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Addressing Bias in the Clinical Research Workplace
By Elizabeth Tilley Hinkle

R

egulatory agencies and the clinical
research industry as a whole have
put increasing emphasis on diversity
among trial participants. But there’s much
less urgency around building diverse research teams, even though evidence shows
that doing so can benefit everything from
participant recruitment to trial operations
to innovation and collaboration.
Even when the National Institutes
of Health (NIH) published a notice of
interest in diversity among researchers in 2019, it focused on scientists and
trainees. It didn’t address the clinical
researcher workforce, Erika Stevens,
noted in Clinical Researcher.1
Stevens, chair of the Association of
Clinical Research Professionals (ACRP)

Learner Outcomes:

board of trustees, said the organization
is working to raise awareness of diversity
in the workforce through its Diversity
Advisory Council, which will provide
strategies for recruitment and retention
of clinical research professionals from
underrepresented groups and work to
create a culture of inclusive excellence
for the research community.
“We also need to work toward establishing greater awareness of the importance of attracting more bright and
diverse minds to our enterprise early
throughout the industry,” she said.
Workforce diversity is critical to
advancing clinical trial participation
among underserved populations and
improving the scientific quality of data

1. Discuss the current state of research staff diversity.
2. Cite examples and consequences of bias in the
workplace.
3. List the benefits of a diverse clinical research
workforce.
4. Describe programs to increase diversity in the
research industry.

for everyone, Marie Bernard, NIH chief
officer for workforce diversity, said at a
recent summit on diversity and innovation, sponsored by The Hill.2 “At
every step … it’s important to have that
diversity,” she said. “There’s no question
that having diverse scientists at the table
brings broader and necessary perspectives” to research.
see Staff Diversity on page 72

CBOs an Underutilized Source of Clinical Trial Support
By Elizabeth Tilley Hinkle

C

linical research sites often turn to
community-based organizations
(CBO) when it’s time to identify and
recruit patients from specific populations
for clinical trials. And while those local
connections are a great source for finding
diverse participant pools and for publicizing new studies, CBOs can be a valuable,
long-term resource for research sites in
other ways, too.
Often overlooked and underutilized,
CBOs can support study design, help
overcome participant barriers, such as
Copyright © 2022 by WCG CenterWatch		

Learner Outcomes:

transportation, supply ideas for future
research topics and even help sites access
grants and other funds. Above all, CBOs
can help sites increase community engagement and focus their work on issues
of local interest.
Community engagement, according to
the National Institutes of Health (NIH),
is “the process of working collaboratively
with and through groups of people affiliated by geographic proximity, special interest or similar situations to address issues
affecting the well-being of those people.”1

1. Explain how community organizations support
populations.
2. List the ways CBO partnerships benefit
researchers.
3. Summarize some of the obstacles to CBO
partnerships.
4. Outline strategies for successful CBO
partnerships.

It’s a “powerful vehicle for bringing
about environmental and behavioral
changes that will improve the health of
see Community-based Organizations on page 80
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Regulatory Update
Contact hours not offered for these articles

CBER Guidance Agenda Lists Two TrialRelated Documents Still to Come in 2022
The FDA’s Center for Biologics Evaluation and Research (CBER) has issued an
updated agenda of guidances it intends
to publish this year, indicating there are
still two clinical research documents the
center intends to address by the end of
the year.
Under the category of tissues and advanced therapies, CBER plans to release
a guidance on evaluating multiple versions of a cell or gene therapy in earlyphase trials.
The vaccines category includes a proposed guidance on the FDA’s enforcement policy for investigational new drug
requirements for transplanted fecal microbiota to treat Clostridioides difficile
infections that don’t respond to standard
therapies.
As with all yearly guidance agendas, the
center is not bound by its list, nor is it required to publish all of the guidances on it.
Read the updated agenda here: https://
bit.ly/3crGFXi.

Updated FDA Guidance Expands on
Development of Antibacterial Drugs
for Unmet Needs
To encourage development of drugs
to treat serious bacterial diseases in
patients with an unmet medical need,
the FDA has updated a 2017 guidance on
antibacterial drug development to indicate the agency may be willing to accept
more flexible development programs.
The 15-page draft guidance includes
more detail on conducting noninferiority (NI) trials of antibacterial drugs
for serious diseases that lack effective
treatments. Since the 2017 final guidance

was issued, the agency has approved new
drugs that act against certain drugresistant organisms, making it possible
to conduct NI trials that include subjects
with infections caused by certain drugresistant organisms because an active
control is now available.
The revised draft guidance does not
address statistical analysis or clinical
trial design.
Read the draft guidance here: https://
bit.ly/3ajXO4q.

EMA Guideline Sets Standards for Global
Evaluation of Antibacterial Drugs
To help support a global approach to
developing new drugs that address antimicrobial resistance, the European Medicines
Agency (EMA) has published a final guideline aimed at aligning data requirements
with other countries’ regulators.
The EMA guideline harmonizes with
plans established among regulators in the
EU, the U.S. and Japan, including revised
recommendations for primary endpoints,
primary analysis populations and noninferiority margins in trials to support certain
infection site-specific indications for use.
The document also includes clarifications on recommended clinical development programs for antimicrobials developed to address an unmet need, as well
as guidance on clinical trials to support
treatment of uncomplicated urinary tract
infections and uncomplicated gonorrhea.
A new addendum to the guideline addresses drug development programs aimed
at pediatric populations. For the treatment
of some infections, the EMA said that efficacy results can be extrapolated in certain
pediatric age groups by looking at efficacy
data from adults.

Read the EMA guidance here: https://bit.
ly/3NUIeux.
Read the pediatric addendum here:
https://bit.ly/3zgaF20.

FDA Guidance Advises on
Developing GnRH Analogues
for Advanced Prostate Cancer
In an effort to get more gonadotropinreleasing hormone (GnRH) analogues
to market for advanced prostate cancer
patients, the FDA has published final
guidance that advises sponsors to conduct
single-arm trials using T levels as pharmacodynamics/response biomarkers.
The agency expects these trials to
show that participants attained a castrate
plasma testosterone (T) level, maintained
castrate T levels until the end of a dosing
interval and maintained castrate T levels
starting immediately after subsequent
doses of the trial drug.
Because plasma T levels have served as
pharmacodynamic/response biomarkers for traditional approvals of GnRH
analogues for advanced prostate cancer,
it’s essential that these trials use robust,
fully validated bioanalytical methods for
measuring them, the guidance notes.
To show the drug has these effects, the
agency recommends the treatment period
be at least double the length of the dosing
interval. For investigational products that
act over a short amount of time, such as a
single month, the treatment period should
extend over three to four dosing intervals,
the guidance says. Sponsors should consult
with the FDA on randomized designs
meant to support comparisons of safety
and efficacy among GnRH analogues.
Read the full guidance here: https://bit.
ly/3LRnJ0r.
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Examples of bias in the research workplace
Decades of status quo have led to some deeply entrenched
systemic barriers for underrepresented groups in clinical
research. These largely stem from a cultural acceptance of
stereotypes and unconscious biases not only by executives and
management but also among research staff and coworkers.
One form of especially pernicious bias presents as “microaggressions,” which stem from assumptions about certain groups
of people, including non-White, disabled or neurodiverse
people (those whose brains process information differently).
They can take the form of statements, actions or incidents that
are indirect, subtle or unintentionally discriminate against
members of a marginalized group.
Microaggressions can affect managers’ decisions about who
they hire or promote. “If you think that certain candidates are
incapable of fulfilling job requirements or taking on leadership
duties due to racial or gender stereotypes, that is an act of unconscious bias,” Manpreet Minhas said in an Xtalks blog post.3
Other incidents can be harder to detect, but are just as
damaging.
For example, one female who participated in a May 2022 survey
conducted by the Tufts Center for the Study of Drug Development
(CSDD) said the study’s principal investigator (PI) constantly
emailed male colleagues about the project even though she was the
project manager.4 When a project manager is left out of the loop
like this, merely because someone assumes the men on her team
are in charge, important information can be delayed or not shared
at all, CSDD’s Jennifer Kim and Emily Botto wrote in Applied
Clinical Trials. That can lead to confusion, miscommunication and
disruption to productivity that can delay a study. It’s certainly less
efficient than sending emails to the proper person in the first place.
Other types of microaggressions include people who constantly interrupt someone as if that person’s contributions are
less important and their time less valuable. Misattribution of
work under the assumption that the person who actually did
the work couldn’t possibly have done such a good job on their
own or doesn’t deserve credit is another example.
“Though some argue that microaggressions are harmless,
amounting to nothing more than minor insults, the emerging
research on workplace gender microaggressions has demonstrated their deleterious effects on both cognitive and affective
outcomes on women professionals,” Kim and Botto added.
While CSDD’s research focused on microaggressions toward
women, it’s important to note that they also affect people of
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color, older or younger workers, LGBTQIA workers, people
with disabilities and those who are neurodivergent, to name
just a few.
“Though unintentional, these micro interactions have the
potential to have macro effects if left unchecked,” the CSDD
report noted, adding that many of the women in their sample
had discussed leaving their organizations.
“Regularly experiencing these types of slights were linked
with cognitive depletion, emotional exhaustion and behavioral
changes, including overcompensation, as well as withdrawal,”
according to the CSDD report. “Importantly, constantly
navigating these dynamics was also associated with lowered
productivity and team performance, stemming largely from
lowered trust towards and a tendency to limit one’s interactions with the aggressor.”
And this often leads to decreased communication and
information-sharing, which are necessary to have an effective
research team. It also can cause a “brain drain” of valuable talent that can hinder future research.
Microaggressions include devaluation, which describes
comments or behaviors that put down or diminish a person’s
input or contributions. Another example might be a manager or
coworker refusing to use an individual’s preferred pronouns.
The professionals surveyed for the CSDD study on microaggressions represented a variety of work functions and experience, as well as diverse races: 50 percent of participants were
Asian, Black, Latina and multirace women. It was noted that
women of color face nuanced microaggressions based on both
gender and race. These included mispronunciations of their
names and being mistaken for another woman of color. Black
women also reported that they felt “otherized” by comments
from colleagues about their hair.
Assumptions about intelligence and competence were also
frequent issues. While colleagues might subtly question the
competence or expertise of Black and Latina women, Asian
women may be assumed to be overly competent. In the former
case, this can lead to lack of opportunities for advancement or
expansion of skills and duties, while in the latter, the women
may not get resources or help that they need. For instance, an
Asian woman might be assumed to be expert in data analysis
even if that is not among her primary skill sets.

Increase participant diversity
Greater diversity among clinical research staff is a critical
goal in and of itself. But there are several other concrete benefits that come from a diverse and equitable workplace. Most
see Staff Diversity on page 73

Staff Diversity

of communication and ameliorate redundant efforts between both
workers and departments. The same is true for CROs and sponsors.
continued from page 72
Increasing staff diversity and addressing biases in the workoften cited: Greater staff diversity can increase diversity among place can also nurture teamwork and innovation.
study participants.
In a 2020 report, the pharmaceutical trade group PhRMA
Two surveys from CSDD illustrate this. The first, a survey
concluded that “mounting evidence consistently finds that
of site directors, investigators and study coordinators from
more diverse and inclusive workplaces see deeper employee
almost 40 percent of sites conducting clinical trials worldwide, commitment, higher levels of innovation, improved hiring
found that sites with higher racial and ethnic diversity among
quality, greater rates of employee retention and increased
staff also had the most success in recruiting diverse patient
profits.”9
populations into their studies.5
Biases, meanwhile, can reduce staff engagement, stifle
The second survey also found a strong correlation between
creativity and drive excessive turnover. A diverse workforce
staff and participant diversity.6 CSDD researchers noted that
can also reap operational efficiencies and increase competitive
private sites included more
advantages.
staff from underrepresented
Staff diversity can save
“Increasing diversity in the clinical
groups compared to large
time and money and increase
healthcare systems and
employee satisfaction, which,
research workforce is the first step
academic medical centers
in turn, improves operationin
gathering
better
clinical
data
for
in the U.S. There was no
al efficiency. Inclusion can
significant difference in dihelp reduce staff turnover,
minority health decisions.”
versity at private sites versus
prevent study delays due to
—Beth Harper, former ACRP workforce innovations officer
larger facilities in Europe.
lack of communication and
ACRP also supports the
ameliorate redundant efforts
notion that a more diverse clinical research workforce can
between both workers and departments. The same is true for
help change that dynamic and better promote diversity among CROs and sponsors.
study participants.
“Studies show most people who join clinical trials either
Improve competitive advantage
learn about them from a healthcare practitioner or family
member,” Beth Harper, former ACRP workforce innovations
In fact, diverse clinical trial sites have several competitive
officer, wrote in Applied Clinical Trials.7 “Increasing diversity
advantages over their less-diverse counterparts, PWC’s Anin the clinical research workforce is the first step in gathering
thony Bruce and Brenda Trenowden wrote in a recent Applied
better clinical data for minority health decisions.”
Clinical Trials article.10 These advantages include:
“Without trust, we do not have access to communities of
● Better outcomes through better understanding of
color,” Awawu Igbinadolor and his colleagues, all clinical
different segments of the population, allowing them to
8
researchers, agreed in a recent Clinical Researcher article.
anticipate the needs of those groups and deliver solutions
“Without access, we cannot foster trust through education.
to them;
With more investigators of color, the conundrum of trust is
● Greater innovation and creation of more value by
replaced by a virtuous circle.”
applying knowledge from a diverse set of experiences,
perspectives and backgrounds;
● Improved reputation and brand as diversity and inclusion
Boost business outcomes
become more valued among workers and society at large.
Recruiting from a diverse pool of participants is a major
Organizations with diverse workforces can also reap
goal in research. But a diverse workforce has benefits beyond
financial rewards. For instance, a Peterson Institute for Inrecruitment and retention, from increasing operational efternational Economics report in 2020 found that increasing
ficiencies to saving money. Diversity makes business sense.
the number of women in corporate leadership positions by
Staff diversity can save time and money and increase employee
30 percent would drive a 15 percent increase in profitability.11
satisfaction, which, in turn, improves operational efficiency. IncluAnd a Credit Suisse study indicated that companies with
sion can help reduce staff turnover, prevent study delays due to lack
see Staff Diversity on page 74
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women in leadership positions had a 19 percent higher return
on equity and 9 percent higher dividend payments.12
Similarly, Emily Owens and her coauthors, all affiliated
with hospitals in the U.S. and Canada, noted that a positive
culture that promotes appreciation and recognition, along
with a leadership model that promotes adherence to an
organization’s core values — including diversity and inclusion — are among the factors that can most influence CRAs’
decisions to remain with an organization.13 Conversely, lack
of these features, along with low salary and unmanageable
workloads, are among the most-cited reasons for leaving a
position.
Companies in the top quartile for racial and ethnic diversity are 35 percent more likely to have financial returns above
the national median for their industries.14 Those in the top
quartile for gender diversity are 15 percent more likely to see
this type of financial returns. In addition, “organizations
with inclusive cultures are six times more likely to be innovative and agile, eight times more likely to achieve better business outcomes and twice as likely to meet or exceed financial
targets,” according to a Pharma’s Almanac article by scientific
content director Cynthia Challener.
For biotech companies and clinical research sites, that
means that work is more efficient and productive with inclusive work environments because people feel comfortable
speaking up; this helps to ensure that talent and institutional
knowledge are retained for the longer term, the article noted.
That’s because diversity fuels better organizational decision-making. A diverse and inclusive slate of team members
brings different perspectives to bear when facing challenges
or kicking off new initiatives, according to a blog post on
the CRO Icon’s site.15 And this has a demonstrable positive
impact on the bottom line.
“From a business perspective, a diverse workforce makes
sense,” the Icon post states. “From a healthcare perspective,
employee diversity among decisionmakers and drug developers means that clinical research and trials are more equitable,
communication with participants is more culturally sensitive
and outcomes more fully represent the truly global world in
which we live.”
And finally, the ability to attract and retain research talent
may come to hinge upon the inclusivity of the workplace,
especially as millennials and later generations make up more
of the workforce. Challener pointed out that millennials —
who tend to believe strongly that organizations with inclu-

74

Research Practitioner | July-August 2022 | Copyright © 2022 by WCG CenterWatch

sive cultures are more innovative, a strong draw for this age
group — are expected to comprise 75 percent of the global
workforce by 2025.

Work toward diversity and inclusion
CSDD’s surveys on workforce diversity revealed a variety of barriers to diversity, but they also found solutions to
underrepresentation.
“The ability to identify, measure and benchmark these
dynamics can help organizations take a more proactive approach to ensure that they are creating an inclusive environment where all individuals, regardless of their social identity,
can thrive,” CSDD advised.
As part of the process of evaluating and addressing sources
of bias in practices for attracting and selecting research staff,
organizations should identify barriers not only during recruitment, but throughout employees’ careers, Icon stressed.
This can help ensure that all groups have opportunities to
grow and advance.
Research sites, sponsors and CROs must invest in “cultural intelligence” to ensure success, according to Challener’s
Pharma’s Almanac article. Cultural intelligence includes an
understanding of different working styles in other cultures as
well as in the entire supply chain and distribution network.
Greater cultural intelligence can lead to increased tolerance,
trust and understanding, which can help more closely integrate company operations both at individual locations and
around the world.
But recognizing the value of diversity and inclusion is just
the first step toward becoming a culturally intelligent organization. Research organizations must establish a clear link
between diversity and inclusion activities and research goals,
as well as daily operations.
“Unconscious bias training programs aid in removing
prejudiced thinking and systematic inequalities,” Minhas
said in the Xtalks post.

Identify and measure goals
A clear diversity and inclusion strategy must include several
things. Foremost among those are procedures for identifying
sources of unconscious or implicit bias — within individual
behaviors as well as systems and processes — and measures taken
to address those biases. And finally, a mechanism for measuring progress toward an organization’s specific goals needs to be
devised; this will require use of more sophisticated metrics than
see Staff Diversity on page 75
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those traditionally used by HR departments, Challener noted in
the Pharma’s Almanac article.
In fact, the presence of diversity and inclusion-specific materials and SOPs can play a key role in supporting workforce
diversity, CSDD suggested. The 2022 CSDD survey identified a strong relationship between high staff diversity and the
availability and use of SOPs covering diversity and inclusion,
unconscious bias and inclusive behaviors. Staff surveyed across
various clinical research sites indicated that employees believe
such SOPs help increase diversity among study participants, as
well.

Take a systematic approach
But to successfully improve diversity and inclusion, an organization must take a systematic approach, linking diversity
efforts to the overall business and growth strategy. Diversity
and inclusion should be a clearly defined priority, like any
other business goal, Bruce and Trenowden said. This includes
establishing clear roles and responsibilities, along with a governance structure for ensuring accountability.
Diversity, equity and inclusion must be integrated into all
organizational processes. Icon quoted David Thomas, professor of business administration at Harvard Business School,
saying that this allows diversity to “become a lens for looking
at, identifying, developing and advancing talent,” not just a
checkbox that a company must tick.
And the broader pharma industry seems to be taking
diversity and inclusion seriously. In a December 2020 report,
PhRMA listed four broad approaches that companies should
apply to improve the diversity of their staff. Although targeted
at pharma sponsors, these recommendations can be applied at
CROs and research sites, as well:
● Provide executive-level oversight of diversity and
inclusion strategies: The report pointed to a study by
Russell Reynolds Associates indicating that 47 percent of
companies included on the S&P 500 index have a chief
diversity officer or equivalent position responsible not
only for creating and implementing diversity strategies,
but also for leading efforts to collect diversity and
inclusion data across the company and for implementing
diversity programs and initiatives.
● Identify and create roles for additional diversity and
inclusion professionals: Analysis of job postings on
Indeed showed diversity and inclusion-related job

●

●

postings were up 18 percent in 2018 compared to 2017,
and 35 percent higher than levels from 2016.
Provide professional development to address biases:
Most PhRMA members surveyed provide diversity and
inclusion training. Engaging leadership is important to
advancing the cause of diversity; an analysis by Stanford
VMWare Women’s Leadership Innovation Lab found
that getting managers and executives involved from the
start is a pivotal step toward improved diversity.
Make use of employee resource groups (ERG): These
employer-recognized groups that share a common race,
gender, national origin, sexual orientation or other
diverse quality can provide an organizing framework
that allows the concerns and needs of those employees
to be effectively communicated with and acted upon by
management. Among the PhRMA members surveyed,
94 percent offer ERGs. Some companies ask these groups
to help address specific business challenges, whether
operational, strategic or concerning advancing diversity
and inclusion.

Speaking at the 2020 Pharmaceutical Executive roundtable,
Anne White, president of Lilly Oncology and senior vice president at Eli Lilly, emphasized the importance of diversity and
inclusion being an everyday focus.16 At Lilly, each executive
leader is responsible for an ERG to immerse themselves in and
become more appreciative and understanding of that group’s
journey.
“I have the very good fortune to be the sponsor of our LGBTQ community,” said White. “We’re doing a lot this year to
make sure we advance our agenda and our platform to be more
inclusive to that community. So that’s dedicated time that each
of us as a senior leader has to put into that community. It’s a
very rewarding experience and one that I prioritize.”

Provide access and support
Among the most-often-recommended steps to boosting
diversity at clinical research sites are increasing access to mentorships and making use of ERGs within individual organizations or research and healthcare networks.
Providing sufficient access, training and support for investigators in less-well-represented groups is also important, Igbinadolor and his coauthors said. For instance, many sponsors
and CROs only want to work with investigators who already
have substantial research experience; many doctors gain this
experience by working as sub-investigators on clinical trials
and taking advantage of mentoring opportunities.
see Staff Diversity on page 76
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Industry could foster more diversity among investigators
through events that both educate existing investigators and
provide networking opportunities for doctors seeking to get
involved in clinical research. These efforts could further be
supported by providing grants to research centers willing to
offer mentorship and sub-investigator opportunities to aspiring
investigators from underrepresented groups, they suggested.
Many clinical researchers report coming to the industry
via a mentor of some type. CSDD’s 2021 survey indicated that
most healthcare professionals involved in clinical research
credit mentors with making them comfortable with the overall
clinical trial process and with referring and screening patients
for appropriate studies. Additionally, they indicated that having mentors granted them greater access to clinical trials. In
fact, many healthcare professionals report they were first exposed to clinical research at the invitation of a mentor or peer.
“Our surveys have found mentorships are an important way
for people to first learn about clinical research” as a potential
career, agreed Maria Florez, CSDD research consultant, speaking at the ACRP 2022 conference earlier this year.17
However, studies also show Caucasian populations tend to
have more access to mentorship programs, she noted. Mentorship programs must be available to far wider swaths of the
population, speakers stressed. “From a recruitment perspective, mentor programs are very important and we have to make
it easy for more people to get involved in clinical research,”
Florez said.
CSDD agreed that access to mentors is not consistent across
racial, ethnic or other groups. While 42 percent of White
professionals said they became involved in clinical research
via a mentor, only 30 percent of people of color had the same
experience. Among the latter group, 13 percent indicated they
became involved in research by proactively contacting sponsors; just 6 percent of White professionals took that route into
a research career.
“Expanding exposure to clinical research opportunities to
all medical and allied health professionals can lead to greater
overall staff participation in clinical investigation,” CSDD
suggested when reporting results from its 2022 survey. “Our
results … highlight a disparity in access to mentors in clinical
research and the benefits that accompany such connections.
Mentorship and other research socialization programs are
therefore expected to be effective in increasing overall and
[Black, indigenous and people of color] (BIPOC) staff participation in clinical research.”
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In one example, Challener noted that Takeda Pharmaceuticals established an internal mentorship program that has
played an increasing role in attracting and retaining top female
talent. The company is also active in industry groups working
to advance women, including the Women’s Unlimited Program and the Healthcare Women’s Business Association.
Professional outreach efforts can be valuable in the effort
to provide mentorships, especially those targeting junior
researchers, doctors and nurses interested in clinical research
and STEM students. For instance, Icon referenced in a blog
post the Research Education Program to Increase Diversity Among Health Researchers (REPID) at Michigan State
University, which aims to prepare students from underrepresented groups to pursue health research careers. The program, also supported by NIH and the National Heart, Lung
and Blood Institute (NHLBI), provides an online introductory course plus a 12-week, hands-on research experience
program.
The NHLBI also funds the Program to Increase Diversity among Individuals Engaged in Health-related Research
(PRIDE) initiative, intended to increase the number of working scientists and researchers from underrepresented groups
in the biomedical sciences. PRIDE offers hands-on education
and skills training, along with individual mentoring, to junior
researchers.
In 2019, ACRP’s Partners in Workforce Advancement
(PWA), a collaboration of clinical trial sponsors, research
organizations, sites, academic institutions, NIH and the FDA,
launched an innovative pilot project called Find Your Element,
a digital media campaign to raise awareness of the clinical research profession among a diverse population of students. This
program aims to diversify the clinical research workforce over
time by making a broader range of students aware of career
opportunities in the clinical research sector.
It’s important to remember that minorities in research staff
are also minorities when graduating from medical and nursing
schools, Liz Beatty, chief strategy officer at Inato, noted in a
recent Outsourcing Pharma article.18 According to the Association of American Medical Colleges, 54.6 percent of medical
school graduates in 2018-2019 were White, with 21.6 percent
Asian, 6.2 percent Black and 5.3 percent Hispanic. And the
American Association of Colleges of Nursing broke down the
population of graduating nurses in a 2017 study as 80.8 percent
White, 6.2 percent Black, 7.5 percent Asian and 5.3 percent
Hispanic. These numbers alone can pose a hiring barrier if
there isn’t sufficient outreach and support from the research
community, she said.
see Staff Diversity on page 77
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Track and report efforts
Another critical step in creating a more inclusive workplace is
to provide a data-driven approach to efforts to strengthen diversity and inclusion, PWC’s Bruce and Trenowden said. Embedding
diversity and inclusion into the leadership imperative will help ensure fairness and transparency, as well as spurring executives and
managers to oversee an inclusive culture using progress tracking
and reporting based on organization-specific metrics.
Education is just one prong in an effective diversity and
inclusion program, Minhas agreed. Organizations also need
to make sure they integrate diversity and inclusion practices
as a measured key performance indicator. Analyzing this data
can help organizations better understand their performance in
diversity and inclusion; graphs, charts or other visual presentations can be helpful to communicate this information across
the organization.
Pfizer, for instance, began reporting social performance
metrics in its 2020 annual report, according to a report in S&P
Global Market Intelligence.19 The pharma giant’s goal is to have
women make up 47 percent of staff at the vice president level
and above by 2025, up from 38 percent in 2020. The company
also committed to increasing minority representation at the
vice president level from 19 percent to 32 percent in the same
timeframe.
“How does one know there is a problem when one does not
measure it? How does one know there is improvement if there
are no metrics to track over time?” CSDD asked in its May
2022 paper. “While tracking personnel data, such as turnover
statistics, is vital, such statistics would be well-paired with antecedent indicators that can help predict and prevent the loss
of diverse talent.”
Servier’s Lee, who has worked for big pharma at Novartis,
Baxter and most recently Shire, has seen the challenges of data
measurement, especially when an established system needs
to be overhauled. His strategy when moving to Servier was to
start data tracking upon hiring as the company built up new
teams, he told the Pharmaceutical Executive roundtable. In addition to categorizing people by traditional demographics, the
company also asked questions to understand employees on an
individual basis to see what has shaped their lives. This brings
an added layer of diversity of thought to the organization.
“When you can start anew, I think it’s a lot easier,” he said.
“At Servier Pharmaceuticals, we have 60 percent women, 54
percent of our leadership are women, and less than 50 percent

of our workforce is White. When you are conscientious about
building it and knowing the data as it comes in, you can make
tweaks to designing an organization.”
The efforts to gather data on how inclusion programs are
working don’t have to be onerous.
Asking simple questions, such as whether employees feel
that diversity, equity and inclusion are important and whether they feel that the company is transparent in communicating the importance of those things, can be very revealing,
Chip Clark, president and CEO of Genocea Biosciences, said
at the December 2020 Pharmaceutical Executive roundtable
on diversity and inclusion. Clark said he has asked those
questions at Genocea and has been able to track development
of those areas over time to ensure that the company is, in
fact, operating the way it wants to.

Develop comprehensive inclusion programs
Pharma sponsors have begun taking these suggestions on
board in recent years, developing diversity and inclusion programs aimed at increasing representation of different groups. For
instance, PhRMA’s 2020 report indicated that about 89 percent
of member companies surveyed conduct training for employees
on subjects such as unconscious bias, learning from different
perspectives, understanding cultural biases and anti-racism.
For instance, Johnson & Johnson (J&J) recently partnered
with Harvard professor Mahzarin Banaji, an expert on unconscious biases, to create and deliver training called “Introduction to Managing Unconscious Bias,” which explores how
blind spots are created and how to identify and correct them.
As of 2019, 95 percent of J&J managers and more than 85 percent of all employees had completed that training.
Pfizer now requires companywide training on topics such
as racism, conscious and unconscious bias, and bystander
responsibility. The company also redirected the recruitment
process for summer interns, resulting in 67 percent of student
interns coming from disadvantaged or underrepresented
groups.
Pfizer also provides several equity-focused internal programs, including “Becoming an Inclusive Leader” workshops
to address racism and unconscious biases among company
leadership.
Similarly, Sanofi last year held a “Challenge Your Bias
Marathon” in which employees shared their experiences with
stereotypes and how they overcame them.
“Sharing stories helps people relate to one another and
understand each other’s obstacles,” Minhas commented. “As a
see Staff Diversity on page 78
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result of these workshops and programs, both employers and
employees can become more thoughtful in their workplace,
leading them to be more empathetic in their behaviors towards
one another.”
Merck, Alkermes and Boehringer Ingelheim also provide
similar types of training, while Novartis has changed its global
hiring guidelines to increase the gender and racial/ethnic
diversity in leadership and across the organization, PhRMA
reported.
While training aimed specifically at addressing conscious
and unconscious biases, anti-racism and other issues tied to
diversity and inclusion is important, research organizations
should keep in mind that all training can include features
that promote diversity and challenge implicit biases. But both
general operations training and that conducted for specific
protocols can be designed to ensure that diversity and inclusiveness are priorities.

Execute meaningful training
Diversity and inclusion must be part of any training, not
limited to individual workshops conducted in a vacuum
because it is possible to unwittingly introduce unconscious
bias in people, said Mary Beth Panagos, simulation producer
at Pro-ficiency, which provides simulation-based training for
clinical trials, in a Clinical Leader article.20 If a training video
shows only White Americans, for instance, it might be easier
to dismiss someone from Bangladesh.
Minhas agreed that a brief instruction in workplace bias is
not sufficient to initiate real change. Continuous education of
unconscious biases is necessary to ensure that individual and
systemic bias doesn’t shut out research staff from underrepresented populations.
Panagos pointed out that there are many indicators of
diversity beyond the commonly considered race and sex. Age,
gender, sexual orientation, ethnicity, socioeconomic status,
geographical location and body type are among the many
metrics that can and should be considered. In addition to
representing diverse professionals in both research staff and
patient positions, training programs can take care to represent
circumstances that may be considered nontraditional, such as
a father, rather than a mother, taking a daughter to a doctor’s
visit or a Black person in a position of authority.
“If you see it, you remember it,” Panagos explained. “You are
looking out for it.”
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To embrace diversity among neurodivergent people and
among those with different learning styles, training can also
be designed to present different types of learning experiences
simultaneously, Pro-ficiency’s Natalie Rosen noted in the
Clinical Leader article.
And diversity in the training design team helps ensure that
the training is designed with diversity and accessibility from
the outset, she added. For example, by using training that is
designed to serve a neurodiverse population, a research site or
pharma company can provide training that will work well for a
variety of learning styles among neurotypical people, as well.
Pro-ficiency’s simulation-based training, for instance,
provides information that is read, heard and seen, Rosen
explained. This ensures that all learners can remain engaged
throughout the training program.

Expand diversity efforts beyond the lab
In addition to providing specific training in diversity and
inclusion, many companies are also looking at their supply
chains to ensure that diversity is part of the entire drug R&D
process. For example, J&J plans to spend $4.5 billion with suppliers considered small and diverse, a 20 percent increase from
2020 spending.
Genentech has also devoted $1 billion to partnering with
diverse suppliers, defined by the company as organizations
whose employees comprise more than 50 percent of people
who are Black, Hispanic, disabled, LGBTQIA or members of
other underrepresented groups, according to the S&P Global
Market Intelligence article.
Bristol Myers has, likewise, committed to spend $1 billion by
2025 with Black- and diverse-owned businesses, according to
the company's annual report. The company also aims to double
Black and Hispanic representation at the executive level.
Challener said that ensuring supplier diversity can help
companies have a wider impact in their communities, which
can ultimately benefit research efforts; if patients have a more
favorable view of a drug sponsor or research site as part of
their community, they may be more likely to participate in a
clinical trial.
Government and trade groups are also providing leadership and tools in the diversity area. In 2019, for example, trade
group BIO released a diversity and inclusion toolkit as part of
its “Right Mix Matters” campaign, aimed at improving gender,
racial, ethnic and LGBTQIA diversity in all leadership positions throughout the biopharma industry. That toolkit includes
a diversity and inclusion dashboard that provides graphical
see Staff Diversity on page 79
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means for presenting diversity data, along with statistics to
support the value of such efforts.
NIH in February 2020 launched its UNITE program, intended to identify and address structural racism within both
NIH-supported research projects and the greater scientific
community. This program facilitates research to identify opportunities, make recommendations, and develop and implement strategies to increase inclusivity and diversity in science.
And ACRP’s Diversity Advisory Council aims at providing strategies for research sites to recruit and retain clinical
research staff from underrepresented groups. To this end, the
council is striving to raise awareness about clinical research
as a career at colleges and universities and offering mentoring
opportunities.
These activities make it clear that diversity is and will
remain a priority for drug development and clinical research.
Driven by both regulatory demands and the expectations of a
younger workforce, sponsors are seeking not only to diversify
their own workforce, but also to put a premium on suppliers
and contractors who demonstrate the values of diversity and
inclusion. It is not unreasonable to expect that they may soon
begin to demand greater staff diversity at the research sites
chosen to conduct their clinical trials.
And the clinical research industry — already cognizant of
how critically important a representative study population
is — is well-poised to meet such demands. Many of the approaches being put in place at pharma companies and CROs
can be equally applied at research organizations, improving not only sites’ ability to better provide and interact with
diverse patient populations, but also their potential attractiveness to future clinical trial sponsors.
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the community and its members and often involves partnerships and coalitions that help mobilize resources and influence
systems, change relationships among partners and serve as
catalysts for changing policies, programs and practices,” the
NIH website’s community engagement page notes.
CBOs are the heart of effective community engagement.
Community engagement activities in one research study that
partnered with CBOs and other community stakeholders increased rapport with the target population (in this case, Black
women affected by HIV), reported Rondalya DeShields of
the department of medicine at Rutgers University New Jersey
Medical School and colleagues from several leading academic
medical centers. Writing in Progress in Community Health
Partnerships, the group noted that by engaging 56 CBOs, study
sites enrolled 2,099 women over 14 months and had a final
patient retention of 94 percent.2
“Lack of meaningful CBO engagement may represent a
missed opportunity, as these organizations are often embedded in the community and have an in-depth sociocultural
understanding of the individuals and populations they serve,”
wrote Etsemye Agonafer of Kaiser Permanente Bernard J.
Tyson School of Medicine and her coauthors from other area
academic medical centers and local community organizations
in BMC Public Health.3
Sponsors and CROs have begun taking action to engage
CBOs, as well. Parexel, for instance, earlier this year launched
a Community Alliance Network aimed at better integrating
clinical research into the community healthcare setting. The
goals of the program include not only increasing diversity in
Parexel’s clinical trials but providing better-targeted health
services to patients. CVS Health and integrated research organization Javara are early members of the network.
“The traditional research delivery model does not effectively
connect the majority of patients to clinical trial opportunities
as part of a patient’s routine healthcare experience, and as a
result, only a small percentage are currently aware of research
as a potential care option,” said Jennifer Byrne, Javara CEO, in
a Parexel press release announcing the program.4
The CRO DSCS Sweat Equity & Investments (DSCS CRO)
partners frequently with educational institutions to conduct clinical trials using a community-based approach. Dan Sfera, CEO of
DSCS CRO, said in a Medium article that this approach can help
research institutions compete for NIH and comparable clinical
research grants.5 Additionally, some industry sponsors also place a
high value on research facilities that have strong community ties.
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Collaboration with primary care and specialist doctors
within target communities can also help a research facility
both tailor current clinical trials to the community and its
needs and fuel future research opportunities, Sfera added.
Government institutions are getting involved, too. NIH has
established the All of Us Research Program, which aims to
boost better patient engagement and diversity through strong
CBO partnerships, especially with groups comprising traditionally underrepresented populations, including Black people,
indigenous populations, members of the LGBTQIA community, women, rural residents and disabled individuals.
The program focuses on smaller organizations that have
deep relationships with people of a certain locality, region or
population. It uses a competitive award process that considers factors such as a research organization’s track record of
community engagement, its partners and the communities it
engages, Justin Hentges, the chief financial and management
officer and acting chief engagement officer for the All of Us
Research Program, told Patient Engagement HIT.6

CBOs benefit participant recruitment and diversity
For decades, researchers have looked to CBOs to help
identify and make contact with patients to aid in recruitment,
particularly of minority or other less-well-represented patients
or those that must meet very narrow inclusion criteria. And
this is likely to remain an important part of CBO partnerships
with research institutions.
For industry sponsors, in particular, community-based
clinical trials can help with patient recruitment and diversity,
two areas where clinical trials tend to struggle, according to a
Florence Healthcare blog post.7 CBOs in Black, indigenous and
Hispanic communities, as well as those that serve the elderly
and LGBTQIA people are especially valuable to address these
two challenges.
Speeding recruitment is especially important, as 80 percent
of trials experience delays due to recruiting difficulties. And 85
percent of clinical trials fail to meet recruitment goals, according to the post.
“If sponsors want to accelerate their recruitment timelines
and ensure their trials represent the population, they need
to reach the 70 percent of patients who don’t live near major
academic medical centers,” according to the post.
And CBOs certainly play a role in this area, as well as in
providing advice to aid researchers in retaining patients that
do enroll in trials. But there are many more benefits of engagement with CBOs.
see Community-based Organizations on page 81
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Relationships with CBOs can help increase patient diversity,
an ongoing concern for research sites and sponsors alike, as
Bobby Clark and Ronnie Tepp reported in Stat.8
For instance, ProPublica has examined an extreme underrepresentation of Black patients in clinical trials for cancer
drugs, even for studies involving a type of cancer that disproportionately affected that group. And even reporting on race in
cancer clinical trials is infrequently done, despite the fact that
Blacks and Hispanics are consistently underrepresented in trials that led to new cancer drugs gaining FDA approval.
“These failures have significant scientific and financial
costs,” Clark and Tepp wrote. “Failing to recruit enough
participants can jeopardize the results of a trial that has been
designed to answer a specific research question by recruiting a
specific number of participants. It also raises ethical questions
about the risks and benefits for patients who volunteer for trials that cannot be completed as intended.”
Government entities, including NIH and the FDA, have also
stressed the importance of increasing diversity in clinical trial
patient populations.
Longstanding relationships with CBOs can boost enrollment diversity by building community trust in academic
and scientific institutions and increasing receptivity to study
participation among groups who have been wary of clinical
research, Patricia Rodrigues Espinosa, associate director for
the Office of Community Engagement at Stanford University,
said during a Stanford webinar.9
Among the types of information a CBO can provide about
a target community are the best forms of recruitment and data
collection, along with the most effective ways to conduct the
interventions necessary for a study, University of Miami School
of Nursing and Health Studies researchers, led by Oluwamuyisa
Adebayo, emphasized in a Health and Social Care in the Community article.10 Based on that information, along with clear identification of the community’s needs, the CBO-research organization
partnership can correctly assign roles to research staff and CBO
personnel, as well as identifying resources available to each.

CBOs aid in trial design, logistics and more
Engaging the community and recruiting diverse populations is one of the major benefits of CBO partnerships. But
recruitment is only the beginning.
CBOs, for example, can help improve research design and
effectiveness, Espinosa added. This can include pointing out

logistical or other challenges that might make parts of a study
difficult for patients or patient risk factors that could affect
compliance with the study protocol.
For instance, with 70 percent of patients living more than
two hours from the nearest academic medical center, many
potential participants are left out of studies due to logistical
considerations.
Community-based trials can help address this problem by
providing space for smaller local sites to supplement larger
centers, according to the Florence Healthcare post. Patients can
visit their personal physician or local pharmacy between occasional visits to the main site. When participants do need to visit
the main site, CBOs can provide logistical help, such as access to
ride-hailing services or other modes of transportation.
CBOs can also help address risk factors that could affect
patient compliance with a protocol or impact data quality,
University of Miami researchers noted in Health Affairs.11
These include issues such as self-care, environmental hazards,
social support or protection, mental health services and help
with medication management.
Among the critical information that CBOs can provide is
a better understanding of how patients in a particular group
prefer interactions. Some priorities described by the CBOs that
Agonafer’s team surveyed included establishing eye contact,
engaging in casual conversation before procedures or interviews and a consistent nonbiased approach. Patients who are
comfortable with research staff are more likely to be compliant
and provide more complete information.
This input can help improve both the feasibility and acceptability of study designs and logistics within the target communities, Lisa Goldman Rosas, assistant professor in the department of epidemiology and population health at Stanford, said
during a university-sponsored webinar.
Thus, by helping to ensure that clinical trials are culturally and socially relevant to the target population, CBOs can
also help ensure the validity and reliability of study measures,
Rosas added.
Researchers must be open to learning about community
needs, Leslie Boone emphasized in a guide on the Trial Innovation Network website.12 For example, in some communities,
it may be necessary to provide evening and weekend hours for
patients to make required trial visits to a site.
CBOs can also provide critical input into making sure
sample informed consent forms are adapted appropriately for
local use, as well as helping to develop other study-related materials, DeShields et al. said. CBOs can participate in protocol
training and regional workshops, as well. They also can help
see Community-based Organizations on page 82
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research facilities monitor any emerging community issues
while a study is ongoing.
Once a clinical trial is underway, CBOs can continue to
provide researchers with important information about study
participants. For instance, CBO representatives may become
aware of social determinants of health challenges — such as
food or housing insecurity, transportation barriers or family
problems — a patient is facing that could interfere with that individual’s ability to comply fully with study requirements. The
CBO may have suggestions or be able to address some of these
problems, as well as bringing them to the attention of investigators, research nurses or other appropriate study personnel.
This kind of information can also help to guide more than
just the current study, Rosas pointed out. Information that
CBOs have about their communities and what patient needs
are most pressing can lead to ideas for future research.
“One particular research project might be the impetus for
engaging with a community, but that community might also
be able to help identify the next research topic,” she said.
And finally, research sites relying on government or other
grants to fund their clinical trials may find that CBO involvement is mandatory to qualify for grants. Some organizations
that provide funding for clinical trials are starting to require
CBO involvement as a condition of grant approval. Rosas
noted. For example, the National Center for Advancing Translational Sciences requires CBO involvement for all of its Clinical and Translational Science Awards. Similarly, the National
Cancer Institute will not designate a facility as a comprehensive cancer center without CBO engagement activities in place.

Obstacles to research-CBO partnerships
Developing effective working relationships with CBOs does
come with some challenges, Espinosa noted. First and foremost, research organizations must invest considerable time
and energy — and possibly some money, too — to build functional relationships. Any relationship has highs and lows and
stumbling blocks. Main challenges fall into three groups:
● A CBO’s mission and the community’s priorities don’t
match research goals;
● A CBO has limited resources, including staff time and
capacity;
● A CBO lacks the budget and other resources to
participate; and
● A CBO lacks experience with research.
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Funding is always a concern for community-focused research.
“Robust and ongoing funding, from both public and private
sources,” is necessary to ensure community members, including
local clinicians interested in participating as investigators, have
the time, training and financial and logistical support to do so,
FDA Principal Deputy Commissioner Janet Woodcock and her
coauthors wrote in the New England Journal of Medicine.13
Similarly, CBOs may require financial assistance for community outreach related to clinical research. Some may also
require reimbursement for participation in some advisory,
recruitment or other roles. Few clinical trial budgets, however,
include any line items for this sort of activity.
A related concern lies with the responsibility and power
delegated to CBO partners. In general, sharing of power is an
important element for community-based participatory research (CBPR). Treating CBOs as equal partners — including
reimbursement or cost-sharing where appropriate — opens
access to more of the potential resources over a longer period
of time.
Power imbalance can become a deterrent to community
engagement, according to Adebayo. The relationship dynamics between a CBO and a scientific or academic institution
can make or break a partnership. In short, researchers should
make sure that CBOs are treated as equal partners; that can
include fair remuneration given where appropriate.
But power-sharing “also presents some challenges,” according to Cheryl Byers, vice president and principal of Advarra’s
institutional research center of excellence. “Academic researchers have the name recognition, expertise and reputation
to receive funding for projects aimed at improving health
outcomes in a community. Community leaders have access to
the participants and the expertise to promote community capacity. All parties must share the power equally for the benefit
of the community.”14
And any products or tools developed as a result of the research should also be shared equally among all stakeholders,
she added.
IRB interaction is another often-underappreciated component of CBPR, according to a Clinical Research Times article.15
Coordination of patient protection activities, including clear
definition of roles played by research facility staff versus CBO
workers is something that must be addressed to avoid problems with the IRB, for instance.
“While the protection of human subjects is the responsibility of all organizations who are engaged in human subjects
research, the coordination of research protection activities
and the responsibility for IRB review typically falls to the
see Community-based Organizations on page 83
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academic institution,” according to the Clinical Research
Times article.
That also means that training in human subject protection
requirements is important for CBOs that will be participating
in any patient protection activities. Many research organizations may provide this training internally and can offer it to
CBOs, as well. This training can also be accessed through
groups such as the Collaborative Institutional Training
Initiative (CITI) or the NIH. Each research institution should
decide the best way to provide this training to CBOs based on
the individual communities and circumstances.
Involving people outside the institution, including CBOs,
often requires consideration of additional human subject
protection steps to gain IRB approval for the research, the
Medical University of South Carolina said in a guide to
community-engaged research on its website.16 Examples could
include community members’ completion of CITI training
in the subject or having community organizations apply for a
certificate of Federal Wide Assurance. Examples of activities
by CBO personnel that could be of concern include:
● Obtaining data about study participants through
interaction with them;
● Obtaining identifiable private information about or
identifiable specimens from study participants, even if
not interacting directly with them; and
● Obtaining informed consent from patients for the
research.
Steps taken to ensure patient confidentiality may also be of
special concern in CBPR, the Clinical Research Times authors wrote, especially if CBO workers might have access to
confidential research information about people in their community. The protocol should address “the likelihood of this
situation to occur, the sensitivity of the data available to the
research staff and the measures that will be taken to minimize
these risks,” they advised.
The protocol should also include a plan for how CBPR staff
will be supervised while in the field; a single training session
will not be considered sufficient, according to the Clinical
Research Times authors.
And IRBs play a role, as well. When reviewing trials
involving CBOs, IRBs should make sure to include members
with similar expertise, Byers advised. IRBs must work closely
with researchers to understand their needs and the needs
of patients as gleaned from CBOs, while ensuring patient
protection.

Strategies for successful CBO partnerships
Effective CBO partnerships begin with an understanding of
two foundational principles of community engagement.
The first key principle is awareness of and sensitivity to
cultural and social differences, Gary Hickey et al. wrote in
Frontiers in Public Health.17 For example, “In Pakistan and
Bangladesh, engagement of women in research can be challenging but is overcome by having dedicated facilities (or
sessions) for women, where they are seen by female-only staff.
In contrast, in Sri Lanka, engagement of men is harder, as they
place their main focus on their employment. We overcome
this by adopting approaches that more actively engage with
men, approaching employers to release their workers for health
assessments/interventions, and by making sessions outside the
working day.”
Even within a single country, local cultural norms and
customs need to be understood and addressed to ensure a successful clinical trial, and this is an area where CBOs can have
an enormous impact.
The second key principle, according to Hickey et al., is
ensuring that the community has a sense of ownership of the
research and its outcomes.
“To ensure long-term, sustainable change, the local community has to voice the local concerns and participate in defining
the healthcare challenges. In turn, we aim for communities to
develop a sense of responsibility and ownership of the solutions,” they wrote.
Adopting these principles means research sites will have
to deviate from some traditional research activities, Espinosa
pointed out during the Stanford University webinar. It’s commonly accepted, for instance, that patient and community
representation in study design and protocol development must
be part of community-based research. This can include patient
recruitment and retention strategies as well as input into study
design elements that will be more palatable and/or practical for
the target population. But other changes are also necessary.
For example, CBOs can provide researchers with valuable
input on the measurement instruments used in a study targeting a particular population. These should be selected based on
their successful testing and use in similar populations, rather
than simply adopting or adapting measurement instruments
from other studies and testing them primarily with analytic
methods, Espinosa suggested.
CBOs can also help researchers with the interpretation, dissemination and translation of findings to both the academic
world and the local community, instead of researchers reporting
see Community-based Organizations on page 84
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findings from statistical analysis in peer-reviewed journals and
other academic venues without special consideration for the
community.
And these relationships can affect future research, as well.
While the traditional approach starts with a problem identified
by a researcher, sponsor or grant-provider, problems of interest
or relevance to an individual community may arise out of a
strong CBO relationship.
With those principles in mind, research sites can employ
four key strategies to begin developing CBO relationships that
will stand the test of time, Espinosa said.
1. Make use of interviews with community members and/or
focus groups in the initial stages of this work. This is true
for a specific clinical trial or as a general effort to boost
community engagement.
2. Involve community organizations and/or key individuals
in recruitment and data collection.
3. Establish community and/or patient advisory boards for
a facility as a whole or for individual studies.
4. Share data and findings with the community — in a
way that is meaningful to and easily understood by that
community — at the end of each pertinent study to
promote future collaborations. Community events can be
a good way to do this.
“When a partnership is to be initiated, a meeting with key
persons in the CBO and research institution is the initial step
needed to identify the need and goals for the partnership,”
Adebayo et al. advised. “These should align with the vision and
the mission of the CBO as well as the services they provide to
their target communities.”
For example, a CBO that focuses on services for HIV-infected youth would not be a good choice to effectively engage in a
partnership aimed at reducing stress levels in elderly women.
Thus, input from the CBO is necessary to clarify the end goals
of a partnership as well as the purpose, methods and expected
outcomes.
Other strategies to grow a network of useful CBOs include
developing relationships with CBOs and community leadership around health education, which can include the quality of
care provided through clinical trials, Boone suggested. With
input from these CBOs, research organizations can learn how
to present clinical trial information that complements the
values held by the people in the target community, such as access to care, social justice or the importance of contributing to
research, among others.
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Research organizations should follow these five simple steps
to help ensure the success of their CBO partnerships and to
make sure that they are able to make the most of the resources
available through the community groups:
1. Put sufficient time and energy into building relationships
with appropriate CBOs;
2. Ensure that engagement efforts are truly relevant to the
target community;
3. Make use of community advisory boards (CAB), either at
the site or the study level;
4. Consider crowdsourcing for input into community-based
research efforts; and
5. Make use of appropriate digital technology to reduce
burdens on patients, sites and CBOs alike.
Taking the time to carefully build transparent and trusting
relationships with CBOs and the communities they represent
is arguably the most important step. It’s important to remember that results may not be instantaneous.
Espinosa recalled an individual who was doing outreach
to small, rural towns in an effort to increase enrollment into
safety nets, to address food insecurity and other issues. One
town provided feedback that they didn’t have need for those
programs but did need roads; this town had only one road in
and out, leading to concerns around fire safety and emergency
medicine access. The public health official helped them work
on ways to address that concern. Years later, the town contacted that person to express interest in enrolling in the programs.
Research facilities may see similar patterns.
“You need to look at it as a long-term relationship,” she said.
“You have to take the time to build trust and incorporate feedback from the community.”
And during this time, researchers must make sure to
listen to feedback they get from the CBOs with an eye toward
ensuring that their research efforts are actually relevant and
meaningful for the target communities. For example, Rosas
said that when Stanford began working with community
groups to raise awareness about breast cancer in the Black
community of Alameda, Calif., including information about
clinical trials, the university began by providing CBO partners with small amounts of funding — around $500 — for
community events.
“They designed the events and we attended them,” Rosas
explained. “This helped us learn how the community engaged
within itself around this topic. Two years later, we have a collaborative research grant working on a project together,” with
one principal investigator from the community and another
from Stanford working together.
see Community-based Organizations on page 85
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“Don’t go out with a particular research project in mind;
go out around problems and look for solutions,” said Edward
Emmett, director of the University of Pennsylvania Center for
Excellence in Environmental Toxicology (CEET). Janet Weiner
and Jasmine McDonald, writing in an issue of Leonard Davis
Institute of Health Economics Issue Brief, said that CEET has
a partnership with the CBO Chester Environmental Partnership to address existing environmental health problems in the
community.18
Similar insight can be gleaned from Agonafer et al.’s survey
of 36 CBOs participating in the Whole Person Care-Los Angeles (WPC-LA) health initiative to get suggestions for improving partnerships within that program. WPC-LA is a five-year,
$1.26 billion initiative aimed at providing and coordinating
services for vulnerable Medi-Cal recipients. It focuses on six
high-risk populations — those experiencing homelessness,
justice involvement, serious mental illness, substance abuse,
complex medical conditions or barriers to a healthy pregnancy.
While the program is not directly related to clinical research, some of the challenges faced by the patients it serves
also may apply to some clinical trial participants, and the
feedback from the CBOs is applicable to any government- or
academia-community partnership, including those focused on
clinical research.
For instance, feedback included the importance of a holistic,
patient-centered approach to identifying problems and solutions specific to a given population. Other key points included:
● The importance of communication avenues free of both
barriers and redundancies; and
● Equitable partnerships with health systems that
incorporate the preferred holistic approach.
The manner in which patients can access clinical trials is
important. Agonafer et al. noted that CBOs have reported
that multiple entry points — such as walk-in clinic access and
street outreach — and continuous engagement efforts can better meet the needs of many patient groups.
One of the most visible and potentially useful community
engagement tools is the CAB. CAB members at clinical research
sites should not be paid staff members, DeShields et al. suggested. This helps ensure CAB autonomy and reduce the potential
for conflicts of interest to arise. In the program surveyed, all
CAB members received reimbursement for costs of participating
in the advisory process, such as transportation, meals and time.
“Although establishing a CAB is a vital component of community engagement, this method alone does not comprise a

comprehensive community engagement strategy,” DeShields et
al. cautioned. “Additional community engagement approaches
include planning with community input, increased and consistent communication to the community and study participants, providing community resources and involving minority
researchers.”
They also recommended providing training on health or resources available for their target communities, as well as supporting CBO-initiated events, either by attending or volunteering.
One of the more recent additions to community-based research is use of crowdsourcing to gather community input into
clinical trial designs. This method, used increasingly in digital
health research, typically involves a group of diverse individuals suggesting solutions to a given health problem and sharing
them with key stakeholders, including researchers, sponsors
and patients. This approach helps tailor a trial to the needs of
the target patient community, which improves acceptance and
compliance among participants.
Crowdsourcing is a feasible community engagement strategy, researchers at the University of North Carolina at Chapel
Hill wrote in Sage Journals, reporting results from a pilot
crowdsourcing program used to get community feedback on
an HIV clinical trial.19 The pilot included community feedback
on informed consent collected by presenting the study’s consent form as a series of interactive video modules screened at
an open public discussion. The videos involved three fictional
scenarios used to help gauge potential study participants’
thoughts on the informed consent forms and process.
The team also collected feedback on fairness and reciprocity in HIV clinical trials via an idea contest with both online
and in-person submission opportunities. The contest yielded
43 submissions. Overall, the clinical team found that the
crowdsourcing was useful for enhancing trial recruitment and
informed consent.
“Clinical trial researchers are encouraged to consider the
opportunities of implementing crowdsourcing to inform trial
processes from a community perspective,” they concluded.
“Promotional events can be conducted online using websites,
email dissemination, social media platforms, such as Facebook,
WeChat or TikTok,” Rayner Tan and other academic researchers wrote in Nature. “For example, TikTok users participated in
a crowdsourcing open call to identify a user-friendly medicine
bottle design for people living with Parkinson’s disease.”20
This approach has several benefits, including a higher potential
for innovation due to a more diverse range of people providing
input — not only patient and community representatives, but
interdisciplinary input from within the research community.
see Community-based Organizations on page 86
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“To mitigate limited participation from marginalized
subgroups as a result of individual and structural barriers,
strategies for engagement need to be sensitive to availability
and distribution of technology among participants,” Tan et al.
cautioned. “For example, framing the topic as broadly relevant
to key communities and allowing the use of audio and videoclips, images and texts or other artistic formats may enable
people to create a submission in their own way, including those
with disabilities.”
And finally, digital approaches need not be limited to
crowdsourcing efforts. Use of technology, including to decentralize trials and for digital qualitative research methods, can
also enhance community engagement with clinical research.
Technological implementations also let researchers access
data from digital interventions not attached to specific clinical
settings or activities, “including objective data on behavior or
biological measurements,” Tan et al. said.
It can be difficult, for instance, to connect with smaller research
sites and appropriate CBOs that exist beyond major cities, according to the Florence Healthcare post. Remote access technology
can help with this challenge, however, as it allows distribution of
regulatory documents and monitoring of study documents and
data to be done remotely. Regulatory help for staff unfamiliar with
clinical trials can also be provided remotely.
It’s important to realize that technology alone does not
guarantee equitable health outcomes, Tan et al. said, noting
that many people continue to be inadvertently excluded from
digital trial participation despite being digitally connected. But
digital technology can play a key role in some cases, such as
recruitment of marginalized people who live in rural areas and
may have trouble traveling to academic medical centers and
other sites. For these types of people, digital recruitment with
community organization involvement can be an important
part of patient recruitment, as well as trial design.
For example, they said, “a crowdsourcing approach to garner online community feedback on HIV clinical trial processes
saw participation from more women, more racial and ethnic
minorities, and more low-income individuals compared to a
traditional [CAB] approach.”

CBO partner types and models
When selecting partner CBOs, research sites have a host
of options to choose from. Patient advocates, disease-specific
support and information groups, local groups representing
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different racial groups, LGBTQIA people, women, the elderly
and disabled people, along with faith-based organizations, are
among the common CBOs that can be involved in communitybased research. These groups often include a mix of private and
government entities.
Examples of trusted CBOs that can serve as cost-effective,
proven resources for addressing the health-related social needs
of older adults and people with disabilities include agencies or
councils on aging and centers for independent living.
Woodcock et al. suggested that community clinicians are
another important group to be included. The need to meet recruitment goals and timelines can lead sponsors to repeatedly
use the same large sites and investigators, they wrote. Much
of government-sponsored research is also conducted at major
medical centers, as well. And these sites may serve some patients in their local communities but tend not to engage CBOs
or community clinicians.
But these groups and clinicians could be of major benefit
due to their dedication to and knowledge of the populations
they serve, particularly regarding health issues. Their established patient relationships allow for immediate trust and open
dialogue, Woodcock et al. suggested.
“Incorporating community clinicians into the clinical
research enterprise would also address accessibility challenges
faced by patients,” they wrote. “These clinicians are in the
same neighborhoods as their patients, who might therefore
face fewer difficulties with adjustments to work schedules and
transportation.”
Community clinicians can also add value to trial planning.
For instance, their insight into local patients can help ensure
that logistics and enrollment criteria are achievable for that
community and do not create additional barriers to study
participation.
And the number and type of CBOs selected for partnerships
— whether for a single clinical trial or as part of a broader
community-based research effort — can help research organizations determine how to design their CBO program. Weiner
and McDonald outlined three general models that can be used
to develop CBO partnerships.
For instance, the University of Pennsylvania provides an
example of a focused, single-theme collaboration between a
research center, the CEET, and a CBO, the Chester Environmental Partnership, created to address existing environmental
health problems in the Chester, Pa., community.
Another possible model is a targeted, area-based collaboration that involves a small group of well-established organizations in a community. The University of Pennsylvania’s
see Community-based Organizations on page 87
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Center for Community-Based Research and Health Disparities’ Triumphant Living Collaborative (TLC) is an example of
this model. TLC was established to create community-driven
research and programs aimed at reducing health disparities
among Black patients in West and Southwest Philadelphia
communities.
And a third model is a broad-based coalition that includes
a variety of formal and informal organizations. Rather than
focusing on a specific research project or working with select
groups known for health-related experience, this model begins
with an invitation to community organizations in a particular
region interested in community-based participatory research
at local academic institutions. The University of Pennsylvania
has a program in this category, as well — the Philadelphia Area
Research Community Coalition (PARCC), which comprises 22
organizations, agencies and programs. CBOs participating in
PARCC include faith-based organizations, a health promotion
council, a multipurpose social service agency, a federal health
center, a YMCA, three academic institutions and several small,
grassroots organizations.
In short, research sites may be sitting on a wealth of untapped resources, not only for patient recruitment and retention efforts, but also for support in clinical trial design and
implementation that can boost efficiencies and avoid study
delays. It is important for individual research organizations
to build relationships with CBOs that represent their local or
regional population, disease states they specialize in and other
possible target patient populations, particularly underrepresented groups.
But taking time and using other resources to build relationships with these CBOs and by listening carefully to their
feedback and advice, clinical researchers can ensure that their
trials start on time and run smoothly, with ample support
from their targeted communities.
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a. They had an equally high rate
of discrimination.

1.

4.

b. They are never aimed at White
research staff members.
c. They are not exclusively
perpetrated by staff
supervisors.
d. They do not include
assumptions about intelligence.
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c. Both small affinity groups and
groups with a broad mission
can be effective.
d. Only groups that include all
members of the research staff
can be effective.

b. It can improve innovation.
d. All of the above.

8.

e. Answers “a” and “b” only.
5.

b. It should only be offered to
neurodiverse employees to
avoid stigma.
c. It can unfairly disadvantage
neurodiverse employees.
d. It can unfairly advantage
neurotypical employees.

b. 15%.
c. 25%.
d. 35%.
6.

Which of the following
statements about mentorship
programs is true?
a. They are important tools for
identifying unconscious or
implicit bias.
b. They are consistently available
to racial and ethnic minorities.
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Which of the following
statements about multimodal
simulation-based training is true?
a. It accommodates and engages
all people’s learning styles.

How much more likely are
companies in the top quartile
for racial and ethnic diversity
to have financial returns above
the national median for their
industries?
a. 5%.

d. None of the above.

a. They are disproportionately
aimed at women of color.

b. Large groups with a broader
mission are effective.

Which of the following is a
benefit of greater staff diversity?

c. It can increase profits.

Which of the following
statements about effective models
for fostering diversity is true?
a. Small, exclusive employee
affinity groups are effective.

a. It can improve teamwork.

c. Statements or incidents that
are harmless to members of a
marginalized group but cause
workplace tension.

Which of the following
statements about
microaggressions is true?

7.

d. They had greater success
recruiting diverse participants.

a. Statements or incidents that
are overt but unintentionally
discriminate against members
of a marginalized group.

2.

d. They are most useful to
experienced research
professionals.

c. They had greater success
recruiting international and
local staff.

Which of the following best
defines microaggressions?

b. Statements or incidents that
are subtle or unintentionally
discriminate against members
of a marginalized group.

c. They are an effective way to
introduce people to a research
career.

b. Minorities were infrequently
given promotions.

Exams can be taken at any time for up to 13 months
after their issue date. Partial credits will not be awarded.
Once an exam is successfully completed, a certificate of
credits awarded will be available to view, print and save.

Staff Diversity

In a survey of site directors,
which of the following statements
was true about sites with higher
racial and ethnic diversity among
staff compared to sites with less
diversity?

9.

Which of the following is an
example of actions sponsors are
taking to ensure diversity?
a. Increasing contracts with small
and diverse supply companies.
b. Increasing pay for researchers
in underrepresented groups.
c. Requiring that a minimum number
of minorities enroll in studies.
d. Requiring that a minimum of 47
percent of site staff are women.

10. True or false: Many of the
approaches being put in place at
pharma companies and CROs
can be equally applied at research
organizations.

14. True or false: Because CBOs
understand their community’s
cultural and social norms, their
input can impact the validity and
reliability of study measures.

a. True.

a. True.

b. False.

b. False.

Community-based Organizations
11. Which of the following is the
best example of community
engagement activity?
a. Working with various
populations or affinity groups
to address their well-being.
b. Working with local politicians
to get funding for communitybased organizations.
c. Conducting public relations
and marketing campaigns
focused on local fundraising.
d. Conducting surveys of
potential clinical research
participants to aid recruitment.
12. Which of the following is the
best example of how CBOs can
improve patient compliance with
study protocols?
a. They can call patients to gather
research data.
b. They can pay patients to enroll
in studies.
c. They can host satellite research
sites that are accessible to local
residents.
d. They can ask local law
enforcement to ensure
residents get to the clinic.
13. How can CBOs support patients
enrolled in research studies?
a. They can address
environmental hazards.
b. They can help with medication
management.
c. They can offer participants
mental health services.
d. All of the above.

15. How do CBO partnerships help
researchers secure financing?
a. CBOs often donate large sums
to academic medical centers.
b. CBOs will often pay for
supplies and equipment used
locally.
c. CBOs partnerships are a
condition for some grant
funding.
d. CBO partnerships are a
condition for all grant funding.
16. Which of the following
statements about CBO
partnerships is true?
a. Researchers should not pay
CBOs for their services.
b. Researchers should treat CBOs
as equal partners.
c. Researchers should retain all
rights to the products or tools
they develop.
d. Researchers should
cede patient protection
responsibilities to CBOs.
17. True or false: CBO workers
should never have access to
confidential research information
about people in their community.
a. True.
b. False.
18. Which of the following best
describe the two key principles of
community engagement?

and habits that might impact
research.
c. Sensitivity to the economic
circumstances of communities
and offering incentives to
participate in research studies.
d. Sensitivity to tensions between
certain populations and
ensuring men and women are
recruited separately.
19. Which of the following is NOT
an example of a strategy to create
a long-term partnership with
CBOs?
a. Share data findings with
affected community members.
b. Hold focus groups and local
events, such as health fairs.
c. Engage only in community
activities that are directly
aligned with current research
goals.
d. Look for solutions to problems
that are outside of the scope of
current clinical research goals.
20. Which of the following
statements about using online
tools to connect with local
communities is true?
a. Online community feedback
can produce more diverse
participation.
b. Crowdfunding tools can
help raise money for clinical
research staffing costs.
c. Social media platforms, such
as WeChat or TikTok, are
unreliable tools.
d. Audio or other artistic formats
may exclude people with
disabilities.

a. Sensitivity to cultural and
social differences and ensuring
community ownership of
research and outcomes.
b. Sensitivity to geographic
borders of communities and
awareness of local customs
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