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QUESTION ASKED: What is the feasibility and utility of
the ASCO-Association of Community Cancer Centers
Site Self-Assessment (Assessment) to enable research
sites to (1) review internal data to assess racial/ethnic
disparities in screening and enrollment and (2) review
policies, programs, and procedures to identify op-
portunities and strategies to improve equity, diversity,
and inclusion (EDI) in clinical trials?

SUMMARY ANSWER: Most of the 62 participating sites
were satisfied with the Assessment (81%), reported
that it increased awareness about performance (82%),
and helped identify specific strategies (63%) to in-
crease EDI in clinical trials. Although most sites (65%)
were able to provide some of the requested aggregate
data on the number of patients who consented, only
two sites could provide all trial screening, offering, and
enrollment data by race and ethnicity.

WHAT WE DID: The Assessment was developed on the
basis of quality improvement principles with a goal to help
clinical trial sites record the total number of patients, by
race/ethnicity, who were screened for, offered, and en-
rolled in clinical trials. It was also designed to help sites
complete step 1 (plan) of the rapid cycle Plan-Do-
Study-Act by facilitating an internal assessment to gain
insights and identify strategies for improving EDI across the
trial continuum. After developing the Assessment, ASCO
and Association of Community Cancer Centers issued an
open call to research sites from across theUnited States to
apply to participate in a pilot study. Sites provided data (via
REDCap) about site and community characteristics and
completed the Assessment, which included two compo-
nents: part 1, Performance Assessment of EDI in Clinical
Trials and part 2, Assessment of Opportunities to Improve
EDI Performance. Sites also completed feedback surveys
immediately after completion of each section and an

overall feedback survey. The focus of the pilot study was
on patients who were Black and/or Hispanic/Latinx.

WHAT WE FOUND: The Assessment provided new in-
sights, increased awareness about site performance,
and enabled sites to identify specific strategies to in-
crease racial/ethnic diversity in oncology trials. Most
participating sites were unable to provide data on
screening, offering, and enrolling patients to trials by
race and ethnicity because they did not collect, or
routinely collect, such data or they had to compile the
data throughmultiple sources and/or manual extraction.

BIAS, CONFOUNDING FACTORS: There is high variability
across sites regarding processes, terms, and definitions
for clinical trial screening, offering, and enrollment—and
how data are collected, if they are collected. Because
most sites were unable to provide data on screening,
offering, and enrolling patients, we were unable to
perform some of the intended analyses. There were only
eight private practices that participated in the study,
which limits generalizability of findings to this setting.

REAL-LIFE IMPLICATIONS: An important step toward
assessing and enhancing EDI in trial participation is
documenting which patients are screened for, offered,
and enrolled into clinical trials. Without routine data col-
lection, research sites are unable to evaluate and monitor
whether their patients have equitable access to trials,
assess barriers, or establish benchmarks and measure
effectiveness of strategies to address disparities. The
overall lack of available screening, offering, and enrollment
data strongly points to a need for systematic, standardized,
and automated ways to capture data at each step in the
pathway to enrollment. The Assessment provided new
insights and increased awareness about site performance
and enabled sites to identify specific strategies to increase
racial/ethnic diversity in oncology trials.
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abstract

Clinical trial participants do not reflect the racial and ethnic diversity of people with cancer. ASCO and the
Association of Community Cancer Centers collaborated on a quality improvement study to enhance racial and
ethnic equity, diversity, and inclusion (EDI) in cancer clinical trials. The groups conducted a pilot study to
examine the feasibility, utility, and face validity of a two-part clinical trial site self-assessment to enable diverse
types of research sites in the United States to (1) review internal data to assess racial and ethnic disparities in
screening and enrollment and (2) review their policies, programs, procedures to identify opportunities and
strategies to improve EDI. Overall, 81% of 62 participating sites were satisfied with the assessment; 82%
identified opportunities for improvement; and 63% identified specific strategies and 74% thought the as-
sessment had potential to help their site increase EDI. The assessment increased awareness about performance
(82%) and helped identify specific strategies (63%) to increase EDI in trials. Although most sites (65%) were
able to provide some data on the number of patients that consented, only two sites were able to provide all
requested trial screening, offering, and enrollment data by race and ethnicity. Documenting and evaluating such
data are critical steps toward improving EDI and are key to identifying and addressing disparities more broadly.
ASCO and Association of Community Cancer Centers will partner with sites to better understand their processes
and the feasibility of collecting screening, offering, and enrollment data in systematic and automated ways.

JCO Oncol Pract 19:e581-e588. © 2023 by American Society of Clinical Oncology
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BACKGROUND

Clinical trials are vital for advancing cancer discover-
ies, yet fewer than 5% of patients with cancer par-
ticipate.1 Racial/ethnic diversity among participants is
important for generalizability of study results.2,3 Par-
ticipants are much less diverse than the population of
people with cancer,4 and patients who are Black or
Latinx remain consistently underrepresented.1-3,5,6

Although barriers to trial participation occur at multiple
patient, provider, payer, organizational, and system
levels, investigators failing to consistently offer trials to
patients remains a critical barrier.7 A recent systematic
review and meta-analysis reported that 55% of patients
eligible and offered trial participation accept with similar
acceptance rates between Black and White patients.8

Low participation rates of underrepresented racial/ethnic
populations are further compounded by low reporting of
race/ethnicity data.3 A 2022 analysis of 2 decades of US-
based trials reported that fewer than 44% report any

race/ethnicity data9—demonstrating the pressing need
to address this issue at the sponsor level, as well.

Several initiatives have developed tools to address as-
pects of recruiting patients from underrepresented
racial/ethnic populations for trials.10-16 Such tools are
often specific to a therapeutic area or type of research
program17; address patient-based barriers only18;
and/or are designed to raise awareness and educate
patients, providers, and/or communities.12,19-22 To our
knowledge, existing initiatives do not provide tools that
enable different types of trial sites to evaluate their
programs, policies, and procedures for equity, diversity,
and inclusion (EDI) and/or assess their performance in
EDI participation metrics collection, evaluation, and
monitoring along the continuum of clinical trial
screening, offering, and enrolling patients on trials.

ASCO and Association of Community Cancer Centers
(ACCC) collaborated on a multipart initiative to improve
trial site performance regarding enrolling patients from

Author affiliations
and support
information (if
applicable) appear
at the end of this
article.

Accepted on
November 29, 2022
and published at
ascopubs.org/journal/
op on January 11,
2023: DOI https://doi.
org/10.1200/OP.22.
00560

Volume 19, Issue 4 e581

http://ascopubs.org/journal/op
http://ascopubs.org/journal/op
http://ascopubs.org/doi/full/10.1200/OP.22.00560
http://ascopubs.org/doi/full/10.1200/OP.22.00560
http://ascopubs.org/doi/full/10.1200/OP.22.00560


underrepresented racial/ethnic populations and enhancing
diversity among clinical trial participants.23,24 The aim of the
ASCO-ACCC Site Self-Assessment Pilot Study was to evaluate
the feasibility, utility, and face validity of the Assessment
across different types of cancer clinical trial sites.

METHODS

ASCO-ACCC Site Self-Assessment Development

The Assessment was developed on the basis of quality im-
provement (QI)25 principles with a goal for sites to ultimately
employ a rapid cycle Plan-Do-Study-Act26 strategy. A research
design team, including ASCO and ACCC members, cancer
equity experts, statisticians, and research methodologists de-
veloped the methodology for the pilot study and evaluation of
the Assessment. The studywas overseen by aworking group of
the ASCO-ACCC Steering Group and informed by the ASCO-
ACCC Patient Partners Advisory Group, expert consultants, a
previousQI project in oncology,27 and a landscape analysis that
identified factors that influence performance outcomes related
to trial enrollment of historically underrepresented racial/ethnic
populations. The Assessment was designed to help clinical trial
sites record the total number of patients, by race/ethnicity, who
were screened for, offered, and enrolled in clinical trials. It was
also designed to help sites complete step 1 (plan) of the rapid
cycle Plan-Do-Study-Act by facilitating an internal assessment
to gain insights and identify strategies for improving EDI across
the trial screening and enrollment continuum.

Outcomes

The Assessment was evaluated for its utility (ie, its effec-
tiveness to measure performance, detect variability, ac-
curately discriminate between low- and high-performing
sites, and identify opportunities and strategies for im-
provement), feasibility (ie, whether research sites could and
would use the Assessment outside of the study, across
different domains, and a variety of site types), and face
validity (ie, appropriateness and comprehensiveness of the
Assessment components to improve EDI in enrollment for
underrepresented populations).

Study Population

ASCO-ACCC issued an open call to sites to apply to partic-
ipate in a Pilot Project that included two pilot studies: (1) this
Assessment pilot study and (2) an Implicit Bias Training
Program pilot study. Eligible organizations were based in the
United States and provided statements of interest and
support to increasing EDI in trial enrollment related to patients
from underrepresented racial/ethnic populations. Seventy-
five sites completed applications, and all were selected for the
pilot studies: 65 assigned to the Assessment and 50 to the
Training Program, with 40 assigned to both arms.

For each site, a primary point of contact was responsible for
obtaining insights from team members to complete the
Assessment and coordinating data collection and entry. Sites
received a modest stipend for study completion. The Pilot

Project protocol was reviewed by WIRB-Copernicus Group
institutional review board and deemed research exempt.

Data Collection

Sites provided data (via REDCap) about site and com-
munity characteristics and completed the Assessment,
which included two components (noted below). Addition-
ally, sites completed feedback surveys immediately after
completion of each section and an overall feedback survey
within one week after they completed the Assessment (via
REDCap). The focus of the pilot study was on patients who
were Black and/or Hispanic/Latinx.

Part 1: Performance assessment of EDI in clinical trials.
The performance assessment (Fig 1) enabled sites to identify
deficiencies across the trial screening and enrollment con-
tinuum. Sites were asked to enter data on the proportion of
newly diagnosed patients who were (1) screened for trials (ie,
general screen for suitable trials, screen for a specific trial, and
eligibility determination for a specific trial), (2) offered trials
(onsite and/or offsite), and (3) enrolled into trials. For each step
along the continuum, sites were asked to enter aggregate data
for newly diagnosed patients by select races/ethnicities (Black,
Hispanic/Latinx, and White) and for their overall patient pop-
ulation. It was anticipated that the COVID-19 pandemic would
have affected screening and enrollment; therefore, sites were
asked to provide aggregate 2019 and 2020 data.

Part 2: Assessment of opportunities to improve EDI
performance. Part 2 (Fig 1) was designed to assess po-
tential causes of low enrollment of patients from racial/ethnic
populations and identify opportunities for improvement. It
assessed factors that affect clinical trial screening, offering,
and enrollment, including institutional and/or site policies,
programs, and procedures; workforce; and availability of
suitable trials. It included seven domains (described in
Fig 1), including whether community populations have ac-
cess to site, site mission and leadership, availability of trials,
screening for trials, offering trials, supporting patient par-
ticipation in trials, and supporting patient retention in trials.
Thirty-six questions explored the extent to which respon-
dents agreed their site had a particular strategy in place that
addressed the needs of patients who are Black and/or
Hispanic/Latinx (Likert scale response options were
strongly disagree, somewhat disagree, neutral, somewhat
agree, and strongly agree). Respondents were asked to
provide specific examples of policies, programs, and pro-
cedures in place to document and clarify their responses.

Feedback surveys. Survey questions asked about satis-
faction (eg, ease of navigation, instructions, and accuracy
of findings), time spent, identification of new insights (eg,
gaps and opportunities for improvement, specific strategies
for improvement), desire to use or recommend the As-
sessment, perceived barriers/limitations, and whether the
Assessment included components that would enhance
enrollment of patients from Black and/or Hispanic/Latinx
populations. Responses generally consisted of five-point
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Likert scales (ie, satisfaction, agreement, or likelihood) and
space for comments and suggested revisions.

Data Analysis

Feasibility and utility were assessed through feedback survey
questions about satisfaction (eg, overall impressions, ease of
navigation, instructions, accuracy of findings, and time to
complete), identification of new insights (eg, gaps and op-
portunities for improvement and specific strategies for im-
provement), desire to use or recommend use of the
Assessment in the future, and perceived barriers and limi-
tations. Additionally, the availability of data was considered in
the evaluation of feasibility and utility of the Assessment.
Face validity was assessed with survey questions about
whether the Assessment included the right components
to lead to better enrollment of patients from historically
underrepresented racial/ethnic populations. Descriptive
analyses, including frequency distributions and cross-
tabulations, were used to summarize responses. Likert
scale responses were coded as ordinal (1-5), and means
were estimated with 95% CIs. Stacked bar charts were used
to show the racial/ethnic diversity of patient populations
across sites. Open-text feedback was summarized through
an informal qualitative analysis to identify common themes
regarding opportunities to improve the Assessment.

RESULTS

Participating Site Characteristics

Sixty-two sites completed the study (95% response rate),
representing a range of settings and practice types

(Table 1). Sites had medians of 46 clinical investigators
(range, 1-292), and 165 patients enrolled in trials annually
(range, 2-3,436), and two-thirds (68%) had more than
20 years research experience. Half of sites had $ 31
National Cancer Institute–funded (53%) or industry-funded
(50%) trials open for accrual.

The Data Supplement (online only) summarizes the racial/
ethnic diversity of patient populations reported. The Data
Supplement reports number of sites with screening and
enrollment measures and policies in place, including set-
ting goals for screening (55%) and enrollment (73%),
systematic screening process (53%), and collection of
objective performance data (61%).

Overall Impressions of the Site Self-Assessment

Most sites (81%) were satisfied with using the Assessment.
A majority (82%) reported that the Assessment identified
opportunities for improvements, 63% were able to use it to
identify a new strategy or change, and 74% thought it had
potential to help increase EDI in trials (Table 2). Most sites
reported they would use the Assessment if publicly avail-
able and would recommend its use to other research sites
(69% and 74%, respectively).

Part 1: Performance Assessment of EDI in Clinical Trials

Most sites (63%) reported satisfaction with Part 1, and 63%
agreed that collecting performancemeasure data would lead
to more diverse enrollment (Table 2). The median time from
beginning to completion of this portion was 120 minutes
(range, 7-870).

Part 1: Performance Assessment of EDI in Clinical Trials
a

Part 2: Assessment of Opportunities to Improve EDI Performance: Domains and Descriptions

DOMAIN 3

Availability of

Trials

DOMAIN 4

Screening Patients

for Trials

DOMAIN 5

Offering Trials to

Patients

DOMAIN 6

Supporting

Patient

Participation in

Trials

DOMAIN 7

Supporting

Patient Retention

in Trials

Programs,
resources,
outreach to
address barriers to
accessing site;
diverse workforce
meets needs of
community

Mission statement
and policies to
help ensure
equitable access to
and participation
in clinical trials

SOPs for selecting
inclusive trials and
partnerships with
other research
sites to broaden
trial portfolio

SOPs,
accountability
systems, and
trained workforce
to help ensure
every patient is
screened for a
trial

SOPs,
accountability
systems, and
effective
communication to
help ensure every
eligible patient is
offered a trial

Targeted
education,
resources;
workforce training
and accountability
systems to address
participation
barriers

Programs and
systems to support
patients through
trial completion;
SOPs to record and
address reasons
for discontinuing
participation

SCREENING FOR TRIALS

No. of patients screened for any trial

No. of patients screened for a
specific trial

No. of patients assessed for eligibility
for specific trial

OFFERING TRIALS

No. of patients offered trials onsite

No. of patients referred to trials
offsite

PARTICIPATION IN TRIALS

No. of patients enrolled in clinical
trialsb

DOMAIN 1

Patient Access to

Site

DOMAIN 2

Mission and

Leadership

FIG 1. Components of ASCO-Association of Community Cancer Centers Site Self-Assessment for EDI in Clinical Trials (Pilot Version).
aParticipating sites were asked to provide the number of patients for each item for patients overall, and those who were identified as Black,
Hispanic/Latinx, or White. bIt was not specified whether data should be for patients enrolled in trials onsite and/or offsite; sites may not have
access to whether patients consented to an offsite trial. EDI, equity, diversity, and inclusion; SOP, standard operating procedure.
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Most sites were unable to provide requested data on trial
screening, offering, and enrollment by race/ethnicity (Data
Supplement). Only two sites (3%) were able to provide all the
data requested at each step in the Assessment. Sites that
collected data did not do so routinely, and most (79%) had
challenges with data collection and had to compile through
multiple sources and/or manual extraction (40%-100%
across steps). Sites with missing data did not collect data at
all (36%-64% across steps), did not collect data in a sys-
tematic way (0%-29% across steps), or stated it would be
too burdensome to manually review charts to extract data
(12%-29% across steps).28 Some sites with available data
reported that their data were incompatible with the As-
sessment’s requirements (eg, their screening and enrollment
processes, terms, and/or definitions were different). Patterns

of data availability were similar across type and size of site
(Data Supplement) and for both 2019 and 2020.

Part 2: Assessment of Opportunities to Improve

EDI Performance

Most sites (76%) were satisfied with Part 2, and 63%
agreed that collecting the data would lead to more diverse
enrollment (Table 2). One-third (34%) reported challenges
with data collection. The median time to complete this part
of the Assessment was 120 minutes (range, 25-600).

Means were similar in hospital/health system and academic
practices across domains. Means for independent practices
differed for some questions, but sample size was small, and
we did not test for differences. Practices tended to disagree
that they have an organizational policy to just ask eligible
patients to participate, site-specific goals/strategies to in-
crease participation, prescreening standard operating pro-
cedures (SOPs) to match patients to trials, workforce training
policies for prescreening patients, accountability systems for
matching, and consenting patients to trials. Approximately
equal numbers of practices agreed/disagreed that they have
sufficient workforce to prescreen every patient for trials and
that implicit bias training is required for teammembers. Data
Supplement demonstrates mean responses (on the basis of
the ordinal values of one to five for the five response options,
with 95% CIs) for questions in each domain, by practice
type. Across all domains, there were few questions that
generally showed high levels of agreement.

DISCUSSION

The frequency of reporting race/ethnicity in trial manu-
scripts and reports and proportional racial and/or ethnic
representation in trials remain low.3 Documenting data
about the number and characteristics of patients screened
for, offered, and enrolled in trials is an important step to-
ward evaluating and improving EDI in trial participation.
This pilot study examined the feasibility, utility, and face
validity of a site self-assessment to enable diverse types of
cancer trial sites to review their policies, programs, pro-
cedures, and their internal data on trial screening, offering,
and enrollment with the goal of enhancing EDI in trials.
Participating sites responded favorably to the feasibility,
utility, and face validity of the Assessment and agreed that it
provided new insights and increased awareness about their
performance. Participating sites reported they would rec-
ommend the Assessment to other research sites if it were
publicly available.

Consistent with current estimations of the low frequency of
reporting on the number of participants by race/ethnicity,3,9

most sites were unable to provide the Part 1 enrollment
performance data because of access constraints, compat-
ibility challenges, and/or, lack of systematic data collection.
Participants provided contextualizing comments about
challenges in access to or compatibility of data such as,
“some data collected does not currently include

TABLE 1. Participating Research Site Characteristics
Site Characteristic No. (%)

Practice type

Academic center 38 (61)

Hospital/health system 16 (26)

Independent practice 8 (13)

Size of practicea

Small (, 1,200 new patients with cancer/year) 17 (27)

Medium (1,200-3,200 new patients with cancer/year) 22 (35)

Large (. 3,200 new patients with cancer/year) 23 (37)

Designationb

None 17 (27)

NCI-designated comprehensive cancer center 13 (21)

NCI community oncology research program (NCORP) 11 (18)

NCI-designated cancer center 10 (16)

Comprehensive cancer control program 6 (10)

Community cancer program 5 (8)

Minority-underserved NCORP site 5 (8)

Veterans affairs cancer program 1 (2)

Others 3 (5)

Geographic region

South 32 (52)

Midwest 14 (23)

Northeast 9 (15)

West 7 (11)

Type of area

Urban 47 (77)

Suburban 11 (18)

Rural 3 (5)

NOTE. N 5 62.
Abbreviations: NCI, National Cancer Institute; NCORP, National

Cancer Institute Community Oncology Research Program.
aSize proxy was annual number of new patients per year (median,

2,295; range, 100-37,000).
bSites could choose more than one.
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race/ethnicity,” or “the order of the steps doesn’t correspond
to the way we operate at our cancer center.” The data were
also burdensome to compile manually for some sites and
required a considerable time commitment, suggesting a
prospective and systematic data collection approach is
needed to avoid manual, retrospective chart review. Aca-
demic or larger sites were marginally more likely than private
practices or hospital/health system practices to have access
to data, whereas smaller sites were less likely to have data for
any steps in the enrollment process (Data Supplement).

Participants generally agreed that the Assessment enabled
them to identify specific strategies to increase racial/ethnic
diversity in trials. Sites reported a range of existing strategies
for improvement through Part 2 (Assessment of

Opportunities to Improve EDI Performance), such as de-
veloping internal diversity goals and metrics, and investing in
dedicated staff and programs to ensure diversity. Partici-
pants commented on the value of the internal assessment,
such as “It pushed our center to stop and carefully review
current protocols…we learnedmore about our strengths and
weaknesses.” The Assessment also enabled sites to identify
areas for improvement including the need for SOPs for data
collection on screening, enrollment, and race/ethnicity and
automating and centralizing collection of such data and
metrics. Part 2 also enabled sites to identify their own need to
develop targeted strategies for engagement with Black
and/or Hispanic/Latinx communities and to enhance their
SOPs, policies, and processes to establish accountability for
increasing racial/ethnic EDI in trials. Participants suggested a
version of the Assessment could be completed annually as
part of the Commission on Cancer clinical research standard
or as a QI study for cancer programs.

There are a variety of reasons for underrepresentation of
certain racial/ethnic populations in clinical trials. These
factors are complex and may occur at multiple patient,
provider, payer, sponsor, and organizational, and system
levels. It is important to consider these complexities, across
stakeholder groups, to understand and address barriers to
EDI in clinical trials.23 Institutional leaders promoting EDI
policies (including screening every patient for a trial) may
have the greatest impact.23,29

Interventions to address barriers to EDI in trial participation
are required at multiple levels. Such interventions include
resources to enhance community engagement, training to
reduce provider implicit bias, and strategies to address site-
based barriers such as protocols, policies, SOPs, and pro-
cesses for collecting, reviewing, and documenting trial
screening, invitation, and enrollment metrics.7,23,30 Collect-
ing standardized patient demographic data is a prerequisite
to developing tailored interventions to address site-based
barriers to enrollment16 and yet these standards are lacking
(not only race/ethnicity but also sexual orientation and
gender identity).31 Although tools and resources have been
developed to address EDI across the trial enrollment con-
tinuum,21,32 few interventions have been designed to enable
different types of trial sites and programs to collect and
review their own internal data as a foundation for identifying
and addressing deficits in the screening and enrollment
process.33,34 Part 2 of the Assessment was successful in this
regard and was able to detect variability between site re-
sponses, items, and domains.

The challenges in data collection present limitations to
these findings. Only eight private practices participated in
the study, which limits generalizability of findings to this
setting. Becausemost sites were not able to provide data on
screening, offering, and enrolling patients, we were unable
to perform intended analyses on feasibility, utility, and face
validity for Part 1 (Performance Assessment of EDI in
Clinical Trials). Given the lack of data for both 2019 and

TABLE 2. Site Feedback and Impressions About the Site
Self-Assessment (Pilot Version)
Feedback From Sites No. (%)

Satisfaction

Overall experience 50 (81)

Part 1: Assessment of clinical trial EDI performance 43 (69)

Part 2: Assessment of opportunities for EDI performance
improvement

47 (76)

Met expectations 43 (69)

Worth time and effort 49 (79)

Potential for impact

Provided new insights about performance 51 (82)

Provided new insights to improve performance 47 (76)

Identified improvements needed at site 51 (82)

Identified a new strategy or change to implement 39 (63)

Had potential to help site increase diversity 46 (74)

Tool tasks the right questions to address enrollment
barriers

44 (71)

Part 1: Assessment of clinical trial EDI performance will
lead to better enrollment

39 (63)

Part 2: Assessment of opportunities for EDI performance
improvement will lead to better enrollment

39 (63)

Usage

Likely to implement if publicly available 43 (69)

Would likely recommend to other research sites 46 (74)

Likely frequency of use

Annually 26 (42)

Twice a year 13 (21)

Quarterly 8 (13)

Challenges

Data collection in Part 1: Assessment of clinical trial EDI
performance

49 (79)

Data collection in Part 2: Assessment of opportunities
for EDI performance improvement

21 (34)

NOTE. N 5 62.
Abbreviation: EDI, equity, diversity, and inclusion.
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2020 and feedback from participants regarding data
availability, it is reasonable to conclude that the COVID-19
pandemic was not a key factor influencing the sites’ ability
to obtain data. The overall lack of available data strongly
points to a need for systematic and automated ways to
capture data at each step in the pathway to enrollment.
There is high variability across sites regarding processes for
screening, offering, and enrolling; how data are (or are not)
collected; and terms and definitions. Future research will
involve consulting with the study sites that captured data
along the clinical trial enrollment continuum to learn and
share best practices. Establishing the reliability and validity
of these outcomes as measures for EDI in clinical trials is
also an important next step.

ASCO and ACCC made a revised version of the Assessment
publicly available as a QI tool to help sites identify and
address opportunities for improvement.35 This new as-
sessment will help to advance the ASCO-ACCC Research
Statement’s recommendation to screen every patient for
clinical trial participation as part of high-quality cancer
care.23 Although psychometric properties have not been

established, the Assessment provides an incremental step
for sites to help improve EDI in trials.

In conclusion, an important step toward assessing and
enhancing EDI in trial participation is documenting data
about which patients are screened for, offered, and en-
rolled into clinical trials. Without routine data collection,
research sites are unable to evaluate and monitor whether
their patients have equitable access to trials, assess bar-
riers, or establish benchmarks and measure effectiveness
of strategies to address disparities. The ASCO-ACCC Site
Self-Assessment provided new insights and increased
awareness about site performance, and enabled sites to
identify specific strategies to increase racial/ethnic diversity
in oncology trials. ASCO and ACCC are conducting addi-
tional research with pilot study sites to better understand
the feasibility of collecting clinical trial screening and en-
rollment data in systematic and automated ways, such as
through electronic health record systems. ASCO and ACCC
remain committed to helping oncology sites improve their
processes and achieving EDI in clinical trials.
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