mutual exchange and improve research integrity course design” (p. 1). They contend
that unlike other evaluation models, use of Kirkpatrick’s model in the taxonomy “enables
practitioners to concentrate on the alignment of effects inside and outside the classroom on
the individual, institutional and societal level. Moreover, it gives helpful guidance on
assessing these effects. Thus, the approach enables Research Integrity (RI) educators to
systematically compare when and how RI training works and to adapt their courses based on
sound evidence” (p. 3). The model is illustrated in Table 1, Taxonomy for RI Training
(TRIT) below.

Table 1 Taxonomy for RI Training (TRIT)

Fourth level:
Responsible conduct of research and no research misconduct
Example: Project is to stimulate empowerment toward responsible conduct of research.

Third level:
RI related decision making, reasoning, interaction outside the classroom
Example: Facilitate a dialogue among participants to foster reflection and ethical deliberation
processes in their training.

Second level:
RI related knowledge, decision making, interaction in the classroom
Example: Consider, choose and defend (and possibly reconsider) alternative
courses of action in response to a moral dilemma in an RI case.

First level:
Sensitivity, motivation, commitment towards RI
Example: I can explain how research values are relevant to my research project.

Table 1 and selected examples from van den Hoven et al. (2023)
The TRIT model is highly adaptable and flexible for use for organizations
responsible for Training in general, including RI training in this example. This model applies

to my study as perceptions of participants at UHG could be used to provide inputs as
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examples at the various Kirkpatrick levels.

Krom and van den Hoven (2022) created a Quality checklist prototype, which is an
interactive Excel-file. It contains key insights from scientific literature on the contribution to
the efficacy of RCR education and is intended for those interested in promoting quality and
efficacy of RCR education as an educator, or leader of education in RCR. The tool allows
users to conduct quality checks on aspects of RCR education relevant to a course they own.
The quality checklist is intended to complement the Predictive Modeling Tool (PMT), which
allows users to fill information out about a course and the tool recommends if the course
efficacy can be improved. This tool is potentially relevant to my study as participants’
perceptions will be gathered that could be used as inputs to assess the quality of a Training
course used for Responsible Conduct of Research.

A recent research study conducted interviews to examine Community Researchers
experiences with completing a required CITI Program human subjects course and their
recommendations for change (Cruz et al., 2023). In this study, key themes emerged from six
interviews, and recommendations were made based on Community Researchers’ experiences
with the required human subjects training. These themes included Training length, Balancing the
required course with external demands, Readability, Quizzes, Relevance of course content to
Community-Based Participatory Research, Technology Requirements, and more. The study
highlighted “while “pre-packaged” remote trainings can be a valuable addition to the preparatory
phases of community-engaged initiatives, researchers should not rely exclusively on such
trainings but should instead integrate this approach with other strategies that are adapted to the

groups with which they are working” (Cruz et al., 2023). This recommendation was related to
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my study as I have also interviewed participants on their experience with CITI Training and have
identified themes based on the participants’ perceptions of their experiences.

Arango et al. (2016) conducted a study to develop “recommendations for streamlining
current GCP training practices. Recommendations drafted by the project team, including the
minimum key training elements, frequency, format, and evidence of training completion, were
presented to a broad group of experts to foster discussion of the current issues and to seek
consensus on proposed solutions” (p. 480). Some of these solutions are potentially relevant to my
study as one of the CITI Training modules that participants have completed is Good Clinical
Practice (GCP). While much of this study was focused on efficiency due to participants needing
to meet multiple requirements from various funding agencies such as the National Institutes of
Health and the Department of Veterans Affairs, other recommendations are applicable to those
required to take these modules. The study recommends the following: Real-world training that
integrates adult learning methods, such as interactive feedback, case studies, and group exercises,
may provide a higher degree of knowledge retention; however, this format would be challenging
to administer to large, diverse audiences. Another consideration identified by the study is that
different training formats may be more suited for different job functions. Another important
objective of GCP training is the incorporation of learning into daily activities of clinical research.
To achieve applied learning, it was found that training programs that go beyond a basic review of
key elements may be desirable. Applied courses could be created using different approaches such
as presentation and discussion of case studies or scenarios that are hypothetical, role-playing, and
small-group sessions that are interactive and get learners to think critically about issues that
make up the real world of clinical research. One example provided is a “course module could

involve a critique of an informed consent document, with the GCP elements related to human
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subject protection. Providing both good and bad examples may help learning the required
elements. Such applied courses could be developed as face-to-face workshops, interactive web-
based modules, or a blend of both. An applied approach can also be used to impart targeted
training that focuses on common errors” (Arango et al., p. 484). Another approach shared by
Arango et al. (2016) is to foster mentoring programs that instill the culture of GCP. In these
programs, new investigators are paired with more experienced mentors who provide guidance on
interpreting and building on the fundamentals of GCP. Many of these approaches and
recommendations could be potentially relevant to the current study based on the perceptions of
the experiences participants have with the CITI Training program.

Calzo et al. (2016) conducted a community Human Subjects Training study acknowledging
that there is a pursuit to expedite research education for research in the form of online training in
the protection of human subjects, such as CITI Training. They highlighted that CITI is self-
paced, can be completed anywhere there is Internet access, and provides a standardized
certification experience that is recognized across many institutions. However, they suggest,
online trainings may not be “community responsive” because some training modules still require
several hours to complete, the trainings may be written in language that is heavy with research
terms and methods, and the modules may contain information on research procedures and
requirements that are not applicable to the specific research project under consideration. The
study describes a potential way to achieving research ethics certification through an efficient,
tailored, community responsive approach. The training program created contributes to other
emerging curricula to educate and certify community partners to become engaged in community
projects. They note, Spencer-Hwang and colleagues developed a similar, 4-hour-long training

program to certify co-investigators for an environmental health study. The current training
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“expands upon that work by demonstrating community partner trainings can be brief (e.g., 2
hours), and still provide adequate discussion and consideration for the complexities of research
with youth populations that are vulnerable” (Calzo et al., p. 6). These conclusions are relevant to
my study as perceptions of participants’ experiences about CITI Training reveal similar findings.
These approaches (certification of training, and efficient, tailored post-CITI Trainings) offer
opportunities beyond the scope of standardized training.

Kue et al. conducted a study in 2018 on human subjects protection training for research
staff with limited English proficiency and/or no or limited research experience. Seven modules
were adapted for language, cultural examples, etc., from the standard CITI human subjects
protection training. Non-academic research staff completed a day-long training in human
subjects protection (six modules) and their research protocol (one module). This is another
example of tailoring the standard CITI human subjects Training to accommodate specific
learners. This is relevant to my study as participants across UnitedHealth Group have varied
levels of research experience with some having no previous research experience and others being
career researchers.

The field of human subjects research training is dynamic, and novel studies and
assessments continue to contribute to the refinement of training practices. My study will add new
knowledge to this literature, providing insights into how to best support learners needing to
complete required Human Subjects Training in the CITI Training platform. Practical examples
will demonstrate how participants perceive CITI Training to appropriately conduct research

within unique research contexts and jobs, in real-world settings.
Training Evaluation

Why Evaluate Training
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Simply put, “the reason for evaluating is to determine the effectiveness of a training
program” (Kirkpatrick & Kirkpatrick, 2006, p.3). Several important outcomes can be achieved
through the systematic evaluation of ethics training (Mumford et al., 2015). Evaluation facilitates
the identification of the most effective instructional interventions and how they should be
delivered. The reasons we conduct evaluation are both to find out if a particular RCR education
program is working and, more broadly, to draw conclusions about what works and what does not
work in RCR education (Aguinis & Kraiger, 2009).

Mumford et al. (2015) address the four levels of evaluation in their evaluation of ethics
programs. They conclude that training with a scientific perspective “under the rubric of
evaluation” (p. 20), we can create effective ethics education programs. According to Kirkpatrick
& Kirkpatrick (2007), evaluation is to ensure training is accomplishing what it is intended to
accomplish and contributes to the bottom line. They state that you should see “that the program
meets the needs of your stakeholders, the business problem or need, and is delivered in the most
effective way possible” for the group that it is intended for. They also suggest that you should
determine based on available resources, what programs to evaluate, and at what levels. Using a
model for training evaluation provides a framework for how to evaluate training.

McGee (2014) discusses in the evaluation of RCR Training, that qualitative questions
“are much better at providing details and information on what is working, what is not, and what
to change, but require that people give a bit of time and attention to answering them” and
suggests a summative evaluation example, where one could “contact participants in an RCR
course a year later and ask for information on how their experience with or approaches to RCR

issues had been affected by the course” (p. 118).
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In a 2017 Meta-Analytic Review of Past and Present Ethics Instruction in the Sciences,
Watts et al. concluded that “the number of evaluation efforts with regard to ethics education in
the sciences appears to have increased substantially within the last decade, and this increased
attention appears to have paid off, such that ethics instruction in the sciences has improved in
overall effectiveness” (p. 20). This type of review demonstrates an opportunity for evaluation to
lead to improved effectiveness.
Models for Training Evaluation

There are several famous models of training evaluation, outlined in a review by Hogan
(2007), including CIPP Evaluation model by Daniel Stufflebeam and colleagues in the (1960s),
CIRO approach by Warr et al. (1970s), Phillip’s Evaluation approach by Phillips (1996), and the
Kirkpatrick Model (1959). Kirkpatrick was a pioneer in the field and introduced the training
evaluation model popularly known as “The Kirkpatrick Four-Level Training Evaluation Model”.
Introduced in 1959, it has been critically reviewed and gained support for being widely accepted
and influential (Phillips, 2003b). Many of these models are variations in some form of the four
levels Kirkpatrick model (Reio et al., 2017). Kirkpatrick created a framework to examine results
and impact from both individual, department, and organization perspectives (Setaro, 2001). This
model talks about four stages or elements used to measure effectiveness of a training program:
reaction, learning, behavior, and results. The first stage of reaction is to measure or check how
participants feel after attending the training session. At the second stage, the trainees learning
from the training session would be assessed. The third stage is evaluating the change in job
behavior that happens after attending the training session. The fourth and final stage are the
results of a particular training session, meaning the business outcomes which should be defined

at the start of the evaluation. An example of a result may be a Net Promoter Score (NPS) of 90%
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is met. Phillips (2003a) added a 5™ level to Kirkpatrick’s 4 level’s; ROI (Return on Investment).
According to a survey by the American Society for training and development (ASTD), the
Kirkpatrick four-level evaluation approach is still the most used evaluation framework among

Benchmarking Forum Companies (Bassi & Cheney, 1997).

Evaluation of Training: Challenges and Issues

While an organization can benefit from conducting an evaluation of training, there is a
time investment and cost that is associated with creating a useful evaluation tool and performing
the evaluation. Not only can evaluations be costly, but they also require that some evidence be
produced that demonstrates the value or lack of value of the training. This evidence collection,
interpretation, and presentation requires data collection, and a way to measure results to
accomplish this.
Cost

As organizations invest in training to meet compliance requirements, or for other
purposes, costs must be justified. Data that demonstrates training effectiveness can go towards
justifying the monetary cost and time spent on implementing such interventions (Mumford et al.,
2015). Another cost to consider is the time employees spend on training. This time takes away
from production time and should be justified to demonstrate the value of the training. Formative
evaluation has been shown to be a cost-savings mechanism according to evaluation experts,
including Kirkpatrick & Kirkpatrick (2016). These can be in the form of pulse checks,
observations, and report cards. Summative evaluation methods including surveys, interviews and
focus groups can be more costly, requiring some human resources to collect and interpret results.

Once a framework has been selected and a template built for conducting an evaluation,

replicating a similar evaluation in the future will involve less time and cost from resources
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involved in the evaluation.
Data collection and reporting

Creating an evaluation can require costly resources when a system of evaluation is not
already in place. As research organizations struggle to cope with limited resources and increasing
demands on faculty and staff time, it is necessary to configure models that efficiently deliver
training to large and often geographically diverse cohorts of individuals.

The University of Pittsburgh’s experience in implementing a comprehensive system to
support the RCR training needs of its research community is one example of this. In response to
the NIH human subjects Training requirements (NIH, 2000), the University of Pittsburgh had
created Training modules, Research and Practice Fundamentals (RPF), and at the same time,
built technical infrastructure to automate the publishing of content and tracking of evaluation and
completion of modules. They embedded “interaction with the RPF with respect to modules
accessed and date, as well as each test and quiz taken and the user’s performance. In addition,
two questionnaires addressing learners’ perceptions of quality, educational effectiveness, and
appropriateness of content were embedded into the educational package” (Barnes et al. 2006,
p.123).

To create and /or sustain current and ongoing evaluation of training programs and other
interventions, a system should be created to automate aspects of evaluation at certain points
throughout a process. This will enable data collection to occur more naturally as part of the
process without making it a project. The data collected can become part of a routine report to
show key indicators of performance for specific courses or modules on a specific time basis such
as monthly, or quarterly. These reports can then be used to demonstrate the value of specific

programs on an ongoing basis as part of a program. This has been the case in the example of the
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University of Pittsburgh.

Leveraging organization-wide tools including the LMS (Learning Management System)
to automate, track, and report on learning activities is one way to create efficiencies. In large
companies, connecting to an LMS will create efficiencies in cost and help ensure tracking of data
is in a secure environment readily accessible by learning administrators for review through
reporting mechanisms.

Measuring Results

Measuring results in training evaluation can come in many forms. There are leading
indicators and there are outcomes. A leading indicator is an indicator of performance but not
necessarily an outcome. Kirkpatrick & Kirkpatrick call leading indicators observations and
measurements that are short term and suggest that critical behaviors are on target to create a
positive impact on the desired results (2016). One example of a leading indicator is customer
satisfaction scores, or Net Promoter Score (NPS).

Identifying what results to measure or be part of a training evaluation depends on how the
training is influencing the results. Causation is typically not measured, rather correlation. There
may be a correlation between training and results, but it may not be able to be proven that
training caused the result as there are typically many factors that influence performance.
Demonstrating Value

Demonstrating value can be a challenge, especially when it pertains to showing that
training is impacting performance. In the New World Kirkpatrick Model, Kirkpatrick identified
the foundational principle that ROE (Return on Investment) is the ultimate indicator of value
(Kirkpatrick & Kirkpatrick, 2016). Because stakeholder’s expectations define the value that

training brings, an evaluation should ask stakeholders about expectations around leading
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indicators to results. This comes down to asking the question, “what will success look like to
you?”. Another foundational principle is creating “a compelling chain of evidence”. This is the
quantitative and qualitative data collected throughout the training that demonstrates the value

from a training initiative.
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Chapter 3 Method
This study explored UHG participants’ experiences with CITI Program training modules,
using Kirkpatrick’s first level as a framework. Since little was known about participants’
experiences with the training, this study was guided by the following research questions:
1. What is the UHG participant’s experience with CITI Program training modules to
learn how to appropriately conduct research?
2. How have these experiences shaped their perceptions of conducting research
within their unique research context and job?

To address the research questions posed above, I conducted a study on the CITI
Program Training for participants involved in Human Subjects Research at UHG and
explored their perceptions. The study focused on participant perceptions of CITI Program
Training and how it is conducted and experienced at UHG, and how these perceptions impact
their job. To answer the study’s two research questions about participants’ experiences with
CITI Program training modules to learn how to appropriately conduct research and how those
experiences shaped their perceptions of conducting research within their unique research
context and job, the following description of methods were used, which includes the research
design, participants, data collection procedures and sources, data analysis procedures, digital
tools and ethical concerns, and representing findings. Indiana University’s Institutional
Review Board (IRB) approved this study on February 21, 2024 (Appendix A).

Research Design

A qualitative, mixed methods design was selected for this research study.

Kirkpatrick’s evaluation framework level 1 was used as a guide to interview participants

about their experience with the CITI Program Training. The New World Evaluation model
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evaluates training at four levels (Kirkpatrick & Kirkpatrick, 2016). The Four Levels of

Evaluation are described in Table 2.

Table 2 The Four Kirkpatrick Levels

Level 1: The degree to which participants find the training favorable, engaging and relevant to their jobs.
Reaction

Level 2: The degree to which participants acquire the intended knowledge, skills, attitude, confidence and
Learning commitment based on their participation in the training.

Level 3: The degree to which participants apply what they learned during the training when they are back on
Behavior the job.

Level 4: The degree to which targeted outcomes occur as a result of the training and the support and

Results accountability package.

Kirkpatrick & Kirkpatrick (2016)

The New World Kirkpatrick Model maintains the time-tested four levels from the original

model developed over 60 years ago (Kirkpatrick & Kirkpatrick, 2016). This model adds new

elements to help operationalize the levels in the new world of business and other industries. The

New World Model addresses the modern working and learning landscape acknowledging that most

learning occurs informally on the job, including e-learning changing the face of training. To use the

model to evaluate training once it has been implemented, the levels can be evaluated closer to the
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numerical order of 1-4, but not necessarily in a linear, sequential fashion. The New World
Kirkpatrick model is illustrated in Figure 1.

Figure 1 The New World Kirkpatrick Model

The New World Kirkpatrick Model

THE NEW WORLD KIRKPATRICK MODEL

LEVEL 1 MONITOR & ADJUST

LEVEL 4
RESULTS

|

© 2090 2011 Kripatrch Patens LLC A g resecved

Kirkpatrick & Kirkpatrick, 2016

Kirkpatrick & Kirkpatrick describe a blended approach as evaluating multiple levels within
the same tool (2016). When designing an evaluation tool for delayed evaluation after training,
Kirkpatrick states to consider what information will be useful and important to stakeholders at all
four levels. Primarily the focus during a delayed evaluation should be on how learners have applied
what they’ve learned (Level 3), what support they receive, and results accomplished (Level 4), and
sometimes asking them to “think back to the training after having had the opportunity to apply what
they learned” (p. 96) and reassess the value of the training (Level 1). Table 3 from Kirkpatrick &
Kirkpatrick (2016) shows what levels can be evaluated with the same tool using methods of

evaluation that are common.
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Table 3 Evaluation Methods

Evaluation Levels

Methods

1
Reaction

2
Learning

3
Behavior

Results

Survey,
questionnaire,
individual or group
interview

v

Action plan
monitoring, action
learning

Work review, skill
observation,
behavior
observation, action
learning

Case study,
knowledge test,
knowledge check,
presentation, teach
back

Key business and
HR metrics

Adapted from Kirkpatrick & Kirkpatrick (2016)

Although the research question was focused on participants’ perceptions at level 1,

participants had an opportunity to share their perspectives on the four levels of the Kirkpatrick

framework (reaction, knowledge, behavior, results).

Qualitative research (Yin, 2016) recognizes the relevance of “multiple sources of

evidence” (p. 9) in examining the meaning of people’s real-world roles through their own

perspective as it exists in their authentic context while also providing new insights. Each

piece of data tells part of the story. While participant’s were asked about their demographic

information, I was able to validate much of the data through other means such as titles used
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in Outlook, and on signatures as well as CITI Training completion reports to validate which
CITI courses they had completed. I could also validate what part of the company they
worked in by their email address and signature line as well as the company profile system
called Sparq, which shows internal hierarchies, organizational divisions, and position titles.

I was also able to validate that the participants in the study were part of the learner
completion population and could be identified through the CITI platform reports. In the UHG
organization, CITI training was researched and decided upon as the standard platform to use
for centralized human subjects training across the enterprise. Since the CITI Program
Training started in 2020, there have been 1917 unique learners and 32 unique courses
through October 2023. The number of course completions have decreased each year since
2020 with 1482 completions in 2020, 782 completions in 2021, 474 completions in 2022,
and 296 completions in 2023. This completion data shows the number of learners across the
enterprise that could be impacted by this training.

Based on an interview with the OHRA Director, the following rationale was given for the
decreasing numbers:

Completion numbers may be going down due to varying factors such as:

- Closure of one or more research dedicated businesses / departments in UHG in the

last few years

- Completion of longitudinal or multi-year research efforts (especially COVID

research)

- Fewer new research studies are being funded/ supported /started each year across

UHG

- Lower turnover / Higher retention rates for staff who have already completed

training
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o The Biomed course only needs to be taken once and does not require renewal

o GCP only needs to be taken once every 3 years (OHRA, 2024)

Learners who have completed training could be identified by the training report of
completions and contact email.

Although studies have been done about research training effectiveness, there are few studies
that have explored the perspectives of healthcare learners who have completed CITI Training. The
goal in this study was to explore the UHG participants’ experiences with CITI Program training
modules, using Kirkpatrick’s first level as a framework to capture perceptions and experiences.
Since little is known about participants’ experiences with the training, the participants’ perceptions
and experiences were examined as part of this research study. I used document analysis and

thematic analysis during the analytic phase to provide themes in response to the research questions.

Participants

I used purposive sampling to recruit the participants. In a qualitative study, a relatively
small and purposively selected sample may be employed (Miles & Huberman, 1994) with the aim
of increasing depth (as opposed to breadth) of understanding (Palinkas et al., 2015). Purposive
sampling is “used to select participants that will most likely yield useful and appropriate data”
(Kelly, 2010, p. 317). Bekele & Yohannes (2022) state that “how many” interviews are enough
for one qualitative research study is dependent on several factors including the type of research
question, the focus of the research, available resource time, institutional committee requirements,
the community in which the researcher is located, the experience of the researcher, the domain of
inquiry, and more. My focus on recruitment was on participants who could provide rich data, not
necessarily the number of participants to recruit.

The Data Collection Form (Appendix B) was used to collect CITI Training Program
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completions. Completion data spans from 2020-2024, the length of the IRB program at UHG. Data
contains the names of CITI Program participants, the number of courses they completed, the names
of courses completed, and the date of course completion. The names of participants were only used
to recruit participants to participate in the study based on completion of CITI coursework at the
enterprise. A report was run by the UHG CITI Program administrator that showed completions.
This list was used to filter to completions for this study. An example of one line of data is the
following:

Curriculum/Gradebook: CITI Conflicts of Interest

Group: Conflicts of Interest

Stage: Basic Course

Date Completed: 2/8/2023

Expiration Date 2/8/2027

EMAIL IN OUTLOOK: YES

First Name: John

Last Name: Doe

Username: Johndoel

Email: john doe@tractor.com.
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Table 4 shows the CITI Program course descriptions that participants may have completed
as a job requirement.

Table 4 CITI Program Course Descriptions

CITI Program Courses & Participants

CITI Course Description # of Participants

Human Subjects Research 2-10

This series provides core training in human subjects research and
includes the historical development of human subject protections,
ethical issues, and current regulatory and guidance information.

Human Subjects Research (HSR) content is organized into two
tracks: Biomedical (Biomed) and Social-Behavioral-Educational
(SBE). They are intended for anyone involved in research studies
with human subjects, or who have responsibilities for setting
policies and procedures with respect to such research, including
Institutional Review Boards (IRBs). HSR Biomed and SBE
courses are offered as Comprehensive and Foundation versions.

Conflicts of Interest 2-10

The COI Basic course discusses the PHS regulations on financial
conflicts of interest and an investigator’s responsibilities relating
to the disclosure of “Significant Financial Interests.”

It is designed to help learners satisfy training requirements
associated with the PHS regulations on financial conflicts of
interest. Organizations may also choose to include content on
institutional conflicts of interest and conflicts of commitment and
conscience. Additionally, organizations may add customized
content to describe their own internal conflict of interest policies
through the use of an organization-specific policies module.

2-10

Good Clinical Practice

GCP consists of basic and refresher courses that provide essential
good clinical practice training for research teams involved in
clinical trials. Improve site activation time and reduce training
time with mutually-recognized, effective, engaging training.

Course Descriptions from CITI, 2024

Although the CITI Training completion report showed almost 2,000 unique learners

that had completed the CITI Training back to 2020, this was a starting point for potential
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study participants. This list could have included learner completions for employees no longer
with the organization, or for employees who no longer work in a research type role that CITI
Training was required for. With the goal of obtaining rich, quality data and this being
prioritized over the number of data, it was decided to involve the OHRA and others to help
identify potential participants who had not only completed CITI Training but also had been
active in research. In collaboration with two teams, OHRA, and another team active in
research, we communicated by email and a list of sixteen potential participants were
originally identified that had met the requirement of completion of CITI Training and
additionally were actively involved in research. The OHRA and another research entity
within the organization had provided a list of who they considered potential participants who
were active with research and had met the CITI Training completion requirement.

I sent out a recruitment email with an Informed Consent Statement (Appendix C)
attached, and an invitation to participate in the study in the body of the email (Appendix D) via
Microsoft Outlook to the sixteen potential participants. I asked for their response via email reply
within a 2-week period. I received responses from 9 of the 16 I emailed, one individual replied
with their decline stating they would not be a good subject. They explained over their 32- year
research career, they have had to complete CITI/GCP so many times that the past decade or so,
they just skip to the test and answer the questions. I received eight responses with agreement to
participate. I did not hear back from seven of the individuals I emailed.

Participants were eight employees active in research with various levels of experience
that completed CITI Training in the last three years. Permission was granted from the UHG IRB
to recruit participants involved in active research and had completed CITI Training.

Participants met the following criteria:

* Employed as an employee with a research role at UnitedHealth Group.
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* Completed CITI Training as a requirement of their job at UHG.
» Involved in some level of active research either directly, or through team members

that reported to them as part of their job role at UHG.

The individuals who volunteered and were selected to participate in the study worked

for two different divisions within Optum, which is part of UHG. The study participants worked
for OptumCare, and OptumRx.
OptumCare

Three study participants were recruited from OptumCare, part of Optum Health. According
to UHG, Optum Health provides care directly through local medical groups and ambulatory care
systems, including primary, specialty, urgent and surgical care. This business also provides products
and services that engage people in their health and help manage chronic, complex and behavioral
health needs. Customers include employers, health systems, government and health plans with 101
million unique customers served, approximately 70,000 employed or aligned physicians, and
2,000+ sites of care (2025). OptumCare is the largest physician group in the country (CTI, 2025).
OptumRx

Five study participants were recruited from OptumRx. OptumRx is the pharmacy services
arm of UnitedHealth Group’s Optum family of clinical care delivery businesses. According to
OHRA, OptumRx primarily functions as a pharmacy benefit manager that works to negotiate with
pharmaceutical companies to establish reasonable drug prices for their customers. OptumRx
pharmacy benefit customers range from local businesses, national companies, unions, labor groups
and public sector organizations who provide healthcare coverage for their employees. OptumRx
also includes a network of integrated pharmacies in mental health centers, a home delivery

pharmacy service, a home infusion pharmacy for medications or nutrition solutions that require
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infusion by qualified medical staff, as well as a specialty pharmacy for treatment of rare and
complex medical condition. OptumRx is also proud to provide various services and subject matter
expertise in support of an array of externally sponsored drug or device trials and other research
efforts (OHRA, personal communication, 2025).

Table 5 illustrates the profile of each participant including the participant's name
(pseudonym), their general research role, length of interview, and CITI experience level
(experienced or inexperienced). I have indicated their Role as Researcher if they were
primarily conducting the research themselves, or Research Leader, if they had team

members reporting to them who were primarily conducting the research.

Table 5 Participant Profiles

Pseudonyms Role Length of Interview CITI Experience Level
Amy Research Leader 40 minutes Experienced

Rick Researcher 30 minutes Inexperienced

Susie Research Leader 25 minutes Experienced

Tom Research Leader 20 minutes Experienced

Jack Researcher 45 minutes Experienced

Sheila Researcher 30 minutes Inexperienced

Julie Research Leader 30 minutes Experienced

Crystal Researcher 20 minutes Experienced

Next, I provide a thick, rich description of each participant, (certain details about
participants have been omitted for privacy).
Participant Descriptions
Amy (Research Leader)
At the time of the interview, Amy had been a Research Leader who was responsible for
overseeing work of other researchers within Optum. She had been in this role for about three years

and worked for another organization in a research capacity. She had previous CITI Training
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experience as well as research experience. She had taken various CITI Training modules over the
years of her career. She had recently also become involved with working with the Institutional
Review Board (IRB) so had taken that CITI Training in addition to her other CITI Trainings,
namely Good Clinical Practice (GCP).

Rick (Researcher)

At the time of the interview, Rick was supervising a team of pharmacists within Optum. He
has experience as a pharmacist but was newer to the research space and CITI Training. He and his
team needed to take CITI due to their involvement with research. He recently completed GCP as a
requirement for his role and did optionally take some other courses within the CITI platform for his
own knowledge.

Susie (Research Leader)

At the time of the interview, Susie was responsible for Value Outcomes reporting within
the Optum. She is a leader on her team with others that report to her. She has taken CITI Training
and has research experience in other capacities throughout her career. She was required to take
Biomedical and COI CITI Training for her job at UHG.

Tom (Research Leader)

At the time of the interview, Tom was responsible for a team of researchers that support
Optum. He is a career researcher and is familiar with research and CITI Training, taking CITI
training for the first time as an undergraduate assistant as many as twenty years ago. His job
required him to re-certify CITI Training and he has taken several different CITI Training modules
within this recertification including GCP, Conflicts of Interest (COI), Biomedical, Social &
Behavioral Responsible Conduct of Research (RCR), Social & Behavioral Basic, and others.

Sheila (Researcher)
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At the time of the interview, Sheila was just recently wrapping up work from supporting
a clinical trial as a nurse for Optum. She is a career nurse with no other research or CITI Training
experience. She took on this research role in addition to her day job as a nurse. She completed
GCP and Social & Behavioral CITI Training.
Jack (Researcher)
Jack is a seasoned Clinician who serves as an Investigator for his research role at UHG.
He supports Optum. He is an experienced career researcher with 20+ years of experience with
research and CITI Training. He has recently completed Biomedical, GCP, and COI CITI Training.
Julie (Research Leader)

Julie is an experienced Researcher who leads others in Optum. She is a career researcher
with research background and CITI Training experience. She has recently completed GCP CITI
Training.

Crystal (Researcher)

Crystal is an experienced Researcher who supports Optum. She is a career researcher with
research background and CITI Training experience. She has recently completed Biomedical, RSD,
COI, and GCP CITI Training. Data Collection Sources

Following the receipt of the study participant’s interest, I scheduled the interviews at a

mutually agreeable time for the participant and me. Participants received an Outlook calendar
invitation with a link to join the zoom call. They were instructed to how they could test zoom
prior to the meeting. Participants joined the interviews remotely from where they work, and I
conducted the interviews remotely from my home where I work. I told the participants that we
would be using the audio recording but not the video recording for the meeting.

Interviews

40



Interviews were conducted with the participants as the primary data collection source.
Participants completed an interview that lasted 1 hour or less. Part of the interview was to
solicit demographic information about the participant, and the other part was to gather
perceptions of the CITI Training. The questions were primarily qualitative in nature with
some quantitative scale questions, asking participants to elaborate on their ratings.

The interview session began with me reading through the interview protocol (Appendix
E). Once finished reading the protocol, I obtained the participant’s verbal agreement to proceed
with the interview and recording. I then began recording the interview via Zoom. I interviewed
the participants using a semi-structured interview protocol.

Recordings and Transcripts

The final recordings of the interviews were stored in the cloud-storage platforms of
Indiana University’s Zoom (Indiana University, 2025, October). This provided a seamless process
of the recording being mechanically transcribed and stored in a location that is password
protected but could be easily accessed by the researcher.

The mechanically created interview transcripts were downloaded from the Zoom
recording archives. The text was copied and then pasted as plain text in a Word document. This
served as a starting point for creating more accurate transcripts of the recordings. These
transcripts were stored in a secure private drive.

The data sources included recordings, transcripts, and interview notes for each of the eight

participants. Table 6 illustrates each of these data sources.
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Table 6 Data Source Alignment

Research Questions — Data Source Alignment

Data Category Data Source / Type # of Data Source

RQ1: What is the UHG participant’s experience with CITI Training program modules to learn how
to appropriately conduct research?

Interviews Recordings 8
Transcripts
Interview Notes 8

RQ2: How have these experiences shaped their perceptions of conducting research within their
unique research context and job?

Interviews Recordings 8
Transcripts
Interview Notes 8

Researcher Role and Positionality

When I reflect upon my role as a researcher, I see myself having other roles including
those of a student and learner of the CITI Program, and yet another role of a Training Director
that has many years of experience with adult learners and training evaluation. My own biases are
shaped by my student and professional roles. I addressed this by acknowledging my role as a
researcher along with these biases, and other roles that I have. I practiced reflexivity throughout
the research process to check for my biases and how they might influence my interpretations and
analysis of data “the point I argue here is that researchers, notwithstanding their use of
quantitative or qualitative methods, their research problem, or their reputation for personal
integrity, should systematically identify their subjectivity throughout the course of their

research” (Peshkin, 1988, p.17).
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The methods I used to collect data were recording and transcription of interview data. This
helped me to make sure I was capturing what my participants said, and not what I thought or
interpreted them to say, based on my bias. [ would play back the recording and transcribe each word
as it was said by the participant, not as [ remembered it, or assumed it.

My role regarding the study of CITI Program training used at UHG is to provide data on
learner perceptions to help evaluate the program. This is for a team I do not work directly with.
Based on my initial observations, there is not a formal process to evaluate the program today,
from a formative or summative perspective. While I have experience utilizing organizational
tools like the LMS to make learning evaluation more efficient, and I have experience with CITI
Program as a student researcher, [ am not familiar with this IRB team, its processes, or the
participants of the learning. It was imperative that I approached this study with an open mind,
being cognizant of my experience with UHG corporate learning tools and some knowledge of
CITI Program training as a graduate student researcher, and any pre-conceived biases so that [
could fairly represent the interpretation of data collected and reporting of findings.

Creswell (2015) discusses the "issue was whether a researcher who used certain methods
also needed to use a specific worldview—the “compatibility”" (p. 539). The worldview method
argument has been called the paradigm debate. While it is possible that certain worldviews
would not be compatible with certain methods, I do not think that it could be said that is always
true. I do not think it is necessary to link a specific method to a specific worldview. Creswell
(2015) brings up pragmatists, as an example, which I feel I can relate to, as a pragmatist. He
states that pragmatists believe philosophically in using procedures that "work" for a specific
research problem in a study and that you use many methods when understanding a problem. I
agree with this, and I think I would see myself using the method that I felt worked best for a

given context. Now, my worldview may still influence the methods I select in some way, shape,
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or form, but I do not think I would completely rule out a method based on my worldview if it is

what worked best in a specified context.

Data Analysis Procedures
Transcription Process

“Transcription involves close observation of data through repeated careful listening
(and/or watching), and this is an important first step in data analysis” (Bailey, 2008, p. 129), and
it “is an interpretive act rather than simply a technical procedure, and the close observation that
transcribing entails can lead to noticing unanticipated phenomena” (Bailey, 2008). Schegloff
(1997) states that when we try to stay true to actual speech, we give privilege to participants’
words and prevent priori assumptions. This is because “it is the orientations, meanings,
interpretations, understandings, etc. of the participants... it is those characterizations which are
privileged in the constitution of social-interactional reality, and therefore have a prima facie
claim to being privileged” (Schegloff, 1997, pp. 166-167).

In order to decide how to approach the transcription process, I reflected on these ideas and
how they would affect the study. Oliver et al. (2005) advocate for an intermediate step “a period
of reflection that allows researchers to contemplate transcription choices and assess how these
choices affect both participants and the goals of research” (Oliver et al., p. 2).

All the interviews and observations were recorded using the tool, Zoom, a
videoconferencing tool. Indiana University states that “you can record your Zoom meetings and
either save the recordings to a local storage device, or save them to the cloud using Kaltura”
(Indiana University, 2025, January 10). Additionally, “Zoom cloud recordings are stored in Zoom
for 120 days. Permanent copies are delivered to the university's media management
system, Kaltura” (Indiana University, 2025, January 10). Transcriptions can be made available in

the zoom tool.
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I downloaded the interview transcripts from the Zoom recording archives. I copied the
transcribed text and pasted it into a Word document. This served as the document I used to review
the transcript while I played the recordings and reviewed my interview notes. For the purposes of
this study, I listened to the recordings several times to make sure the transcript was as accurate as
possible, with a goal stay true to actual speech, to be sure that [ was placing priority on what the
participants said, and not what I assumed. During the transcription editing process, I removed the
participants names and replaced them with an interview number. Once finished, I uploaded the
transcripts to a secure file storage.

Thematic Analysis Procedures

For this project, I conducted a thematic analysis. Braun and Clark (2006), state that
“Thematic analysis is a method for identifying, analysing, and reporting patterns (themes) within
data. It minimally organises and describes your data set in (rich) detail” (p. 6).

The definition of theme varies, depending on the researcher you are referring to (Bazeley,
2009; Kiger & Varpio, 2020; Ryan & Bernard, 2003, Saldana, 2013) and “themes in qualitative
research largely emerge during data analysis” (Mishra & Dey, 2022, p. 188). Braun and Clark
(2006), state a “A theme captures something important about the data in relation to the research
question, and represents some level of patterned response or meaning within the data set” (p. 10).

Braun and Clarke (2006) outline six phases of thematic analysis:

1. “Familiarizing yourself with your data

2. Generating initial codes

3. Searching for themes

4. Reviewing themes
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5. Defining and naming themes

6. Producing the report”.

Familiarizing myself with the data. Following Braun and Clarke’s (2006) six steps, the
analysis began by acquainting myself with the data throughout the collection and transcription
process. This process included conducting the live interviews, recording the interviews, listening to
the recordings of the interviews, editing the zoom produced audio transcripts, and reading the
transcripts multiple times. Lincoln and Guba (1985) created member checking as a tool to establish
credibility. A popular method of member checking is by presenting transcripts to participants to
ensure the data is accurate to analyze. I sent my version of the transcript to the participants who
were interviewed and asked them to review the transcript for accuracy. This resulted in some minor
clarifications from some participants and agreement with the transcript. One participant did not have

time to review the transcript but stated I could use it.

Once finished, the transcripts were anonymized. I used Dedoose Version 9.2.22b, a cloud
application for managing, analyzing, and presenting qualitative and mixed method research data
(Dedoose, 2023) and Microsoft Excel to conduct the thematic analysis on the interview
transcripts.

Generating codes. I generated codes from the data itself in vivo, descriptive, and topic
coding. Dedoose directly supports creating codes and adding them to the different texts. Once all
the documents were read and coded during this initial coding phase, I began reviewing each
document using the established codes.

Dedoose provided the ability to modify the codes to better suit the data. The process of
using this cloud-based program kept everything together and permitted more transparency in my

data analysis process. The dedoose Code tree is flexible, dynamic, and has multiple features.
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“Open coding is the first level of coding. In open coding, the researcher is identifying
distinct concepts and themes for categorization” (Williams and Moser, 2019). To implement these
into my analysis, I uploaded the transcripts into dedoose. Once uploaded, I read each transcript line-
by-line. Each line was labeled with one or more codes that were either new or reflected as a similar
theme as previous lines or transcripts.

Reviewing, defining, and naming themes. After the open coding was finished, I began
with selective coding. This is when a researcher groups like themes together by reviewing, defining,
and naming the themes (Braun & Clarke, 2006). I used a data-driven coding approach where sub-
themes were created using an inductive approach linked to the data themselves (Patton, 1990). This
was done through organizing the data to show patterns in semantic content with a progression from
the description. I identified themes based on the explicit or surface meanings of the data, not
looking for anything beyond what the participant had said or written. I used Microsoft Excel to
organize the codes into sub-themes, and thematic categories. To create the final themes, I
summarized the sub-themes to interpretation to theorize significance of patterns with broader
meanings and implications (Braun & Clarke, 2006).

I documented my thoughts and questions within my research through memo writing, in the
Microsoft Excel spreadsheet, and in different forms (post it notes, whiteboard, and notebook).
According to Birks et al. (2008) “memos can help to clarify thinking on a research topic, provide a
mechanism for the articulation of assumptions and subjective perspectives about the area of
research, and facilitate the development of the study design” (p. 69). Table 7 displays how I
organized the thematic categories for each research question, including the codes and code

descriptions, sub-themes and themes.
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Table 7 Themes

RQ 1: What is the UHG participant’s experience with CITI Training program modules to learn
how to appropriately conduct research? Theme 1: Time Commitment is Biggest Challenge

1st Round 2nd Round: Themes

Code Description Sub-theme Theme
Competing Learners work in multiple roles, Competing priorities and roles Time
responsibilitie not solely dedicated to research Commitment is
s aspect of their job Challenge

Pull out of job Referring to needing to pull

production nurses out of their
work to do 6 hours of training

No buy-in for
training time

Deadline to complete training due
to contract, and takes 6 hours to do
training, no buy-in from leaders
for time

Time is a cost

Training takes time and time has a
monetary value, labor costs to take
training,

Time to take is
intensive

Number of hours to take the
required CITI training, it was way
too long the 2nd time, program
time consuming

Training
timeframe

Can be up to 12-15 hours for
newer learners and a few hours for
experienced learners for refreshers
every few years

Talked to leadership about where
time was being spent for a couple
of weeks

Tell others

I tell them it's going to take them
hours

Training hard
to get through

Phrases and word used to refer to
difficulty in getting through it.
Dense, in the weeds, long,
lengthy, how you need to progress
through, hard to digest, heavy.

Training time is long and hard to get
through

Emotions Phrases and word used to refer to
around what is felt taking the training
training modules due to length of time it

takes to get through; Painful,

laborious, time consuming
Time for Staff spending time developing a Additional time spent developing
supplemental separate curriculum and resources supplemental and refresher training
training that help them understand like and resources.

what they learned in CITI.
Spending time creating resources
and trainings that are recaps.
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Table 7 (Continued)

RQ 1: What is the UHG participant’s experience with CITI Training program modules to learn

how to appropriately conduct research? Theme 2: Most Learning is Basic in Nature

1st Round 2nd Round: Themes
Code Description Sub-theme Theme
Theoretical Referring to the training being Training is very basic in nature and Most Learning
and historical theoretical in nature and historical not much is learned if experienced. is Basic in
Introductory CITI Training is presented at Nature
and basic introductory and basic level,
redundant
High level No specific application to research
dilemmas presented in daily work
Basic Effective at going through kind of
the basics of clinical research and
good clinical practice.
Big picture It gets them more acquainted with
what were the elements of
research, requirements, and a big
picture as an intro but not more
than that.
Check a box Referring to it as a requirement
and not learning anything from it if
an experienced researcher
Research roles At a high level who's responsible Training explains roles and better
for oversight? Investigators. It was understand the big picture.
helpful to have that.

RQ 1: What is the UHG participant’s experience with CITI Training program modules to learn
how to appropriately conduct research? Theme 3: Learning is Challenging

1st Round 2nd Round: Themes
Code Description Sub-theme Theme
Hard to get Dense, laborious, in the weeds, Hard to learn due Learning is
through long, lengthy to density of Challenging
material for Various
Not role CITI training not role specific to Training not Reasons
specific research roles tailored to role,
Not CITI training is not tailored to experience level
experience experience level
specific Needed to read through more than
what was necessary for experience
level
Acronyms, Too many acronyms and Technical jargon
abbreviations, nomenclature, can’t remember not easily
jargon, them remembered
nomenclature
difficult
Not interactive | The way the content is presented is | Not interactive or
/ engaging not interactive or engaging in engaging
nature
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Table 7 (Continued)

RQ 1: What is the UHG participant’s experience with CITI Training program modules to learn
how to appropriately conduct research? Theme 4: Which Courses to Take are Not Intuitive

1st Round 2nd Round: Themes
Code Description Sub-theme Theme
Not intuitive Several GCP courses on platform CITI platform Which
descriptions don’t Courses to
help with what Take are Not
course to take Intuitive
Was directed Was directed what course(s) to Used specific
take direction on what
Used job aid Needed to create job aid course(s) to take
Followed job aid for what courses
to take

unique research context and job? Theme 1: CITI Training is a Requirement

RQ 2: How have these experiences shaped their perceptions of conducting research within their

1st Round 2nd Round: Themes
Code Description Sub-theme Theme
Obligatory Taking only because required not Not taking to learn, only because it is a CITI Training
to engage or learn. requirement. isa
Check the box Not taking CITI to learn when Requirement
experienced, but because it is a
requirement.
UHG job It is required for job at UHG. UHG job requirement.
Requirement
Sponsor It is required by a sponsor.
Requirement
Grant It is required for a grant and in the
Requirement external grant contract.
Audit It is an audit item.
Requirement
Research trial Having a research trial makes it a
requirement requirement. Can be removed from
trial if CITI not done.
Compliance Know it is a requirement to be
compliant.
Gets the job CITI training meets the
done. requirement.
Every 3 years I need to take CITI every 3 years
for my job.
Tell others Tell others it’s a requirement and Support Others it’s a requirement.
to do it.
Socialize Need to socialize it’s a requirement
to leaders outside of research.
Encourage Encourage inexperienced
others researchers to study it.
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Table 7 (Continued)

RQ 2: How have these experiences shaped their perceptions of conducting research within their
unique research context and job? Theme 2: Experienced researchers approach a study to align
with CITI Training

protocol.

How to write

Write protocol in certain way to
get approved based on knowledge
and feedback, flow, organization,
policy of exempt.

Bias

Learned about bias and think about
it in role.

Clinical trial

Understand from training.

Applying specific research concepts
learned.

something to be mindful of, when
publishing studies

Easy to work
with

Not an onerous process, painless,
easy to communicate with back
and forth, helpful

Publish results

Know the IRB process to publish
results, and you do a CITI course.
Tell others about the process.

Clinical trial
pre-requisite

Know it needs to be done to run
clinical trial and tell others.

rules and
regulations
Recruitment Training has helped with
recruitment flyers.
Culture The culture of the organization is Learn the process and operate within it.

1st Round 2nd Round: Themes

Code Description Sub-theme Theme

Informed Understanding of how informed Better documentation and writing in Experienced

consent and consent works according to CITI protocol. researchers

exempt status training has implications to approach a
exemption status of study can study to
influence how to write study align with

Documentatio Understand better that things need CITI

n to be documented appropriately in Training
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Table 7 (Continued)

RQ 2: How have these experiences shaped their perceptions of conducting research within their
unique research context and job?
Theme 3: Need to create & utilize support resources beyond CITI Training that are tailored to
unique research context and job.

1st Round 2nd Round: Themes
Code Description Sub-theme Theme
Separate Spend time creating separate Supplementing Need to
curriculum curriculum to help with learning training with create &
Make more creating resources and trainings tailored resources utilize
user friendly that are more user-friendly recaps and training to support
Pull out key Do a refresher after training to help them resources
points illuminate important points to understand beyond CITI
content/job learning Training that
Job Aid, Creation of job aide/guides to make | Trainer onsite to deliver and direct are tailored
Guide added more specific manager involvement in training to unique
Train the Use on site resources to deliver research
Trainer training context and
Manager Direct manager engagement in job.
involvement training enhancement
More detail Added relevant detail with context
added
Supplemental Training at an enterprise level, find | Support/tailored information needed at
training a better way of keeping tailored an enterprise level
instruction
Tailored Referring to deferring to having a
conversation conversation with our OHRA
representatives
Quality Strategies

This study could be impacted by issues related to integrity, and according to Anfara et al.
(2002), there are issues related to the integrity of qualitative research. The purpose of laying out the
data in a table format, is to “enhance the opportunity for criticism and public inspection of the

qualitative studies — to encourage analytical openness” (p.33).

Anfara et al. (2002) use the term, refutability, and calls for qualitative research to be written
with clarity and detail so that others can judge the quality of the study and to be able to refute or
accept the findings. Anfara et al. (2002) argue that processes employed in research must be made

public, however qualitative researchers address validity and the bottom line is that consumers of
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qualitative research will not trust what 1is read wunless it meets some set of
evaluative criteria. I agree with these arguments, and I think providing evaluative
criteria lends credibility to the study and the methods of analysis. I attempted to follow this
approach through my analysis and the way I articulated my data that I collected through interviews,
and how my data maps to codes and themes to conclude my study. I included quotes from my
interviews, throughout my analysis, and carefully inserted the quotes and interpreted them throughout
the analysis, with clarity, so that readers can decide if they will accept or refute the findings that I
drew from the data I collected.
An important element of qualitative research consists of using strategies that ensure

quality so that the findings are viewed as trustworthy and credible. I used several methods to

ensure this trustworthiness and credibility. Tracy (2010) shares that “high quality qualitative

methodological research is marked by (a) worthy topic, (b) rich rigor, (c) sincerity, (d) credibility,

(e) resonance, (f) significant contribution, (g) ethics, and (h) meaningful coherence” (p. 839).

Tracy’s indicators of quality are a good representation of criteria in qualitative research in which

to evaluate and the indicators of how it is achieved also seem to represent what one would want to

achieve for quality. I think having criteria, in and of itself, to give readers something to evaluate

against, is important. One of most effective ways to ensure quality in qualitative research is to be

transparent to readers about the analysis process (Anfara et al., 2002).

Most of the interview questions are qualitative in nature and can benefit from a framework
to ensure credibility. In Table 1, on p. 840, Tracy (2010) includes various means, practices, and
methods through which to achieve the various quality indicators. For example, a topic is worthy if
it is: Relevant, Timely, Significant, Interesting. The eight criteria are below:

e “Worthy topic:
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The research question or topic is relevant, timely, significant, and interesting.
Rich rigor:

The study demonstrates depth and thoroughness in data collection and analysis, using

appropriate methods and sufficient data.
Sincerity:

The researcher is transparent about their own biases and perspectives, and the study reflects

genuine engagement with the research participants.
Credibility:

The findings are believable and supported by evidence from the data, demonstrating the

researcher's careful interpretation.
Resonance:

The research resonates with the audience, potentially affecting their understanding or

perspective on the topic.
Significant contribution:

The study adds new knowledge or insights to the field, going beyond simply describing

existing phenomena.
Ethics:

The research adheres to ethical principles regarding participant consent, privacy, and

potential harm.

Meaningful coherence:
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The study integrates its findings with the literature, research questions, and theoretical

framework in a logical and cohesive manner” (Tracy, 2010).

Using Tracy's (2010) eight criteria as quality criteria, [ have reflected upon my own

research study with a Quality criteria checklist in Table 8.
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Table 8 Quality criteria checklist

Quality Definition Application

Criteria

Worthy topic | The research question or topic is The relevancy and significance of this study to the organization
relevant, timely, significant, and is described in the problem statement and context. Itis a
interesting. timely topic as UHG wants to use the data to better understand

the impacts of training after several years. It is an interesting
topic that has been researched by others in literature.

Rich rigor The study demonstrates depth and | My data collection focused on obtaining rich data from
thoroughness in data collection and | participants who met criteria. Stakeholders directed me
analysis, using appropriate towards participant groups with active research to reflect upon
methods and sufficient data. the training. Methods used to collect and analyze data are

based on literature for mixed methods studies and conducting
thematic analysis with qualitative data.

Sincerity The researcher is transparent about | Throughout my analysis I have been transparent about my own
their own biases and perspectives, | biases and perspectives have reflected upon them in this paper.
and the study reflects genuine My research participants and [ were able to engage with each
engagement with the research other through the email introductions, interviews, and
participants. transcription review.

Credibility The findings are believable and The findings are believable and supported by evidence from
supported by evidence from the the data, with excerpts from interviews embedded throughout.
data, demonstrating the The interpretation is laid out in tables on how my themes
researcher's careful interpretation. connect to each research question.

Resonance The research resonates with the This study will likely resonate with the audience and affect
audience, potentially affecting their | their understanding on the topic as it includes an analysis of
understanding or perspective on perspectives of participants they support to learn and be
the topic. compliant with research.

Significant The study adds new knowledge or | The study provides preliminary understandings of how

contribution | insights to the field, going beyond | participants perceive CITI Training and what it means in terms
simply describing existing of their research context and job. These findings offer a richer
phenomena. understanding of the participants’ CITI Training experiences

for future learners, and leaders who operate within and
influence this space.

Ethics The research adheres to ethical The study used informed consent practices, privacy of data,
principles regarding participant and potential harm. I describe digital tools used. The study was
consent, privacy, and potential approved by the IRB at Indiana University.
harm.

Meaningful The study integrates its findings The study has integrated findings with literature, research

coherence with the literature, research questions, and theoretical framework through the literature

questions, and theoretical
framework in a logical and
cohesive manner”

review, findings, and discussion.

Throughout the methods and data analysis sections, I shared detailed descriptions about

the process, methods of documentation, and the tools that were used. I have given thick, rich
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descriptions throughout the process of notetaking, memo-writing, and the final write-up.
Additionally, I have stated my subjectivities and potential biases or researcher reflexivity.
“Reflexivity is a hallmark of excellent qualitative research, and it entails the ability and
willingness of researchers to acknowledge and take account of the many ways they themselves
influence research findings and thus what comes to be accepted as knowledge” (Sandelowski &
Barroso, 2002, p. 216).

This was an arduous process coding and then going back and re-reading transcripts and
notes and editing codes where necessary. This was done multiple times in various formats, on the
computer, with hand-written notes, and by looking at the final codes and themes.

Data was collected through semi-structured interviews with participants who have
completed CITI Training. Steps taken to ensure the trustworthiness of the data I collect for this
study includes interviews. Background perspective is provided by the OHRA team to provide
additional context. This perspective from the OHRA along with the Kirkpatrick framework has

allowed me to formulate and prepare interview questions.

Digital Tools and Ethical Concerns

For this study, I used several digital tools for analysis: EndNote, Dedoose, Microsoft
Outlook, Zoom, Kaltura, Microsoft Word, Microsoft Excel, and Adobe Acrobat PDFs.

I used EndNote 21, “EndNote is a citation management program that helps you create,
collect, and manage references in what it calls a "library" -- your collection of citations.
Although you may enter records manually, nearly all producers of databases support a direct
export to EndNote feature which allows you to import directly into EndNote multiple citations
from the results of your search simultaneously” (Indiana University, 2025, January 10). I used
EndNote to organize my citations. This tool supported having correct citations and the ability to

attach a copy of the document to each citation for ease of use and storage. This allowed for oft-
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line use of documents. In-text citation is a feature of EndNote, as is exporting the citations into
APA format for assistance in creating the Reference page. house research articles for reading
and annotating. I installed EndNote onto my MacBook Air.

I used Dedoose 9.2.22, to conduct the thematic analysis. Dedoose is a cloud-based
application that can support qualitative and mixed methods research analysis completely online
(Dedoose, 2023). Dedoose supports the process of identifying recurring patterns and themes
within qualitative data by coding and categorizing information to extract meaningful themes from
research data; to analyze qualitative information to uncover key concepts and patterns across a
dataset. By uploading my final transcripts, I was able to use these to extract quotes and place them
into codes in one step. I could review codes with excerpts attached from various data sets. The
tool was also flexible to edit codes, merge codes, and create child and parent codes as I learned
more about the data and interpreted it throughout the process.

I used Microsoft Outlook to create emails, and calendar invites for participants in the
study. Ethical considerations on this tool were ensuring that the correct person’s name was listed
to avoid breaking confidentiality. To avoid this, it was imperative that emails were double-
checked for accuracy and that meeting invitations were flagged as private so that no one else at
the company can see the individual’s name on my calendar. The participant’s emails were printed
into pdfs and the identifying information was replaced by the pseudonyms to ensure anonymity.

I used Zoom, a videoconferencing tool that deposits recordings into a cloud-based
platform (Indiana University, 2025, January 10), to generate all the recordings and for creating
transcripts. An ethical consideration with this tool is labeling the recording to reflect the
individual’s pseudonym and to keep the recording private.

I have stored recordings and transcripts inside of Kaltura, a cloud-based video

management system (Indiana University, 2025, January 10). As with Zoom (Indiana University,
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2025, January 10), I labeled the recording with the interview or transcript number and kept the
recording private, which was an important ethical consideration.

Microsoft Word, Microsoft Excel, and Adobe Acrobat are standard tools used for creating
documents. The ethical consideration is that not everyone has access to these software tools so
they may not be able to read the documents, if shared. The final manuscript will be published
according to Indiana University procedures.

Representing Findings

Findings will be based on interpretations of the data used as sources in the study.
“Qualitative findings most often appear in the form of declarative statements of key or recurring
topics or themes” and “are partly composed of the knowledge, beliefs, and proclivities of
researchers” (Sandelowski & Barroso, 2002, pp. 214-215). Findings will align with the study’s
purpose and will result in conclusions consistent with experiences of participants involved and the
impacts of the CITI Program training on their work. Data findings are aligned with the research
purpose and questions, and within the context of the Kirkpatrick framework and the literature
review. The researcher-maintained documents and records and ensured that there is a complete
representation of key stakeholders within the participant group.

Since [ used Dedoose, it was important that [ was transparent in how I used the program for

the research study. To do so, I followed the suggestions offered by Paulus et al. (2015, pp. 9-10):

1. “Identify which software version was used, given software functionality changes over time.
2. Use active rather than passive voice when describing software use, so as not to give the

impression that the software rather than the researcher is conducting the analysis.
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3. Provide a description of what the software is generally used for, avoiding (or explaining)
jargon, along with a rationale for its use, e.g. specific advantages that the software offered
for the analysis.

4. Cite the resources consulted when learning the software (e.g. Bazeley & Jackson, 2013;
Friese, 2014) to provide (a) evidence that the full functionality of the software was
understood by the researchers and (b) a resource for others to learn more about the program.

5. Describe the features used at each step of the process, including screen captures and program
outputs, when possible, to display the analysis. Consider including screen shots of the
coding structure, program outputs of query results, and any visual representations of data or

findings that were generated” (Paulus et al., 2015).
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Chapter 4: Findings
In this section, findings are presented by each research question.
Themes Research Question 1
Research Question 1: What is the UHG participant’s experience with CITI Training program
modules to learn how to appropriately conduct research?”

This section addresses Themes for the research question one. I identified four themes
during my analysis: “Time Commitment is Biggest Challenge”; “Most Learning is Basic in
Nature”; “Learning is Challenging for Various Reasons”; and “Which Courses to Take are Not
Intuitive.”

The analysis included eight recorded Zoom interviews — one for each participant: with
corresponding Microsoft Word transcripts.

Theme 1: Time Commitment is Challenge

A theme that emerged across many participants was that the time commitment to complete
CITI Training was a challenge. There were many aspects to this, and participants who were
research leaders voiced that this was what they would hear about most, not only from the learners
themselves who needed to partake in the hours-long CITI Training, but it was also challenging
because some learners are in multiple job roles and conducting research is something they do in
addition to their “day” job. It was hard for leaders in operations to let their team members go out of
their daily work settings to complete the required Training.

Subtheme 1a. Competing priorities and roles. Competing priorities and roles was one
dimension of time commitment being a challenge. One research leader shared “We struggle to get
staff to complete training on time. Like they're busy. They have other jobs, or they have tasks they
have to do as part of their role. And then we're asking them to do this extra training, we haven't

always had buy in from their leaders. Pull them out, for up to 6 hours to do this training, kind of
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difficult if we set a deadline of 60 days to get it done before a trial contract is signed” (Amy). This
response was to a question “any other business results or outcomes that were impacted, based on
what you learned in the CITI program training”? Amy elaborated that this may be “an indicator of
their bandwidth and ability to step out of the clinic setting for hours to get this done and I don't
necessarily think that our leaders who aren't research based understand the importance of it. But
even though it’s a policy, just don't have their buy in for getting it done. They don't understand, like
we explain why it's important. At overall level enterprise level we haven't done a good job of
socializing it as being a requirement”. The time commitment discussed here was also evident from

an operational perspective of these multiple roles in terms of leadership “buy-in”.

The time commitment for experienced learners may not be an issue like it is for
inexperienced learners taking CITI for the first time. Amy clarified that those that only need to take
refresher training is not as much of a challenge “I think our staff appreciate the refresher course, it's
less of a time commitment”.

Similarly, Julie, an experienced participant and leader, shared, “I think the biggest feedback
we've gotten is around the time requirements for it. I mentioned that our staff do not exclusively see
clinical research patients where in your more traditional model usually have dedicated research
staff. So our staff are seeing, you know, standard of care patients, and then may see a clinical trial
participant. And so the biggest or the most feedback we've gotten is just how kind of laborious the
GCP training was, especially when they're trying to see patients and then participants. So how to
prepare initially for, and then every 3 years. Going back in and completing the training again”.

It wasn’t just participants in research leader roles that discussed the challenge of learners in
multiple roles. Sheila, an inexperienced participant, herself emphasized she was in this situation.
Sheila talked about the amount of time it takes and that there are competing priorities, “The program

training is also pretty-time consuming but, overall, it was fine” and elaborated that “I have other
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roles here besides clinical lead for the research trial; therefore, the training was time consuming. |
was really interested in the trial, I wanted to do it, and I worked very closely with the team. I had a
very positive outlook on the trial, not all feedback from other nurses was positive. The nurses less
interested in the study, were frustrated with the additional training required”.

Multiple roles and priorities continued to be a theme for non-leader participants; like Sheila,
Jack, an experienced participant, mentioned himself being in another role and having other
priorities, stating “I'm doing this on my own time. And so it's not affecting my patient care. So I get
paid to see patients. I get very little to do research and I don't do it during clinical hours. So there's
no impact on my clinic department”.

Subtheme 1b. Training time is long and hard to get through. The actual length of the
training was a common talking point in the interviews.

When Tim, an inexperienced participant, was asked if he had shared the concepts learned in
the CITI Training with others, he responded that he had “spoken to some of the concepts with my
leadership to try to help them understand where I was spending my time for those couple of weeks”.
He didn’t specifically say it was a challenge, but did comment on the time he had spent over the
couple of weeks.

Jack also had comments about the amount of time the training took, stating “I mean, it
requires time, right? So you know, time has some monetary value to do the training”. Jack brought
up the length of time of the training in providing a response on if he would refer to a colleague to
CITI Training: “It's really redundant with multiple modules. And it takes a long time.” Further, Jack
commented on the length of time taking CITI a second time, stating “But the second time it was just
really way too painful and long. It just took too many hours to complete” and tells others “And if
you're gonna apply for an IRB, and you do a CITI course and I think they find it helpful. I tell them

it's going to take them hours”.
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Julie, an experienced participant and leader, also commented on the training time being long
and it being hard to get through “I think they can do like one, I'll call it module or chapter at a time
to kind of progress through, but it it's quite lengthy. The total learning and I know it varies like I've
seen some really experienced people go through it in a matter of a few hours, and then some newer
learners take you know, 12 to 15 hours to do it”. Julie also added, about time, “one business
outcome or result is, we're trying to be like an employer of choice. And so by giving employees
opportunities to do additional training where it's done on company time. It's not costing the
clinicians anything, and that that does help be just kind of strengthen that relationship between the
employer and the employee”.

Amy mentioned “some of our staff, you know, spend 6 to 8 hours doing the training” and “I
almost feel like the refresher course is more palatable and easier to understand than the full course. I
think our staff appreciate the refresher course one is, it's less of a time commitment. But also, it's not
as heavy (as the full course).”

The length of the training seemed to resonate in multiple interviews as well as the perception
of it being “painful”, as Jack put it, and as Amy put it in reference to shorter courses being more
“palatable”.

Subtheme 1c. Additional time spent developing supplemental and refresher training
and resources. The other aspect of time spent is the amount of time spent developing
supplemental materials that are used in addition to the CITI Training.

Amy shared “It seems like we're having to spend a lot more time a lot of time on the other
end. So our staff do GCP training. We're having to spend time like developing a separate
curriculum and resources that help them understand like what they learned. I also think not that I
want them to do it more frequently, but once every three years isn't enough, especially if they're

doing a protocol or doing a study, and then they stop, and then they restart. So we're, you know,
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spending time creating resources and trainings that are almost like recaps...having at an enterprise
level a better way of like keeping that information relevant or easy to access”. This time
commitment came from needing to invest in building additional support resources and not just rely
on CITI training.

Susie, a leader and experienced participant, shared “we have directly trained to the concept.
So we've learned with that same, that pgy1 pharmacy residency team because we get a new class of
the residents each year. So we part of you know that orientation annually, we are providing the
background on the overall goals for the research project, and then the steps required to complete.
So we go through the IRB process, the CITI training requirements. And then, you know, we're
walking them through that protocol, writing to submit and get, you know, getting those necessary
approvals, completing the research sending back to IRB when the study is closed out. So we are
training those guys every year”. She added “we have, it’s a how the steps required are all spelled
out in our syllabus within our orientation rotation. So it's a formal to written to for the Resident to
describe what to do and then we have remote like Tele- video meetings like this to walk through
the steps, answer questions and be able to you know, go through any questions they may have.
Watch them through the process. We're CC'd on the submissions, you know, ensure that all of the
steps are appropriately done along the way”. While Susie didn’t necessarily point out that this is a
time commitment, she referred to “walking them through”, “answer questions”, and “watch them
through the process”.

The time commitment to take the CITI Training was an important topic for several
participants. There were several reasons for this including competing priorities, the training is
long, and the training required supplemental support resources.

Competing priorities revolves around the fact that some participants have other roles

that they may do in addition to the research role. This was referred to by a leader as needing to
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pull them out of their other role. One participant interviewed stated she herself had a primary
job and that the research job was something additional. Another aspect of competing priorities
was leadership buy-in from the leaders of the operational areas where the learners are pulled
from to conduct research activities. According to one participant, there seems to be a lack of
understanding, or buy-in, to the amount of time CITI Training takes, and the importance of the
requirement to complete the Training.

The training time was reported as ranging from three hours for experienced participants
needing to complete re-certifications of topics to up to fifteen hours of Training for those
needing to take the full module(s). Throughout the interviews, words used to describe the

bE 1Y

length of CITI Training came up twenty-five times and included “long”, “redundant”,
“laborious”, “repetitive”, “painful”, “hours”, and “time consuming”, reflecting it is lengthy.

Supplemental, tailored training created by teams requires time to create additional
curriculums, job aids, and deliver extra training to bring home key points relevant to job roles,
provide refreshers, or remediation training. This came up as an additional time commitment
that is challenging.

Evidence supported participant ideas around time commitment being a challenge. Half
of the participants brought up the idea around time commitment being a challenge. Ideas
around competing priorities seemed to come up from those in leadership positions dealing with
operational areas for research support as well as one study participant directly. Participants who
were both inexperienced and experienced felt the training was long. Ideas around time spent
creating supplemental materials came from leaders responsible to help researchers learn what

they needed to know for their roles.

Theme 2: Most Learning is Basic in Nature
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Participants in the study stated during interviews that most of the learning that occurs
through the CITI Training is basic in nature, therefore benefiting inexperienced learners most.
Those who were experienced learners with CITI Training experiences did not take the CITI
Training to learn, rather because it is a requirement.

Subtheme 2a. Training is very basic in nature and not much is learned by those with
previous experience with CITI Program Training.

Sheila did not have previous experience with CITI Program Training and commented about
the CITI training concepts: “I recall learning basic research concepts that I was unfamiliar with
such as blinded versus double blinded studies and things like that. I think CITI training effectively
introduced those primary concepts to someone with little clinical research experience” and “I don't
think it was too difficult, or beyond what it should be based on in reference to my role. The training,
along with research team communication, prepared me for the role”.

While participants without experience in CITI Program Training pointed out general or
basic concepts learned during the Training, participants that had experience with CITI Program
Training also commented on the basic nature of training consistently.

Tom is a participant that has experience with CITI Program Training and described
himself as a career researcher. He stated “so I think at this point I'm not really like digging into
them to learn a lot. We have other folks that we work with that need to do these CITI trainings
because they're part of research. But they're not researchers. They might be like operations folks,
and they read them much more thoroughly and try to learn and so I feel like I just that's important
to note that that's my bias” and “they're just stuff that you've learned like as someone who's in a
research position. You've probably had enough education where you've covered a lot of the same.
This content that it's kind of just redundant, basic information, for instance, about like. you know,

privacy and things like that, you know”.
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Susie is a participant that has experience with CITI Program Training as she has taken
CITI before during her career. She recalls the content as “I believe I was doing the basic
something along that kind of the basic principles of research. So I think it was helpful just to get
kind of the like, the foundation for research, for what it means to like from your hypothesis and
then how you would need to consider the patients and how you're designing your study, what
information you would need from them, like, what kind of from the any type of consent or like,
know what the purpose of the research is, and how to make sure you're getting that
documentation altogether. I know there was another one I did”.
Jack is a participant with many years of CITI training experience. He states “And you get
the most out of that the first time (you take CITI Training), the second time, it’s just oh, yeah, I
have to remember that. And that is why we write our informed consensus the way we'd write
them. So the second time, it's less impactful because you've already processed it. And you've
been doing it for a long time. The first time I thought it was very, very helpful, because it was
structured and put a lot of different diverse pieces together” and “a lot of this stuff you kind of
learn by osmosis, but nobody ever structures it and goes through all the nuances and details and
in a systematic manner” and “so the benefit of it became less because you're not learning new
material, and you're just doing it to check a box”. Specific content that was helpful as a new
learner according to Jack was “it was really helpful to understand the background from a
historical point of view, whether it was just Tuskegee study, or whether it was the mental health
and prisoners and things like that and that to me was very useful the first time”.
Crystal, a participant with experience in CITI Program Training, shared “The program is
very theoretical and it's giving too much information that is theoretical and not applied enough in
making, in helping making decisions as part of the research program itself. So unless I've been

taking CITI for like oh, my goodness, 20 years at this point, in different capacities that I've had in
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the past, and like it's helpful for, like introductory people that are trying to understand the very
basics of research. But anyone after that, it's really not because it's too much information, just
giving a lot of historical information. And then even the extra modules that have been developed
to target supposed sections they're targeting too high level items that don't really come up as a
dilemma in the day to day decision making that you do as part of research” and “the learnings are
whatever basic information around, like what is research, what are some of the you know,
populations that we need to be more mindful about like some of those like more getting started
research elements.”

Julie, a participant with experience with CITI Program Training, shared “Because I think
some of our more experienced researchers are just, you know, just probably clicking through it
because they've known it. They've done it. They live this every day. So for our research like the
content hasn't changed much, or, if at all”.

Amy, a participant with CITI Program Training experience, shared “GCP I understand that
they have to keep it very general” and “So it has to be broad because it's covering a lot of potential
roles.”

The experienced participants, those who have experience with CITI, seemed to comment
more on the basic nature of the CITI Training, even though they acknowledged they were primarily
engaged in the “refresher” courses.

Subtheme 2b. Training explains roles. Another aspect of the learning that occurred is the
explanation of various researcher roles within the research process. This was brought up by some
participants as learning where they find their fit in relation to other roles and broadening their

perspective of different research roles.

Rick, a participant new to CITI Program Training, explained it like this “I guess, similar to

the human body when somethings, you know, happening. you're seeing those symptoms. It's not
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always really easy to know what's wrong unless you know how the entire engine, the entire body,
works together. And it was nice to see a little bit more of how it's the, you know the research in
itself all kinda works together with the other People involved in those protocols are actually doing
and concerned about” and “Help myself kind of understand what my actions were doing, and you
know how it was affected by the affecting potentially things at the clinical trial site, and how we
kind of fit into the you know the big picture”.

Amy, a participant with CITI experience, explained she learned about various roles in the
research process “I think knowing that not necessarily knowing the investigator role, but knowing
that what wasn't gonna be our responsibility and what was going to be the external investigator
was helpful when we were submitting for IRB approval in determining like, who's doing What?
Who's overseeing What? I still don't think it really helps to understand, like our nursing and
pharmacist role. But as far as where it's saying, at a high level who's responsible for oversight? It
was helpful to have that” and “you know the list of what the investigator is responsible for, and
then that comes from ICH E6 guidelines, but also CITI training, covered it to some extent to like
who ultimately has responsibility for the conduct of a trial”.

The perceptions shared about learning about researcher/research roles was presented as
beneficial; “helpful”, and “help myself understand” the “big picture” of CITI training. So although
this aspect of the learning seems positive, it also was described as “at a high level”.

The participants of the study, who have a range of experience from first-time
researchers to career researchers familiar with the CITI content, talked about the idea that CITI
Training is basic. This was described as giving background historical information, concepts
being presented at a “high level”, and general information about research. It was also noted that
some participants specifically talked about research roles being explained in the training. While

this is not to be confused with role-specific training, some general, basic types of research roles
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were discussed and explained during the training. The ideas around basic training were
sometimes tied to not having more specific role-based training that a Pharmacist, Nurse, or
other role may need to be relevant and applicable to their daily tasks.

Concepts were presented at a high, general level without detail to provide relevancy to a
specific role or research context. Theoretical presentation was brought up that was not
necessarily applicable to the daily research tasks or dilemmas at hand. Because of the basic
nature of the content, many of the experienced participants commented that they already knew
the content, through “osmosis” based on their experiences, and CITI Trainings taken
previously.

Evidence supported participants’ ideas around CITI Training being basic. When asked the
question How would you rate the content and examples for your skill level? 37.5% categorized them
as “too basic”, as opposed to “about right” or “too advanced”. During the interviews, seven of the
eight participants, 8§7.5%, commented on the basic nature of the CITI Training content in some way.
This included five participants with previous research and CITI Training experience as well as one
newer participant recalling the training as basic, and another newer participant discussing the
different general research roles presented.

Theme 3: Learning is Challenging for Various Reasons

Learning the CITI Training content was considered challenging for a number of reasons
based on the participants responses. All but two participants brought up challenges in the
learning, not counting those that said they do not take the training to learn the content since they
already “know” it from years of research experience and CITI Training experience. Here is what
the participants said about their learning challenges.

Subtheme 3a. Hard to learn due to density of material.
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Julie shared “it was very challenging for our clinicians to kind of digest that amount of
content. And the way it is kind of presented is a bit heavy.”

Amy shared “I almost feel like the refresher course is more palatable and easy to
understand than the full course. I think our staff appreciate the refresher course one is, it's less of
a time commitment. But also, it's not as heavy.”

Various words were used during interviews referred to the density of material; “in the
weeds”, “thick”, “heavy”, and not “palatable”.

Subtheme 3b. Training not tailored to role, or experience level.

Amy shared her experience regarding specific roles “So it has to be broad because it's
covering a lot of potential roles. But I think it could have been more effective if there have been
more role specific training. For example, we don't have investigators within Optumrx. We rely on
a 3rd party or another Optum entity to bring us the investigator. So there's a lot of information for
investigators that I think was kind of maybe confusing at times. I understand that there's a need to
know what their investigator and sponsor are like responsible for, but for the sake of what we
need it for and for our staff. It would have been helpful to have some, you know, like side
modules that are more specific to you know, the research nurse the research pharmacist who's
actually doing the work™ and “it doesn't give a lot of like actionable, there are some case studies
throughout, but it's not super applicable to what we're doing on the day to day and especially
because we aren't you know, doing a trial end to end. We're doing small pieces of it. So I don't
know that like a lot of it just kind of gets lost in the weeds and doesn't have like a take home
message that can really, you know, apply to the day to day”. Another example is “So we don't
deal with devices. And so it would be nice to opt out of some of that information that just kind of
made it even more confusing in a way, just because we're we don't deal with that. And because,

you know, there's different, I'd say different regulations. But just as was confusing because we're
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really only dealing with investigational product”. One final example was “So I end up taking the
one that was for the FDA, but felt there was a lot of information that wasn't specific to the FDA.
So I don't know if they've updated that the last couple of years, but just making sure that it's
relevant. Like I said earlier to the role the person is in. But then also to the location they're in.
And there's potentially someone who's doing both. But I think not adding all that additional
global context and that, like the approval pathway in the global context, would have been helpful
for me and my team”. There are examples presented here of content within the training that isn’t
applicable to the role(s) being trained.

Amy provided an example of where she did think it was more tailored to the role: “IRB
training was a little more specific, and I appreciated that where it was actually talking to those
who are potentially gonna be on an IRB for the other GCP I understand that they have to keep it
very general. But the IRB training was a lot more like applicable and like made sense to what we
actually do”. She also stated, “some groups out there like SOCRA and ACRP, who have a better
like simulation based role based learning module and not so much just like reading and
answering questions you know, at the end of like a module.”

Jack shared his experience with jargon and how it might be applicable to only certain roles:
“But you don't really know what the definitions are, so there's no easy way. Well, there is. Now, I
mean. It's much easier on the computer just type something in and say, so, what does that mean to
figure out what the jargon is so that is useful to some degree, but a lot of times it's not applicable,
because that's not what you're doing. You know you may not be doing a drug study. So all this
stuff study on all the FDA regulations and things like that are not pertinent to what you're doing.
So the other thing that's interesting is just to know that that stuff is out there. So if you ever run
into it, you understand what the context is, and you may not remember what the individual

definition is, but at least you have the background to go look it up”.
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Sheila, the nurse, conducting a clinical trial shared “I just noticed sometimes there were
requirements that really didn't apply to me, but I still, as part of the team, was required to do it, or
at least that's how I felt. You know there were some pharmacy-related things that I don't really
know that nursing needs to know”.

Julie shared that “What I was saying is that, like our more experienced researchers. They
do it every three years. Typically, so it's kind of like going through the motion. So if there were
the opportunity to have courses, for, like new learners versus, you know, experienced
researchers. And I I'm not sure great way to validate one versus the other. But I think there's a
different way to present information to the learner whether they are brand new to it versus if
they've been doing this for some time”.

Crystal thought the modules were by role type but commented on lacking consideration of
experience level: “content, needs to be revamped so that you're actually taking into account, I
think right now is segmented by like role type. It should be more around like, not just role type,
but like experience level, purpose of application, so that the content of the program can be better
tailored”.

The quotes show there are various areas where the content is not tailored in both
experience level and to specific research job role(s). It was also brought up that the “purpose of
the application” was another area that content could be tailored.

Subtheme 3c. Technical jargon not easily remembered. Understanding technical
jargon being used in CITI training modules came up as a challenge.

For example, Jack shared “the other thing that was useful was useful, painful, but not

useful in my situation, was just understanding all the regulations and all the nomenclatures and
all the jargon. So you know, we all learn what HIPPA is, and PHI, and you know, health care

protected information and that kind of stuff. And there's a bunch of jargon around 503K and
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FDA. Approval processes that you may hear. But you don't really know what the definitions are,
so there's no easy way”. He elaborated on his experience “You remember the ones you
remember, and then you have new ones that have no context, and you don't use them. And so
you can literally read from one paragraph to the next and say, what in the hell are they talking
about? Because it's all abbreviated. There's a tremendous amount of abbreviation. Yeah, they
spell it out once but then you read four paragraphs later, and if you're not in that field you forget
what it is. So having a sidebar with all the acronyms, because the one thing about the modules
is, it is heavily, heavily acronym, you know, use of acronyms and abbreviations is really really
thick in all of them”.

Rick also talked about this topic stating “it was kind of hard to learn some of the
acronyms that kept being reiterated over and over again. Yup, and then, but yeah, the
nomenclature really was a little bit of a shock and made it maybe a little more difficult for me to
really comprehend what was being stated and overall, I think it was really informative”.

Although not many participants commented on the jargon, those that perceived it as a
challenge used words that described how they perceived this experience; “bit of a shock”, “more
difficult”, “what in the hell are they talking about”, and “painful”.

Subtheme 3d. Training not interactive or engaging. In addition to content not being
perceived as tailored, the interactivity and engagement of the content was mentioned by some
participants as lacking.

Julie shared “And so it's not as interactive. So, I most sponsors of trials, and the NIH will
have us redo it every three years. Like complete GCP training every three years. But because of the
way it's presented, I. And if our clinicians aren't you know, doing clinical research every day which
most of ours are not they may forget something. It's just I don't. The way I learn. I you learn it, and

it's right there you have it fresh. But then, you know, as those three years go on towards the end you
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may tend to forget it, or I just wasn't super interactive. And I, that would be something I would
prefer. And I think, at least for myself, that's how I learned better is just being more engaged in it.
And so, the more research I do, the more. I why, I've learned but from a GCP perspective through
CITI every three years we'll do like the didactic learning and ideally, it would be more interactive”
and ““as those three years go on towards the end you may tend to forget it, or I just wasn't super
interactive. And I, that would be something I would prefer. And I think, at least for myself, that's
how I learned better is just being more engaged in it. And so, the more research I do, the more. I
why, I've learned but from a GCP perspective through CITI every three years we'll do like the
didactic learning and ideally, it would be more interactive”.

Crystal also commented on the static nature of the content “But also it doesn't use any
learning principles in the way that the program is set up. It's just a static box of text with some
kind of like knowledge-based quizzes that are just, and we know we have so much data showing
that that's not how people learn anything. So I think, even if there's no incentive to change the
content, like if they really want to help people learn, I would strongly encourage them to take a
look at and learn and get some learning principles embedded in how people learn so that they can
change the how, quote unquote, the program elements are displayed to the people that are taking
the courses so that they will actually feel confident that they will learn something and get
something out of it, and not just like check off the box™ referring to meeting the requirement.

Amy shared similar comments, “some groups out there like SOCRA and ACRP, who
have a better like simulation-based role based learning module and not so much just like reading
and answering questions you know, at the end of like a module”.

CITI Training learning was presented as challenging for various reasons and came up in

different ways throughout the interviews.
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Words that were used to describe the content and delivery format were “dense”,
“heavy”, “boring”, “weeds”, “digest”, “palatable”, “too much”, and “challenging”. Some of this
was described as the way the information was presented, and others described this as specific
aspects of training that were too detailed and not necessarily relevant to the learner because of
their role. This was referred to as getting lost “in the weeds” and walking away from training or
progressing through the training not having comprehended what they reviewed. Interestingly,
this was brought up from both an inexperienced participant perspective and experienced
participants. One leader brought up how learners would come out of training not even knowing
what “GCP” stands for or means.

The CITI Training not being tailored to job role or experience level was talked about.
This was brought up by both experienced and inexperienced participants. Some brought up how
concepts being discussed in the Training were not relevant or comprehendible by them because
it didn’t have to do with their role. Another commented that theoretical scenarios may not be
relevant to the daily dilemmas of a particular role.

Others talked about needing to tailor training to experience levels as experienced
learners may understand or digest concepts more easily than inexperienced learners learning the
content for the first time.

Two participants brought up how they got lost in the jargon, nomenclature,
abbreviations, and acronyms, with one stating he would read four paragraphs of information not
knowing what the training was referring to without having any context because he wasn’t
familiar with the vocabulary as it wasn’t used in his role. Another participant reflected similar
ideas about not being familiar with the acronyms and nomenclature and it being a challenge.

Another aspect of why the learning was challenging was the way it was presented, as

not engaging, but “clicking” through it, or “reading” and “answering questions”. One
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participant brought up how other Trainings have more simulation, role-based trainings that are
more interactive.

There was evidence that the participants thought CITI Training learning was
challenging. Six out of the eight participants talked about this idea with at least one of the
following reasons for learning being challenging: Dense material, not tailored to a specific role
or experience level, technical jargon, content presentation style not interactive or engaging.
Some of the researchers brought up several of these reasons for learning being challenging.

Theme 4: Which Courses to Take are Not Intuitive

Many of the participants in the study indicated they were guided, or directed to take
specific course(s), and others brought up that which CITI courses to take was not intuitive. There
is a SharePoint site and guidance tools, and it seems that a job aid was used, at least in some
cases, but there still may be confusion in some instances.

Subtheme 4a. CITI platform descriptions don’t help with what course to take.

Only one participant brought up this point. Participant Julie, an experienced researcher and
leader, shared: “And then every three years. Going back in and completing the training again. And
just I think there was a lot of a lot of feedback that like one, even if we would teach them, which,
like, we would have a job aid around like which training to do. It was challenging to figure out
which training in CITI to actually complete. There's like multiple GCP trainings, and then just
being able to submit that the correct, the correct training and complete it. It wasn't very intuitive,
even with. I think we made a several page Job Aid to walk them through it. And it's not that these
aren't like intelligent, educated people, they are. So, it was kind of like a disconnect between the

staff and actually like the platform to go in and complete the training.”
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Subtheme 4b. Used specific direction on what course(s) to take. Most of the participants
were given specific direction on what course(s) to take and had no need to investigate or try to
figure it out.

Jack responded to the question of “how did you know which courses to take for your
research job”? with “They told me.” Similarly, Sheila shared in response to the same question
“The courses were assigned to me by the Optum clinical research team.”

Susie responded, “So I believe within that scope I was able to look at the, you know,
content library to determine, and I don't remember if I directly asked what was required to get to
like the correct CITI training level.”

Crystal responded stating “We got guidance from the office of health and research affair.
OHRA, Office of Health and Research Affairs.”

Amy stated “It came from a sponsor requirement prior to the sponsor, seeing us to provide
that those qualifications for all of our staff. There wasn't a policy or procedure in place for what to
take. So after we had that sponsor, audit and requirement, that's when we worked with OHRA to
determine which course we need at a very basic level” and “I just recently joined the IRB under
OHRA and had to take some additional CITI training. And with that instance I used OHRA's
Guide for registration, the Guide for how To select the course.”

Julie responded: “That was in conversation with at that time, which it would have been
Optum Labs, was the group” and “OHRA so their guidance, of which course would be most
appropriate for the research we were conducting. So we kind of consulted with that group.”

Throughout the interviews, participants responded that they were given specific
direction on what CITI Training modules they needed to take. Only two of the participants

didn’t refer to a specific direction or guidance provided to them on what to take or do.
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One participant who was a research leader brought up how the CITI platform was
confusing as to what modules to take referencing that there were multiple GCP modules. A
participant leader brought up how they needed to create a Job Aid to provide specific directions
to the team about which CITI Trainings to take as this was not intuitive.

Others commented that they received specific direction on what course to take from
either OHRA or a compliance area. Some did refer to a guide or Job Aid they used to determine
which Training to take. One participant couldn’t remember if she found what she needed in the
“content library” or if she had to ask what to take.

There was evidence that the participants relied upon specific direction or had to seek out
or create instruction for their team to provide specific direction to know what CITI Training
modules to take for their role in research. Six of the eight participants talked about receiving
specific direction or needing to go to provide supplemental materials. Others simply followed
the instruction they were given and did not seem to have other issues. At least one participant
referenced a Job Aid. It is unclear if others followed a job aid as they simply stated they were
directed or told which Training to take.

Themes Research Question 2
Research Question 2: “How have these experiences shaped their perceptions of conducting
research within their unique research context and job?”

The following section addresses Themes for research question two: I identified three themes
during my analysis to answer research question 2: “CITI Training is a Requirement”; “Experienced
Researchers Approach a Study to Align with CITI Training”; and “Need to Create & Utilize
Support Resources Beyond CITI Training that are Tailored to Unique Research Context and Job.”

Theme 1: CITI Training is a Requirement
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Subtheme 1a. Not taking to learn, only because it is a requirement. Some experienced
participants who were familiar with CITI made it clear that they did not take CITI Training to
learn, but to “check a box”.

Tom, who is an experienced participant, stated in response to the same question “it's a
requirement” and “they're kind of obligatory”, and “I'm not super engaged like I'm not looking to
engage in the CITI trainings to really like learn a bunch.”

Jack, another experienced participant, shared “I've used it because I've been required to
use it as a demonstration that [ have a certain level of training. That's really the only thing I've
used it for is for regulatory stamp of approval. I mean, it's no different than a medical license, as
far as I'm concerned”.

Subtheme 1b. UHG job requirement. Most participants knew the CITI Training was
required for their job role, and they knew why.

Rick responded to “what led you to complete the CITI training courses?”” with “I was kind
of directed to my corporate compliance” and “the one good clinical practice that was specifically
fed to me that I had to take that one specifically”.

Amy responded “UHG wanted us to complete it under the UHG administrator file”.

Jack responded, “It was a requirement for Grant management so I believe it was actually
specified in signing external grant contracts” and later in the interview shared “it's a required
regulatory component for me to do research. And I choose to do research because of who I am
and what I like to do” and in reference to colleague referral, he stated “it's a required event or
required regulatory things, so you're not promoting it for that reason. So my net promoter score
would be You're required to do it.”

Sheila shared “it was a requirement when I first started this job.”
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Susie shared “being aware of the Optum and UHC resources available. Like I said I was at
a previous specialty pharmacy. We actually had to pay for the IRB like an Independent IRB
committee for the review of our protocols, and also to complete the required training to be the
investigator, the researcher. So it's really nice to hear that UHG had the internal, you know, had
the resources for employees, and that it was covered. There wasn't any additional like cost to do
that work. So we moved to submitting all of our work and completing the training through the
internal resources instead, and or like assigning it through. And I believe, is, you know, through
the Optum account or license or whatever to complete the work, complete the training. Okay, so I
have. Yeah, I've done that myself. And then when, whenever it's due for renewal, and then each of
the residents, you know, as they're here for the one year, they complete that as part of their and
the orientation before we will submit for IRB.”

Julie shared “So we had a clinical trial that we were going to launch in the end of 2020
and a requirement by the sponsor and by most sponsors is to have GCP training or good clinical
practice training prior as a requirement for those participate, or those clinicians supporting the
trial. And so that was the initial reason. And because UHG, as an organization had kind of set up
already with CITI. That's the GCP training that we leverage for the organization.” Additionally,
“So GCP training is typically I've never seen a contract where they didn't require. And just from a
regulatory perspective, it makes sense. We want anyone purchase, or anyone who is conducting a
role or responsibility in clinical trials or clinical research to have GCP training. So in general we
have to do it, and so that is required for success.” Julie also shared “So there are certain regulatory
requirements around having all of your staff who are who are participating in clinical trials
complete the training. And, like, I said, train every three years. Typically so that's where I think of

from a compliance and regulatory perspective.”
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Crystal shared “It was a requirement that we had to complete myself and members of our
data team research team to make sure that we were in compliance” and “people that are taking the
courses so that they will actually feel confident that they will learn something and get something
out of it, and not just like check off the box. I've met the requirement.”

Subtheme 1c. Normalize and support others that it’s a requirement. Participants
talked about normalizing and supporting others that CITI Training is a requirement to others and
what they need to do.

When asked about referring CITI training to a colleague, Tom stated “Hey, you know, to a
colleague. this is something that you have to do. It's kind of obligatory and so, you know, get you
might as well use like this company's fine. They get the job done for this obligatory kind of thing
you have to do to do research. Because again, this is the reason why I say that is like in my
particular role and the people I work with many of them already have a lot of experience with
research. And so the CITI trainings that we do have to do with research, and they already know a
lot of the content. So it's really just like redundant and kind of, you know, boring and alright, this is
just some task I have to do for work like, I gotta check this box off” and, “I'd say, but you know we
have to do, IRB requires us to do these CITI trainings like so just why don't we just do them and
you know they're fine. They're fine. They get the job done.”

Jack shared “there was another person who I encourage to apply for one of the UHG
clinical scholar fellowships” and she got it and “I said, if you're going to go through the effort of
conducting a study. You're going to need an IRB, and then you're gonna need to do CITI to get
that understanding.” Jack summarized, “If people are doing stuff, I tend to point them in that
direction if they haven't done it because they need an IRB to publish results, and if you're gonna

apply for an IRB, and you do a CITI course and I think they find it helpful.”
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Susie shared “I've completed the CITI training the required training so that I could submit
our protocols that were with human research to the UHG's IRB so they I think that's oh, that's a
requirement. Before we can have them review and get approval, we have them (referring to others
on her team) complete the training courses”.

One theme that was consistent throughout the interviews with the participants is that all
of them knew CITI Training was required. This does align to the study participant criteria for
participants to have completed CITI Training. Participants didn’t just know that it was required
though, they knew why. They explained why it was required for them to complete the CITI
Training based on what their role was with research. Some participants shared that the Training
requirement was the only reason why they complete the CITI Training, as they do not take the
Training to learn anything. Another topic was that they normalize and support others with this
Training requirement; colleagues, or people within their structure to make sure others
understand the requirement.

Three experienced participants talked about the only reason they take the CITI Training
is because it’s required. They do not take the CITI Training to learn, but because it is
“obligatory”, or to “check a box”. They re-iterated throughout the interviews that they weren’t
really “engaging” with the content to learn. I received similar feedback from a potential study
participant during the recruitment phase, and he declined to participate because he fell into this
category. He didn’t think he would provide any value as he had over twenty years of
experience and no longer engaged with the content but only took the modules or tests as a
requirement.

All the participants I interviewed knew why they were required to complete the CITI
Training. Some of them talked about where the requirement came from ie. a Sponsor, a Grant,

or the company was requiring them to complete the Training because of their research activity.
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They knew their specific role in research, why they were being asked to complete this training,
and could explain it. This was true for both inexperienced participants and experienced
participants.

Five of the participants talked about normalizing and supporting the Training
requirement to others. Some did it as a leader of their team explaining to other inexperienced
learners, the process of needing to complete the Training, and why. Others shared with
colleagues to help them understand the process of how things work. For example, one
participant said he explained it to a colleague that to show your good work, you publish results,
and to publish results, you need to go through IRB, and before you go to IRB, you need to do
this Training, so just do the Training.

Evidence supported the idea that CITI Training is a requirement. Across the board,
100% of the participants interviewed, both inexperienced and experienced knew and brought up
why they were taking the CITI Training and that it was a requirement for a specific reason.

Theme 2: Experienced Participants Conduct Research that Aligns with CITI Training
Throughout the interviews, some participants did talk about how their research study
conduct aligns with the CITI Training, demonstrating knowledge of some of the training concepts
that were relevant to them and expressing confidence in applying the concepts covered in the
training.

Subtheme 2a. Designing and writing protocol. Jack shared “well most of it is around
informed consent that that's where I'm much, much more thoughtful about how I write an IRB
submission for informed consent because of CITI” and “I try to slant every study and see if I can get
an exempt status, so I don't have to have a written scan, consent because we don't have a way to get

electronic signatures”.

85



Susie shared “But what I learned from the CITI training was making sure that we are
conducting the research question correctly and documenting, you know the protocol with the
appropriate level of detail to understand the purpose of the research and how we're going to get to
that with our you know the data. However, the data collection and appropriate like analyses and
what the intended results, like, what we're trying to do with that study result, information” and
“Yeah, I think it (CITI Training) helped us in an understanding again from the patient, the purposes
of the research. And why? You know why we need to get that that consent. And if you're doing the
true like randomization, so that is just more of a miss on our side. We forgot to do. And then
making sure we're designing the protocol, that the CITI training was able to, you know, remind us
on how we want to. You know what we need to spell out and what we're looking. What is that
hypothesis like? What are we looking to show.”

Subtheme 2b. Knowledge of specific research concepts learned that have been applied
or can be applied. Participants could relate applying concepts to their job based on what they have
learned.

Rick shared “creating custom enrollment forms, so that the Protocols formulary is all that's
prescribed. And allowing for those protocols or those extra cautionary statements to be included on
the labeling of the products we're dispensing” in response to the question “research tasks you are
engaged in and what you are applying from the CITI program training?”” and “I plan on taking
action. Now that I know about the implicit but or the potential for there to be bias with those
programs, or by incentivizing physicians where you've got, you know, those 3 40 B programs that
you know I might have to try to address with a greater organization that we, you know we may
have an agreement with that physician that says.”

Amy shared “I think there was value in for my staff, anyway, at least just reviewing like the

drug development process. So that when we're talking to them about potential trials and they're
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reading a protocol, they can better understand, like, how that one trial fits into the overall cascade
of trials. I also think it was, it was helpful, especially the IRB training for you know, getting that in
one location, like, where what are we looking for? Like? What are levels of risk? like, what are the
exempts, Status types, all of that.” Additionally, she shared “I remember back when I was writing
recruitment plan, there was an example of a like a I don't know a case study or a video on that
training that talked about how the best practices for how we make recruitment flyers. So I guess
that's one example of how it was really applicable. I did look back at that information when I was
helping another group write a recruitment plan. I just can't remember the exact case Study.” One
other aspect was “You know the list of what the investigator is responsible for, and then that comes
from ICH E6 guidelines, but also CITI training, covered it to some extent to like who ultimately
has responsibility for the conduct of a trial.”

Julie shared “And so the biggest thing [ would say is how it applies to our role. Because I'm
at more of a central team overseeing the direct participant care actions of the research team. I'm
more focused from like a regulatory perspective. And then the overall kind of I'm gonna say, the
journey of through a clinical trial. So making sure we're meeting our regulatory requirements.
Meeting all of the roles and responsibility requirements that the PI has delegated to our team and
then from like a monitoring perspective. And you know any audits making sure that we're
coordinating that. So that's all really important things that are kind of addressed in the CITI
training and any GCP training. And so I would say, because I'm at a central level. And kind of
overseeing the sites. Mine's more regulatory and kind of just overseeing the entirety of the trial.”
Additionally, she shared “We're looking at policies and procedures for how we intake new trials
and how we're evaluating and looking at feasibility of new trials. So I would say, the work that I've
done through CITI around just like drug development in general and regulatory requirements, and

what the obligations and responsibilities are of the different roles. That helps us to, you know,
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create policies and procedures and then assess the feasibility of different research. Opportunities
for Optum” and “we've had the opportunity to speak at different conferences about decentralized
trials, and how it's different from traditional brick and mortar at you know your typical academic
medical centers, which is the work that I did prior to coming to Optum. But how we're trying to
like, how GCP plays a role in decentralized trials as well.”

Susie shared “the CITI program training allows us to be compliant, you know, for the IRB
requirements, and it's an easy to use platform and access. And we, you know, have all the
documentation for the completion training to submit in. And that allows us to do this research and
some of the research we have provided, and we've even, you know, then been able to share
externally.”

Subtheme 2¢c. Learn the process and operate within it. One participant talked about what
they perceive the IRB process to be, including how the required CITI Training process works. Jack
shared “I think that you aim to understand when you can get an exempt status. When can you get
an exempt status. I'm talking about our IRB statuses now and then. What you know what constitute
an exempt, what constitutes exploratory, what constitute things like that? So the different levels of
informed consent? I think that the things that are really really hard for people who are new to this
area is understanding that. Okay, well, advertising and flyers and that kind of stuff has to run
through the IRB as well as opposed to just thinking about the IRB, as your study informed
consent.” and “I try to slant every study and see if | can get an exempt status so I don't have to have
a written scan, consent because we don't have a way to get electronic signatures”.

Participants talked about how their behaviors aligned to the concepts taught in the CITI
Training. This was the case in both inexperienced and experienced participants. Interestingly,
even participants who said they did not take the CITI Training to learn, only because it was a

requirement, still knew they were aligning behaviors to concepts taught in CITI Training, so
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they could almost check it off as they went through the training to “know” what they were
doing was in alignment with what they were being trained.

Some of the participants brought up specific behaviors and related it back to the CITI
Training. Examples of this were recruitment flyers, informed consent, and exemption status.
Some participants related the protocol writing and how this was influenced by the Training in
terms of study design or documentation. Finally, some of the participants discussed the
operational process of research and how it works, and how the Training is inserted into their
process of how they conduct research.

Evidence supported the idea that participant behavior is aligned to CITI Training concepts.
Six of the eight participants interviewed talked about this idea and provided examples of protocol
writing, research concepts applied, and operational process where specific behaviors were applied
that aligned to Training. 62.5% of the participants answered affirmatively that they used CITI
Training in their job.

Theme 3: Need to create & utilize support resources beyond CITI Training that are tailored to
unique research context and job.

Participants in the study talked about how supplemental training needed to be used to bring
home key points and make training more relevant, engaging, and tailored. They also talked about
other resources, primarily the OHRA, which was used to consult with, on which CITI courses to
take, and review and provide feedback on protocols.

Subtheme 3a. Supplementing training with tailored resources and training to help
understand learning. One participant talked about creating resources to help with learning key
concepts.

Amy shared “when our staff take the training they don't come away with like the learning

points that they should. So we do kind of like a refresher where we pull out things we want them to
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know from GCP training and remember the importance. So we do ask all of our staff to do it. But
then we've used the CITI training to kind of pull out some key points, as like a you know, a quick
guide or refresher from all. In response to the follow-up question of “what are the recap topics on?
Amy responded “definitely informed consent, like that, autonomy, the beneficence and making sure
that we're minimizing risks adjusted so that we are like enrolling you know, like representative
sample. But everyone has like equal opportunity to participate. Those are things that we want them
to be able to quickly be able to say that these are three, you know big things in ethical conduct of
research.”

Amy also shared “We also want to pull out the reporting adverse events and unanticipated
problems. And then also, like the documentation because that still seems to be somewhere where
maybe GCP doesn't do enough sharing about like source documentation versus central
documentation like, what is you know, the good documentation practices of GCP.” On a personal
level, Amy shared “my membership in the IRB I'm just getting that refresher, for, like I said, all
those like types of exemption. And it's almost like they provided a like a checklist, or like a more
user, friendly way to keep those like in a table form than when I go to like the CFR guidelines and
have to read through them all. So it's kind of been useful. And that way, just to like refresh myself
upon the different like types of exempt- exemption and of things we're looking out for as an IRB.”
Another aspect of training was a refresher.

Amy shared “We've also as a metric or as a process if we've had somebody who maybe it
wasn't like a finding or an audit, but we thought maybe could use some retraining. We've sent them
back and used and ask them, you know, to retake a quiz, or to meet with us, to talk through the
issue, or question that was got some mistake or misstep.” In response to what type of content was
this on, Amy responded “It would be like an issue related to informed consent or related to like

recruitment practices or screening, sharing information, not communicating, you know, adverse
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events to investigator or escalating events. I would say, any kind of error that reaches the patient or
could potentially change their perception of trust in us as researchers is something that we would
definitely make them go back and do some relearning.” When Amy was asked if the retraining
helps, she responded “Yes, when we had them do some retraining, there was not a subsequent error
or issue. some of that, you know, is individual level. But that's why we, our team, is working on
having that like a GCP quick guide or refresher where we can you know, do some high level
reminders about some of those items without making them go all the way through all the weeds of
the requirements and devices, and all of that. So I would say, it has worked. And we've done some
retraining.”

Subtheme 3b. Trainer onsite to deliver and direct manager involvement in training.

Julie, a research leader, shared how they have engaged onsite resources “So we after our
initial feedback. So we had a job aid after feedback. We went in and made it a little bit more
detailed. I think we might. I wanna say we might be on our like 3rd version. We're just trying to
enhance it as much to help through that but we did some like direct manager engagement, where we
had, like those on site like do a train, the trainer type model where we would train someone on site
to then go who is there and like, disseminate that and try to make sure that our staff was taking the
right training. And then, yeah. So I think enhancing the job. Aid was one and 2 doing more of a
train, the trainer and trying to have someone on site. Since we are remote. The central team have
someone on site to help walk those through. Walk the staff through on site.”

Subtheme 3c. Support/tailored information needed at an enterprise level. Participants
talked about working with expert resources on research matters.

Jack shared “I can tell you it was a painless process, and a lot of times I thought they (UHG

IRB) had good comments so it was not onerous. It was always done within hours to days. The back
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and forth and “that's the main reason I work with UHG IRB. Much, much more user friendly than
other IRB’s that I've worked with in the remote past.”

Tom shared “if we had questions we wouldn't go dig into our CITI trainings. We would go
to OHRA, the Office of Human Subjects Research and ask them.” Tom also shared feedback
received on protocols from OHRA “I think they were mostly like kind of like, like flow and
organization of the protocol, like language to be more, to kind of clarify the study more. I don't
think they were like privacy issues or data security issues, or things like that. It was more like just
like a kind of flow. As I recall, to be more clear.” Tom summarized, “we'd be expecting them to
learn the bulk of what they need to learn like on the job, like from real world. Okay, we’re writing
this protocol, let's learn about all these dynamics like from this actual protocol we're using.”

Susie shared “I can think of maybe one or 2 that had clarifications with IRB that we had to
adjust the original protocol submission for and get that corrected and clarified and then I don't think
we've had to make any adjustments.” And “I think we had to make adjustments and resubmit to the
IRB, you know, through the course of the study, and those have all been accepted, similar projects
with that retrospective data. So I would say, it's a little fairly easier, you know, to do that process
than compared to probably more traditional clinical trial, or like with patient included in there. So
they will give us help like, call that out.” More specifically about the adjustments, she shared “we
were evaluating like a pilot service that we provided and we used words of like a control versus a
participant group and the verbiage sounded like it was randomized you know, so in a way that we
would have needed the patient consent to be in the study when that was not the case of how the pilot
was conducted. It was really just more of the patients we were able to reach, you know, versus not
able to reach became the control. So we had to reword that to ensure we were clear on our
methodology and like how we got to our patient cohorts and things. So once we, updated that

verbiage, and that was a good call out on our side of just, you know, being careful using terms like
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randomization mean implicate, you know, mean something, implicate something, and we can't say
that we did that when we didn't do a true randomization and consent for the patients into the pilot.”

Participants talked about needing to utilize, or create their own, supplemental resources
in addition to CITI Training itself to learn, understand and operate within the research realm of
their work.

Two of the participants brought up that they had created their own instructional support
materials for their teams. This included job aids, a separate curriculum, delivery of training by an
on-site trainer, and manager engagement in the training. A third participant talked about prepping
the team prior to the CITI Trainings to increase awareness, doing this with PowerPoints and
talking about the content. The reasons for this were several. First, the “relevant” content was
pulled out of the Training and presented to the team based on their specific roles. This was
described as the key takeaway points using the CITI Training as a base. Another reason was the
interaction and engagement level that was provided by having someone on-site with the learners. A
third aspect of this was creating a job aid, this was done in one instance to help team members
know which course to take.

Another aspect of expert support resources was talked about by many of the participants

This expert support resource was primarily described as the OHRA, however sometimes it was
more generally described as someone on their team, or compliance. There was a distinction made by
several participants that instead of expecting to learn something in CITI Training, because they
knew it wasn’t part of training, they would take their “dilemma”, or “questions” to the OHRA,
instead of referring to the CITI Training. The participants also talked about the back and forth, or
the feedback process with the OHRA, particularly during protocol writing. They described the
process and support as “easy to work with” and “timely” and that it was “good” feedback, and they

were able to generally incorporate the feedback into their protocol and resubmit for approval. Some
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had recalled specific instances of the feedback, and some couldn’t recall the details but knew they
had to correct something regarding how it was written and did so. They believed the OHRA was
there to help them and make them better and it is a resource they would rely upon and know to go
to.

The study showed evidence that the participants relied upon tailored supplemental
resources. Five of the eight participants interviewed talked about tailoring some form of
additional Training or Learning support either utilizing supplemental resources or creating their
own for use by their teams. The CITI Training alone was not adequate to learn and apply the
content relevant for specific jobs and unique research contexts. A tailored approach was used by
teams based on the roles, experience levels, and research contexts; these typically included some

combination of job aids, curriculums, on-site delivery, and expert support resources.

Summary

Interviewing the participants provided many insights into how they perceived the CITI
Training. There was evidence that the UHG participants’ experiences with CITI Training program
modules to learn how to appropriately conduct research is unique and varied, with evidence of four
themes.

First, there was evidence that the participants felt time commitment was a challenge.
Second, there was evidence that participants recalled basic concepts being learned most in
the CITI Training, benefiting more inexperienced learners.
Third, through specific discussion with the participants about examples of learning
challenges, there was evidence of learning being challenging for various reasons.
Fourth, there was evidence that participants had experienced instances of confusion and not

knowing which courses to take, when not specifically guided.
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Interviewing the participants provided additional insights into how their CITI Training
experiences shaped their perceptions of conducting research within their unique research context
and job. There was evidence that the UHG participants’ experiences shaped their perceptions of
conducting research within their unique research context and job, with evidence of three themes.

First, there was evidence that the participants in the study felt strongly that the reason for
taking the CITI Training was that it was a requirement.

Second, there was evidence that experienced participants conducted research that aligned
with CITI Training concepts.

Third, throughout the interviews, examples of the need to create and/or utilize support
resources beyond CITI Training were present. There was evidence of examples of support being

created or utilized for this reason.

Findings Summary

Although this study is not a comparative case study, Table 9 provides an overview of the
study participants’ identified topics with themes and subthemes to show some of the similarities
and differences amongst the participants. Amongst all participants, there was evidence that
experience with CITI Training program modules to learn how to appropriately conduct research
and how their experiences shaped their perceptions of conducting research within their unique
research context and job are similar in some areas and different in others. Themes and
corresponding sub-themes were varied amongst the participants with several themes and sub-
themes standing out as more prominent. Over half of the participants aligned on the following
themes: Training is Long, Training is Basic, Learning is Challenging (varying sub-themes),
Required Course Direction Needed, CITI Training is Required and Know Why it is Required,

Socialize Training with Others, and Behavior is Aligned to Training.
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Table 9 Theme Summary by Research Question

Theme/Subtheme Amy | Rick | Susie [ Tom | Sheila | Jack Julie | Crystal

RQ1 [ 1) Time Commitment is X X X X
Challenging

a) Competing Priorities

b) CITI Training is Long X X X X

¢) Supplemental Training
Creation

2) Most Learning is Basic X X

a) CITI Training is Basic

b) CITI Training Explains X X
Research Roles

3) Learning is Challenging X X X

a) Dense Material

b) Not Tailored X X X X

c¢) Technical Jargon X X

d) Not interactive

4) Required Course Direction X X X X X
Needed

a) CITI Descriptions X
Confusion

b) Specific Direction X X X X X X X
Provided

RQ2 [ 1) CITI Training is Required X X X

a) Only Reason to Complete

b) Know Why it’s Required | x X

[l Ral ol B
ol Bal ol B

¢) Normalize and Support
It’s a Requirement to Others

2) Behavior Aligns to CITI X X X X X X
Training
a) Protocol Writing X X
b) Research Concepts X X X X X
Applied
c¢) Operational Process X X X X
3) Create and / or Utilize X X X X
Support Resources Beyond
CITI Training
a) Tailored Instructional X X
Materials
b) Onsite X X
Delivery/Engagement
Resource Support
c) Expert Resource Support | x X X X
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Table 10 provides an overview of the quantitative data collected during the interviews.
Similarities and differences in the ratings and perceptions talked about in the interviews may
exist. For instance, one theme was that the CITI Training was Basic, however the quantitative
question results show that 37.5% of the participants answered that the level of content and
examples was “about right” and 25% of the participants answered that the content and examples
were “too advanced”. Another notable area is Behavior Application, as one theme in the
interviews was that most learning was basic, as well as some experienced participants only took
the CITI Training to meet a requirement, and not to learn. 62.5% answered that they used CITI
Training on the job. In terms of overall ratings of the course, participants rated the job relevance
of the coursework (3.3) lower than the overall coursework (3.9). Reasons for this are shared as
part of the findings, including the theme that “Learning was Challenging” with a Sub-theme of
“Learning Not Tailored”. This included discussion about Training not being tailored to specific

job roles and content being irrelevant for certain jobs.
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Table 10 Kirkpatrick Evaluation Summary

Reaction
Average Coursework rating (1-5)* Average Job Relevance rating (1-5)*
3.9 3.3
*] being very ineffective and 5 being very effective *] being very ineffective and 5 being very
effective
Learning
Content & Examples
Too basic 37.5%

About right 37.5%

Too Advanced 25%
Behavior Application

62.5% Used CITI
Training in Their

50% Submitted a Study for Approval

87.5% Shared | 100% were Approved
Concepts with

Job Others 2 Protocol Adjustments*
*2 Adjustments were made by 1 participant, others did not
remember how many Adjustments
Results
37.5% felt CITI Training had Performance measures that were impacted by CITI Training according
an impact on Individual, to participants:
Department, and/or Regulatory 75%
Organization Results Compliance 50%
Quality 37.5%

25% Net Promoter Score based on question: How likely is it that you would recommend CITI Program
Training to a colleague in a similar role?
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Chapter 5: Discussion
Training in Human Subjects Research is an essential and obligatory part of conducting
research in organizations and is particularly important to consider when working with job roles
that have limited research experience. The purpose of this qualitative, mixed methods study was
to examine the participants’ experiences with CITI Training to capture their perceptions and
experiences. The study was guided by the Kirkpatrick evaluation framework (Kirkpatrick &
Kirkpatrick, 2006) where interview questions were asked to ascertain participant perceptions on

reactions, learning, behavior application, and results that have occurred from the CITI Training.

The study reflects upon previous research conducted on participant perspectives in research
education, including CITI Training.
During the present study, eight participants who were CITI program learners that
conduct or lead research were interviewed, to answer two research questions:
e RQI1: What is the UHG participant’s experience with CITI Training program modules to
learn how to appropriately conduct research?
e RQ2: How have these experiences shaped their perceptions of conducting research within
their unique research context and job?
Research Question 1
The first research question examined the experiences that UHG participants had with the CITI
Training program modules to learn how to appropriately conduct research. Four themes were
identified: “Time Commitment is Challenging”; “Most Learning is Basic”; “Learning is
Challenging”; and “Required Course Direction Needed.”

The first finding of time commitment being challenging is referring to three distinct

perceptions including competing priorities and roles, leadership buy-in to allow time for training for
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learners in other roles, and the length of the training that requires the time commitment. The time
commitment of standardized human subjects training, including CITI, has been focused on in the
literature by others who have studied perceptions of experiences with the training. Cruz et al.(2023)
conducted a study of community researchers experience with required CITI Training, and also
reported that the length of the training was an issue; “The most widely discussed challenge across
all interviews was the length of time required to complete the 15-module course” (p. 6).

In the current study, there was evidence of competing priorities from the participants
interviewed citing multiple job roles and priorities outside of their research role. Literature has also
included this as a common perception of individuals taking CITI Training. Cruz et al. (2023) shared
that community researchers worked on CITI Training while balancing home and life
responsibilities. Because individuals conducting research sometimes have more than one role, it is
especially challenging if they are not allotted appropriate time to conduct training or other activities.
This is related to another perception of the current study, that there is not leadership buy-in for
learners to commit the time needed for the training. This perception aligns to literature. In a study
conducted by Pizzolato & Dierickx (2021), on Research Integrity training recommendations with
research stakeholders, it was identified “Without any form of commitment from the top
management, it would be impossible to implement RI education” (p. 8). In the current study, there is
evidence that participants’ perspectives aligned to others who have shared experiences about
competing priorities and roles making the time commitment an issue, as well as needing leadership
buy-in for education efforts.

A final aspect of time commitment is the actual length of time that the CITI Training
takes. Cruz et al. (2023) in their study revealed participants shared experiences of researchers
taking up to 15 hours to complete the course. In the current study, findings suggest that

participants found the training time to be lengthy regardless of the experience level but even
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more time was needed for inexperienced learners, reporting up to 15 hours of time spent on the
required courses. There is evidence that participants’ perspectives aligned to others who have
shared experiences about the length of time for CITI Training. Both leaders and non-leaders
were consistent in sharing 3-15 hours of course time and the background informational
interview with the IRB aligned stating up to 16 hours of Training for CITL.

The second finding, Most Learning in CITI is Basic, has been identified by others in the
literature when discussing standardized human subjects training, such as CITI Training. In a Review
of Instructional Approaches in Ethics Education study conducted by Mulhearn et al. (2017), they
found that “while these training programs present value in terms of research purposes, they may be
limited in terms of transferring skills or knowledge to a professionally relevant context” (p. 899).

The third finding of Learning is Challenging was split into density of material, not
tailored to job role or experience level, technical jargon, and training not interactive or
engaging. Throughout the interviews, there was evidence that the participants found the learning
challenging for these various reasons. The density of standardized human subjects training
material has been focused on within the literature (2023): “Each of the six CRs remarked on the
“bulkiness” of the training. The majority emphasized that, even when they perceived the
material to be interesting or informative, the large number and lengthy nature of the modules
led to reduced levels of engagement and concentration as they progressed through the program”
(Cruz et al., 2023, p. 6).

In terms of training not being tailored to the job role or experience level, there are numerous
studies within the literature that discuss similar findings in research education studies and how
tailored training was found to be beneficial in learning. Pizzolata et al. (2021) conducted a focus
group of professional and academic researchers on research integrity training, where researchers

discussed the customization issue and suggested benefit from three different perspectives: scientific

101



discipline, career level, and educational resources. Scientific discipline and career level (experience)
tailoring is aligned to experiences researchers perceived in my study. An example of scientific
discipline was “focusing on specific training sessions tailored to specific disciplines would be
valuable to move closer to day-by-day RI working issues” (p. 9), and career customizations
described as “tailored to precise roles and seniority might be extremely valuable to foster RI-
awareness within all academia” (p. 10). Kue et al. adapted the standardized CITI training for a
specific learning audience involved in community research which gave “gave community members
room to provide feedback and work through culturally relevant scenarios” (2018, p. 7) and found
them more beneficial in the type of community-engaged research they were doing due to tailoring
the information to the trainees’ community, knowledge, and practices. Arango et al. (2016) created
an abbreviated GCP Training for researchers required to complete required training for multiple
federal agencies. The focus on the abbreviated trainings “require deeper focus depending on the
individual’s role” (Arango et al., 2016, p. 483).

Technical jargon, nomenclature, acronyms, and abbreviations are used throughout the
standardized CITI Training. Participants reported getting lost and not comprehending the material
when they didn’t understand the words being used. The literature reflects other studies where this
perception is a focus. Nguyen (2023), conducted a study on perceptions of CITI Training with
learners that had limited research knowledge and felt the complex vocabulary was a challenge and
used google to define and explain the terminology. This comment was similar to one made by a
participant in the present study about using google for the same purpose. Cruz et al. (2023)
commented that community researchers “reflected on jargon that hindered their ability to
understand the material” (p. 7). In the present study, there was evidence of perceptions of technical
jargon making learning challenging. This was talked about by two of the participants throughout the

interviews.
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The final aspect of learning being challenging that emerged was that Training was not
interactive or engaging. Several participants talked about this during the interviews. The literature
focuses on the need for human subjects training to be interactive and engaging to be effective.
Arango et al. (2016) state “an important objective of GCP training is the incorporation of learning
into the daily activities of clinical research” (p. 484). Arango et al. suggested that application-based
courses can be developed using presentation and discussion of case studies, hypothetical scenarios,
role-playing, and interactive sessions with small groups to invite critical thinking about real-world
issues in clinical research. Referring specifically to GCP Training, Arango et al. (2016) suggest “a
course module could involve a critique of an informed consent document, the GCP elements related
to human subject protection. Providing both good and bad examples may support learning the
required elements. Such applied courses could be developed as face-to-face workshops, interactive
web-based modules, or a blend of both” (p. 484). Another recommendation for engagement is
mentoring programs “that instill the culture of GCP. In these programs, new investigators are paired
with more experienced mentors who provide guidance on interpreting and building on the
fundamentals of GCP” (p. 484).

Kue et al. (2018) adapted CITI training suggested benefit in giving “community members
room to provide feedback and work through culturally relevant scenarios” (p. 8), with presentations,

followed by a question and answers, and engaging the community members in problem solving.

In a review of RCR educational efforts that were reported in scientific publications
between 1990 and early 2020, Katsarov et al. (2022), found “overall, experiential learning
approaches where learners were emotionally involved in thinking about how to deal with
problems were most effective” (p. 1).

In a study evaluating Conflicts of Interest training it was suggested: Simply informing

physician-investigators of content that includes relevant rules and the consequences of
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noncompliance, is unlikely to lead to behavior changes that will last and “for trainings to be
maximally effective, they must appeal to the complex intrinsic and extrinsic motivations that
contribute to individuals' willingness to comply with regulatory mandates” summarizing that “an
evaluation of a training program’s effectiveness should begin with basic process measures designed
to assess participants’ degree of engagement with the course material” (Greenwood et al., 2012, p.
506).

There was evidence that the perceptions of participants’ experiences aligned to those found in
literature regarding standardized human subjects training and the challenges experienced with
learning including density of material, learning not being tailored to job role or experience level,
technical jargon, and learning not being interactive or engaging. Much of the focus in literature is
how to make human subjects training more tailored to experience and job roles, more engaging and
interactive, more user-friendly with language that is relevant to the specific learners, as well as more
relevant and less dense overall.

The fourth finding “Required Course Direction Needed” focuses on participants’ perspectives
around needing direction on what course(s) to take that are required for their role(s) in research.
Findings indicate possible confusion over what courses are required for what roles, especially if
there are different types of focus for a particular training. Throughout the interviews some
participants talked about following the direction they were given from expert resources. For others,
they reviewed Job Aids, or content libraries to find this information. Some found it was confusing
and led to the creation of a job aid or document for their team to follow. Literature supports the need
for clarity in what courses to take; Arango et al. (2016) discuss GCP courses having different
focuses for those involved in device trials than those involved in drug trials, as well as support
personnel to conduct data management and trial records having a separate focus. “It would be

desirable for the training module to include a written explanation of how the course content relates
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to the job function (ie, course curriculum, course topics, and objectives” (Arango et al., 2016, p.
483). Unclear requirements have been a challenge back to the development of regulations that
promulgated clear education requirements starting with education recommendations NIH “raising
awareness”, and organizations teaching content areas “recommended by the NIH” (Mastroianni &
Kahn, 1998). Although regulations for requirements have become clear (NIH 2000), it may not
always be clear to an individual learner or team what module(s) work best or should be required
based on their specific job role or research context. There was evidence that perspectives of
participants found that course direction was necessary, and it was not always clear what course(s) to
take.
Research Question 2

The second research question examined how participants’ experiences shaped their
perceptions of conducting research within their unique research context and job. Three themes
were identified: “CITI Training is a Requirement,” “Experienced Learners Conduct Research
that Aligns with CITI Training” and “Need to Create & Utilize Support Resources Beyond CITI
Training that are Tailored to Unique Research Context and Job”

The first finding is that CITI Training is a Requirement and was talked about by all
participants consistently. Participants interviewed knew of the requirement to take the Training for
the research role they held at UHG. They could explain why the Training was required for the role
they had. The literature highlights that Training in Human Subjects Research has clear
requirements, as the National Institutes of Health has identified investigators who are involved with
NIH funded human subjects research to fulfill human subjects’ education requirements (NIH, 2000),
and all research staff conducting human subjects research in the US are required to complete
responsible conduct of research training as detailed in the Common Rule (Protections, 2022). One

of the reasons for knowing they were required to take the training is they were told. Most were told
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by the organizations IRB and given direction on what course(s) they were required to take. The
partnership with the IRB has helped to set expectations and monitor compliance for education
requirements with the organization’s learners. The evidence demonstrates that participants
interviewed for the present study know that CITI Training is required for their jobs, and they know
why it is required. Because of the partnership and communication with the IRB, many of the
participants were given specific direction about this requirement. Literature highlights positive
aspects of having a close partnership with the IRB. Calzo et al. shared “involving the IRB in the
course of creating the training also reassured the team that the IRB was just as much a facilitator as
a regulator of the research process” (p. 5). In the case of ensuring required learning is made clear to
participants, the IRB has acted as a facilitator and regulator of the research process. Kue et al.
(2018) worked with the IRB in their human subjects training study and shared “we recommend that
researchers work with their institutional IRB early in the implementation planning process,
especially if they anticipate that key personnel may potentially have challenges comprehending and
successfully completing the human subjects protection training program” (p. 7), explaining that IRB
staff may have resources or look for appropriate resources that can help with training research staff.
Requirements can come from multiple agencies and participants interviewed conveyed
knowledge of who was requiring their Training. Some mentioned that Training was required from
Sponsors. Arango et al. (2016) conducted a study to reduce redundancies in Training because of
multiple agency requirements for GCP Training “To foster GCP principles and provide a method to
meet regulatory expectations... commercial sponsors and some government sponsors of clinical
trials generally require that all investigators involved in these trials, regardless of previous
experience and training, complete GCP training prior to participating in each clinical trial” (2016, p.
1). This resonates with reasons participants communicated a requirement to complete GCP training

in the present study, due to a Sponsor requirement and their involvement in a clinical trial. There is
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evidence of participants having a close working partnership with the IRB as far as the
communication regarding the CITI Training requirements.

The second finding of Experienced Learners Conduct Research that Aligns with CITI
Training refers to the application of learnings to the job (Kirkpatrick level 3, Behavior
Application). Behavior Application refers to how learners have applied what they’ve learned
(Kirkpatrick & Kirkpatrick, 2016). Throughout the interviews, participants talked about
examples of research conduct and behavior that is aligned to CITI Training and what they
learned in the Training. Although some experienced participants already reported knowing
topics were covered in the Training and weren’t learning it anymore in CITI Training, they were
still able to communicate that their behaviors are aligned to the Training concepts. Some
indicated, though, that they didn’t think their research behaviors were applications of the CITI
Training, rather an application of their knowledge learned through “osmosis” or job experiences
and exposures. Literature highlights that standardized ethics training, such as CITI, is not
effective in changing behavior. Cairns et al. (2021) share “scientists may not regard current
models of RCR education as effective at changing anyone’s behavior. In particular, the didactic,
deficit model of RCR education (e.g. the CITI program), does not appear well equipped to
change the structural and character-based causes scientists believe are most relevant” and they
conclude that if RCR training is to be effective, they argue that “scientists must see ethics
education as being relevant to themselves and their everyday practices” (p. 517). Participants in
the current study recalled the learning from the CITI Training and related the research task
behavior in their jobs. Although examples were given, it is unclear and would require additional
research as to how these connections were made back to CITI Training and not a result of some
other instruction, experience, or exposure. There was evidence within the interviews that

participants applied the learning concepts to their jobs, however some of the individuals did not
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attribute the learning to CITI. The literature supports the experiences of some participants that
did not learn as much from the standardized Training per say, but from other learning
experiences.

The third finding of Need to Create & Utilize Support Resources Beyond CITI Training
that are Tailored to Unique Research Context and Job is a theme that participants discussed.
Some participants experienced needing to utilize support resources, such as the OHRA, and
others talked about needing to create and utilize their own support resources including
curriculums, job aids, and on-site Training deliveries to help learners better understand the
material that is relevant to their unique role and research context. Literature in research
education highlights this idea based on the numerous studies where CITI Training was adapted
or modified to meet unique learner needs or supplemented with additional Training that is
relevant to learners needs, along with studies indicating the need to tailor Training to specific
learner contexts.

Literature suggests IRBs can be good partners to create abbreviated trainings either to
supplement or replace standardized trainings, such as CITI, “team recommends that other
researchers work with their IRBs to devise abbreviated research ethics trainings for community
partners in order to reduce barriers to CBPR projects. The Harvard Catalyst Community Partner
Human Subjects Training Guide can be used as a basis for the development of such trainings”
(Calzo et al., 2016, p. 7). Calzo et al. discuss that standardized research trainings cover broad
ranges of topics and scope of issues and dilemmas that investigators and staff may encounter
throughout their careers. By contrast, Calzo et al. share “brief, topical trainings possibly will be
more consistent with the reality that many are primarily concerned with the tasks they are
responsible for in their current role or assignment and may have engagement limited to a range

of research and evaluation studies” (p. 7). Calzo et al. (2016) share that the flexibility of brief
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trainings equates to being easily tailored to the content of the unique research context, which
allows for more critical discussion and consideration of issues that the learners are more likely
to encounter; examples are discussions of vignettes, and learners can assess differing
approaches to human research issues integrated in practice.

Implications

As research education continues to be imperative and organizations seek to find effective
and efficient ways to deliver what learners need, the findings of this study provide important
insights for individuals leading Institutional Review Boards within organizations, as well as
leaders who are responsible for individuals learning human subjects research. The study
provides a deeper understanding of the lived experiences of eight participants based on their
experiences with the CITI Training program.

For leaders within Institutional Review Boards, this study provides valuable insights into
common challenges research learners and leaders have when it comes to completing CITI Training
that is required for their research roles. For leaders with researchers on their teams, this study
supplies ideas on how to best support learners to learn needed research concepts that may go
beyond the completion of the required CITI Training modules. Finally, results from this study
provide implications for human subjects training based on perceptions of participants’
experiences and future areas of study.

The practice of using CITI Training to complete education requirements in Human
Subjects Research is common in organizations like UnitedHealth Group. It is considered the
gold standard and is used by over 2,500 organizations world-wide (CITI, 2024). CITI Training
provides an efficient, streamlined way to deliver required learning to many participants in a way
that can be easily tracked for completion requirements. Despite the efficiency and the ability to

meet requirements of completion, there is evidence of opportunities to improve the experience
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that learners have.
Institutional Review Boards
Based on the findings of this study, the following strategies provide guidance to Institutional

Review Boards responsible for administering CITI Training within their organizations:

Applicable Findings Strategy
* Learning is Challenging Establish a centralized online Training site that
e Create and / or Utilize Support contains instructional processes for CITI Training as

Resources Beyond CITI Training | well as supplemental training specific to unique
e Required Course Direction Needed | research contexts and roles.

e Learning is Challenging Provide space for the Learning Community to have
e Create and / or Utilize Support asynchronous communication that can take place on

Resources Beyond CITI Training | topics related to Human Subjects Training and
e Behavior Aligns to CITI Training | Education. This could be a Microsoft Teams
Channel, an online engagement community group on
this topic, or other centralized spaces where the
learning community can discuss topics. Establish a
Learning Leader forum for those interested in leading
the work of a Learning community.

* Learning is Challenging Create a space for sharing inventory of supplemental
e Create and / or Utilize Support content that has been created for unique research

Resources Beyond CITI Training | contexts and job roles. This could include Job Aids,
e Required Course Direction Needed | Curriculums, Instructional Guides, Quick Reference
e Behavior Aligns to CITI Training | Guides, or any other type of material that has been

e CITI Training is Required created to supplement CITI Training.
* Learning is Challenging Establish a monthly or quarterly Learning Series on
e Create and / or Utilize Support the topic of Human Subjects Education. This could

Resources Beyond CITI Training | include agenda topics with guest speakers on various
e Behavior Aligns to CITI Training | topics related to CITI Training, supplemental
material, and other Human Subjects Education
topics. Consider if they can be accredited for
continuing education credit.

¢ Time Commitment is a Challenge | Support gaining leader buy-in by communicating
e Learning is Challenging compliance and regulatory reasons for the need to
e Create and / or Utilize Support complete Human Subjects Training.

Resources Beyond CITI Training
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Research Leaders Responsible for Learning
Based on the findings of this study, the following strategies provide guidance for

leaders who oversee individuals who need to learn how to conduct research:

Study Findings Strategy

e Create and / or Utilize Support Reflect on best practices within your team for
Resources Beyond CITI Training creating necessary learning and share these with
e Behavior Aligns to CITI Training | others.

¢ Learning is Challenging Collect an inventory of Training supplement
e Create and / or Utilize Support materials created within your team, questions,

Resources Beyond CITI Training | common dilemmas, or areas where clarification is
e Required Course Direction Needed | needed and share these with others.

* Learning is Challenging Provide discussion opportunities and invite those
e Create and / or Utilize Support who have participated in the research process to talk

Resources Beyond CITI Training | about Training and what has worked well and what
can be improved.

¢ Create and / or Utilize Support Set expectations for Training and prepare individuals

Resources Beyond CITI Training | by activating or piquing interest in topics to be
e Required Course Direction Needed | covered in Training with real-world scenarios or
e Behavior Aligns to CITI Training | contexts.

* Required Course Direction Needed | Oversee and support the Training process:

e Time Commitment is Challenging e Ensure participants know which Trainings
to take as Required and Optional.

e Set expectations with learners and leaders on
time commitments for Training.

e Collect evaluative feedback immediately after
Training from the learner, and then 30-60 days
after Training from both the learner and their
manager. Utilize corporate tools to conduct these
evaluations if possible.

e Conduct focus groups to collect feedback on
Human Research Subjects Education practices,
processes and implement improvements based on
feedback.

e Study what works well in other organizations
and within your own organization based on what
you learn in evaluations and focus groups.

e Create revised and streamlined processes based
on best practices.
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Finally, this study adds new knowledge to CITI Training program literature, providing
insights into how to best support learners needing to complete CITI Training. In addition,
several practical examples have been offered to demonstrate how participants perceive CITI
Training to appropriately conduct research within unique research contexts and jobs, in real-

world settings.

Even with the expected contributions to the field, there are limitations on its scope. The
focus of this study is a healthcare organization setting so its relevance may be limited in other
settings. Also, this study is centered on a specific type of CITI Training and learner. In this
context, the CITI Training is required for employees to conduct research in their organization;
this may involve participants serving in dual roles with competing priorities, learners with
limited or no experience, and conducting research within a healthcare industry.

The study uses a mixed methods design which provides a detailed account of eight
research participants situated in a real-world setting, which potentially limits its applicability in
other contexts. The limitation is that participants were sampled only from one healthcare
organization, so it is highly defined by the context. This potentially limits the applicability to
other organizations and other type of entities that utilize CITI Training. Because qualitative
research aims to provide quality details about the central phenomenon, generalizability is not the
goal.

Recommendations for Future Study

To better understand how participants perceive CITI Training within their unique
research context and job, future studies could compare learners within similar or the same
research contexts and jobs. Anecdotally, there appear to be differences in experiences based on
the level of additional supports provided for a unique job and context. Additionally, a

longitudinal research study could examine the perception of CITI Training experiences over
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time. Research education shares that evaluating learner perceptions “over several years could
provide information on the cumulative effect of RCR training across several cohorts of
participants” (McGee, 2014, p. 118). By examining the learning over time, one might be able to

identify trends of learning that are cumulative in nature, and where that learning comes from.

Conclusion

This study’s findings extend the research literature by providing rich descriptions of the
participants’ experiences with CITI Training as well as exploring how the participants perceive
their experience with CITI Training to appropriately conduct research within their unique
research context and job. The present study offers insights into how participants can be
supported within the CITI Training context to appropriately conduct research in their unique
research context and job. The findings provide both perspectives of experienced learners who are
familiar with CITI Training and inexperienced learners who have only recently engaged with
CITI Training. These findings offer a richer understanding of the participants’ CITI Training
experience for future learners, and leaders who operate within and influence this space.

Based on my own knowledge of CITI Training and UHG context, I do not necessarily
recommend changing the use of CITI Training. I recommend this because CITI appears to be
meeting its intended use of delivering required learning that is easily and systematically
administered, and trackable for large numbers of learners in an organization of UHG’s size. To
make human subjects training more meaningful and connected to real-world applications for the
learners in their specific research contexts and job roles, the strategies presented, based on the
study findings, could be prioritized. This could be especially useful for learners that are less
experienced in research roles and require more practice and exposure to real-world applications

and contextual learning that is relevant to their research job and application.
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Appendix C

Informed Consent Statement

Indiana University Informed Consent Statement for Research

CITI PROGRAM TRAINING: PERCEPTIONS OF LEARNERS ENGAGED IN HUMARN
RESEARCH
IRB: £22176

You are being asked to participate in a research study. This consent form will give you information
about the study to help you decide whether you want to participate. It is your choice whether or not
you want to be in this research study. Please read this form, and ask any guestions you have, before
agresing to be in the study.

The purpose of this study is to evaluate the learner’s experience with the CITI Program training
required for Human Subjects research.

We are asking you if you want to be in this study because received your name from a list of individuals
who completed CITI Program Training. The study is being conducted by Amie Benson, Indiana
University Student, and Gamze Ozogul, Associate Professor of Instructional Systems Technology,
School of Education, Indiana University.

If you agree to be in the study, you will do the following things:

* Oneinterview
+ The interview is scheduled for up to 60 minutes. Every effort will be taken to ensure your
confidentiality. It is expected that the entity’s Office of Human Research Affairs will be

reviewing the data collected for future program improvement and to better understand the
learner’s first-hand experience with CITI Program training.

You will be in this study for about two months.

Before agreeing to participate, please consider the risks and potential benefits of taking part in this
study.

You may be uncomfortable while answering the survey questions. While completing the survey, you
can skip any questions that make you uncomfortable or that you do not want to answer.

There is a risk someone outside the study team could get access to your research information from this
study.

CITl Training Research 9.13 2024
Page lof3
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We don't think you will have any personal benefits from taking part in this study, but we hope to learn
things that will help other people in the future.

You will not be paid for participating in this study.

We will protect your information and make every effort to keep your personal information private,
but we cannot promise complete confidentiality. No information which could identify you will be
shared in publications about this study. Any recording will be erased upon successful submission
and acceptance of my dissertation. No identifying information will be used in any materials created
from these interviews. Transcripts and audio files will be securely protected. The information
obtained in this study may be published in professional journals and may be presented at
professional meetings or conferences.
Your personal information may be shared outside the research study if required by law. We also may
need to share your research records with other groups for quality assurance or data analysis. These
groups incdude the Indiana University Institutional Review Board or its designees, and state or federal
agencies who may need to access the research records (as allowed by law). Research information may
be shared with collaborators on this research study, the Office of Human Research Affairs, for program
improvement.

Information collected for this study may be used for other research studies or shared with other
researchers who are conducting their own research studies. This may include sharing with researchers
outside Indiana University and sharing with private companies. It may also indude making the
information available in public and private databases of research data so that other researchers can
use the information to answer research guestions.

If we share your information in this way, we will remove information that could identify you, such as
your name and contact information, before any information is shared. Since identifying information
will b2 removed, we will not ask for your additional consent for this sharing.

If you have questions about the study or encounter a problem with the research, contact the
researcher, Amie Benson at 763-772-5734 or amrbenso@iu.edu.

For questions about your rights as a research participant, to discuss problems, complaints, or concerns
about a research study, or to obtain information or to offer input, please contact the IU Human
Research Protection Program office at 800-698-2949 or at irh{@ju.edu.

If you decide to participate in this study, you can change your mind and decide to leave the study at
any time in the future. If you dedde to withdraw, email Amie Benson at amrbenso@iu.edu.

We would like to communicate with you about this study by text message and/or email. We might
use text or email to send invitations for interviews or surveys or tell you the progress of the research.

CITl Training Research 9.13.2024
Page 2 of3
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Text messaging and email are not secure methods of communication. The information sent over text or
email, which may include sensitive or personal information, could be accessed or read by someone
other than you. If you would like us to communicate with you via text or email, please initial the lines
below and provide the phone number(s) and/or email address(es) you would like us to use, or indicate

that infarmation in your reply email.

| authorize the researchers to s2nd me emails related to this research study

Email address for this communication:

| authorize the researchers to send me text messages related to this research study

Phone number for this communication:

You can still participate in this study even if you do not want us to contact you by text or email.

CITI Training Research 9.13 2024
Page 3of3

12¢



Appendix D

Copy of Invitation to Participate in Study

Dear Name of CITI Training T earmer,

My name is Amie Benson and I am seeking vour participation in a study that [ am conducting
for my dissertation work in the Instrctional Systems Technology program and Indiana
University. My research 1s focused on the learner’s experience with the CTTI Program training
required for Human Subjects research. I am collaberating with the entity Office of Human
Research Affairs on this study and received your name from a list of individuals who completed
CITI Program Training. I would like to invite you to voluntarily participate in this study, which
seeks to better understand your perceptions, views, impacts and suceess swrounding the CITI
Program training to support learning around human subjects’ research.

If you agree to participate, you will be asked to complete a one-howr semi-structured interview
with me to explore your experience with CITI Program training The interviews will be audio
recorded, and the recording will be erased upon successful submission and acceptance of my
dissertation No identifying mnformation will be used in any materials created from these
interviews. Transcripts and andio files will be securely protected. The information obtained in
thiz study may be published in professional joumals and may be presented at professional
meetings or conferences.

Every effort will be taken to ensure your confidentiality. It 1s expected that the entity’s Office
of Human Research Affairs will be reviewing de-identified data collected for future program
improvement and to better understand the learner’s first-hand experience with CITI Program
You may withdraw from the study at any time without consequence by contacting me directly at
anwbensodim edu. If vou have any questions about this study or would like more information,
please contact me. Please respond to this email on if you agree to participate in the study or not.
You may use the voting buttens “Yes® agree to participate or “No’ do not agree.

Thank you for your time.

Sincerely,

Amie Benzon



Appendix E

Interview: Learners

Hello, and thank you for taking the time to meet with me today. As you know from
the invitation letter that you received, I am a doctoral student in the Instructional Systems
Technology program at Indiana University. I am working to complete my dissertation work
and want to thank you for agreeing to participate in this study. This interview will not exceed
one hour and will include 6 question categories regarding your experience with the CITI
Program coursework you completed in 2023. I would like your permission to record this
interview, so I may accurately document the information you share. Recordings will be
deleted upon completion of the study. All your responses are confidential. Your responses
will remain confidential and will be used to develop a better understanding of your
experience with the CITI Program. The purpose of this study is to increase understanding of
the CITI Program training value by evaluating the program.

Your participation in this interview is completely voluntary. If at any time you
need to stop, take a break, or wish to end the interview, please let me know. You may also
withdraw your participation at any time without consequence. Do you have any questions or
concerns before we begin? Then with your permission we will begin the interview.

Demographic Information

Participants position within entity relevant to research CITI Program training:
Years worked at entity in this type of position?

Interview Questions / Probing Questions

1. Evaluating Motivation/Reaction
a. What led you to complete the course(s)?
b. How did you know which course(s) to take?
¢. How would you rate your expectations for the coursework on a scale of 1 to 5
with 1 being very ineffective and 5 being very effective. If it was different for
different courses, please provide a separate rating for each course.
Tell me more about your rating.
d. How would you rate the relevance of the coursework to your job on a scale of 1 to
S with 1 being very ineffective and 5 being very effective. If it was different for
different courses, please provide a separate rating for each course.
Tell me more about your rating.

2. Learning (assess knowledge)
a. What did you learn from the course? What key concepts or topics do you recall
learning from the course?
b. How would you rate the content and examples for your skill level? (Too basic,
about right, or too advanced).
Tell me more about your rating.
c. Anything else you can share about your learning from the course?
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3. Behavior change /Application (what have you done since you attended the course)
a. Have you used the CITI Program training? How so?
b. If relevant, give an example of the research tasks you are engaged in and what
you are applying from the CITI Program training. If vou have submitted a study
for approval, what did you apply from the training to your submission?
c¢. Have you shared the concepts with others? If so, in what way? (e.g., informal
discussions, meetings, presentations).
d. Have you received feedback on your application of the learning from the
course? What was the feedback and who was it from?
e. Specifically, have you submitted a study for approval, was it approved, and
how many times was a protocol adjustment needed prior to approval?

4. Results (individual/department/organization)
a. How has your individual, department, and/or organizational performance been
impacted by the CITI Program training? If vou submitted a study for approval,
what were the results; was the study approved? How many times did the protocol
need to be adjusted before approval?
b. What performance measures are impacted by the CITI Program training
(quality, service, regulatory, compliance, sales, other)?
c¢. Any other business results/outcomes that were impacted based on what you
learned in the CITI Program training?

S.NPS
How likely is it that you would recommend CITI Program Training to a colleague
in a similar role? On a scale of 0 to 10, with 0 being not at all likely and 10 being
extremely likely. What is the reason for your rating?

6. Other

Anything else you would like to share about your experience with CITI Program
Training?
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Resume

Amie R Benson
amabenson@gmail.com www.linkedin.com/in/amiebenson

SUMMARY

Learning and Performance Leader experienced in supporting and enabling individual, team, and organizational
performance through Learning & Development Programs designed to optimize business results. Expertise in
evaluative methods and metrics that demonstrate impact to business results.

PROFESSIONAL EXPERIENCE

UnitedHealth Group 1/2011 — present
UnitedHealthcare — United Clinical Services
Vice President, Learning & Performance Solutions 7/2016 — present
Training Director (3/2015 — 7/2016)

Lead matrixed team of ~60 Learning Professionals with ownership of Training for United Clinical
Services and Enterprise Clinical Services impacting 5,500+ learners and key programs to
enterprise-wide learners

Lead development and delivery of standardized National New Hire Onboarding programs for
CMOs, Medical Directors, Nurses, and non-clinical staff supporting Utilization Management
Support readiness for large implementations including InterQual, OCM (Optum Clinical Manager)
by leading learning program design and delivery

Identify and hire training staff and support resources

Ensure training resources follow procedures, best practices, and receive tools needed, evaluative
data, and feedback for continuous improvement

Build strategy and implement enterprise wide InterQual Certified Instructor team to deliver
InterQual training foundations

Partner with Change Healthcare education team to transfer learning, modules, and strategies for
administering InterQual learning at UHG

Lead design and publishing of metrics dashboards to demonstrate learner performance

Collaborate with stakeholders for consultation/approval of content, staffing, people strategy, budget
and knowledge sharing across enterprise

Evaluate and assess business impact measured by learning and performance metrics against
benchmarks; NPS, benefit-to-cost ratio, performance improvement, scrap learning and more
Support Manager Readiness for Change with workshops, communications, and toolkits

Partner with global training units to coordinate and integrate activities of global training staff, as
appropriate.

Partner with non-supported organizations to share content, identify duplicate content, identify
opportunities for growth, expansion, and potential consolidation of new and existing Training
capabilities and services

Manage vendor relationships and ensure adherence to contract terms

Manage budgets including resources, Intersegment agreements, vendor costs

Drive best practices in including digital transformation and micro learning by encouraging
innovation, use of new tools, participation, and leadership in learning communities

Create internal audits, participate in enterprise audits, and partner with audit team to identify trends


mailto:amabenson@gmail.com
http://www.linkedin.com/in/amiebenson

requiring training
 Evaluate staffing capacities, ratios, and metrics to adjust workforce as needed
e Monitor and continuously improve Employee Experience survey results with action planning
e Team Captain for Fall, 2019 EDP: Redefining Site of Service and Provider Engagement

Associate Training Director/Sr. Instructional Design Consultant 2/2013 - 3/2015

e Led Enterprise-wide Training End-to-End efforts for business segment interventions, including platform
migrations used by 25,000+ users

o Directed analysis, design, development, implementation, and evaluation of Training Programs
cross-enterprise to migrate users from legacy platforms

e Managed projects by attending, scheduling, and supporting key meetings for initiatives by
deciphering and analyzing data for trends, leading to insights for action

o Evaluated Training programs for individual, team, and organizational impacts

o Utilized stakeholder feedback and performance and learning information to identify
continuous improvement opportunities and best practices

Optum — OHBS, Provider Data Management

Learning Manager/Instructional Design Consultant 172011 —-2/2013

o Led Instructional Design & Training efforts for business interventions through technology-
based learning solutions and performance support

o Led business initiatives by identifying issues, trends, and root causes to develop plans and
implement actions with stakeholder engagement

o Instituted Evaluation Program framework including tools, and processes to measure
outcomes of learning, knowledge, behavior change and results

o Created Business Continuity Plan with BCP enterprise resources and leadership

Indiana University, Department of Public Health
Research Assistant, Centers for Rural Engagement Grant 10/2020 — 4/2021
o Recruit qualified participants for public health study in 7 rural Indiana counties
o Collect quantitative and qualitative data through study participant demographics and interviews
o Code & analyze qualitative data using software, coding methods, and coding techniques

St. Cloud State University, Information Media Graduate Program
Adjunct Professor, Evaluation and Assessment in Instruction 8/2019 —12/2019
« Facilitated learning of concepts, tools, and real-world evaluation project including front-end
analysis, instruments for intervention, change plans, and carrying out of assessment/evaluation

Assurant 10/1994 — 10/2010
Assurant Health — Underwriting, Claims, Customer Service 10/2004 —10/2010
Learning & Performance, Quality Supervisor
e Supported continuous change efforts through learning and quality programs focused on product,

compliance, systems, process, and employee development
e Provided cross-site and virtual leadership, coaching, developmentplanning to team
e Created performance management structure aligned to business outcomes
e Managed team of 15-20 learning and quality professionals
Assurant Employee Benefits — Claims Operation 10/1994 — 10/2004
Supervising Team Leader & Human Capital support 10/1997-10/2004
o Created performance management structures for goal setting, appraisals, and rewards



Developed talent through practices of coaching, mentoring, development interventions
Attracted, recruited, and retained talent for exempt and non-exempt roles

Created employment tracking system leading to recognition for impact to EEO audit

Created and led Employee Development program for Competency-based environment
Managed team of 12-15 team members

Disability Claims Analyst & Trainer 10/1994 — 10/1997
e Managed group policy claims and trained technical and soft skills

o Supported continuous change efforts through learning programs

City of St. Paul - Employee Benefits 6/1994 —11/1994
Wellness Coordinator (Internship)
e Designed and developed wellness interventions for 2200+ city-wide employees

EDUCATION

Doctor of Education, Indiana University, Bloomington, IN 5/2025
Major: Instructional Systems Technology
Minor: Adult Education
e Passed Qualifying Exams — November 2018
e Candidacy — January 2019
e Dissertation Defense — April 2025

Dissertation Committee: Gamze Ozogul, Ph.D., Thomas Brush, Ph.D., & Amy Pickard,

Ph.D.
“CITI Program Training: Perceptions of Learners Engaged in Human Subjects
Research™
Research Assistant, Indiana University 2020-2021
Teaching Assistant, Instructional Design Foundations, Indiana University 2017
Stanford University Graduate School of Business, UHG Executive Development Program 3/2019
MSEd, Curriculum & Instruction, Purdue University, Indiana 12/2013
MBA, Human Resources & Org. Development, University of St. Thomas, MN 12/2000

Organization Development Consultant to Medtronic, Building a High Performance
Team intervention with Senior Management Global Team
BS, Insurance and Risk Management, St. Cloud State University, MN 8/1994

TECHNICAL SKILLS

Oracle LMS, MS Office Suite, Articulate, Snagit, MS Teams, WebEx, Blackboard, Canvas, D2L, Metrics
that Matter, Dedoose, Camtasia, Jabber, Adobe Connect, Zoom
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