
Page 1/15

Development and Pilot Test of a Physician-Focused
Cancer Clinical Trials Communication Training
Intervention
Susan Eggly  (  egglys@karmanos.org )

Wayne State University School of Medicine https://orcid.org/0000-0002-8137-6098
Mark Manning 

Wayne State University School of Medicine
Nicole Senft 

Wayne State University School of Medicine
Tanina Foster Moore 

Wayne State University School of Medicine
Terrance L. Albrecht 

Wayne State University School of Medicine
Louis A. Penner 

Wayne State University School of Medicine
Elisabeth Heath 

Wayne State University School of Medicine
Michael A. Carducci 

Johns Hopkins Medicine Sidney Kimmel Comprehensive Cancer Center
Dina G. Lansey 

Johns Hopkins Medicine Sidney Kimmel Comprehensive Cancer Center
Lauren M. Hamel 

Wayne State University School of Medicine

Research

Keywords: patient-provider communication, healthcare disparities, clinical trials, oncology,
communication training

Posted Date: March 8th, 2021

DOI: https://doi.org/10.21203/rs.3.rs-281271/v1

License:   This work is licensed under a Creative Commons Attribution 4.0 International License.  
Read Full License

https://doi.org/10.21203/rs.3.rs-281271/v1
mailto:egglys@karmanos.org
https://orcid.org/0000-0002-8137-6098
https://doi.org/10.21203/rs.3.rs-281271/v1
https://creativecommons.org/licenses/by/4.0/


Page 2/15

Version of Record: A version of this preprint was published at PEC Innovation on December 1st, 2021. See
the published version at https://doi.org/10.1016/j.pecinn.2021.100012.

https://doi.org/10.1016/j.pecinn.2021.100012


Page 3/15

Abstract
Purpose

Clinical trials are critical to advancing cancer treatments, yet their impact is hindered by low accrual rates,
especially among minorities. One barrier is the quality of physician communication during clinical
interactions in which trials are discussed. We describe the development and pilot test of a physician-
focused, web-based training module designed as an intervention to improve physician communication
related to discussing clinical trials in a diverse cancer patient population. The purpose of the pilot test
was to assess acceptability and preliminary effectiveness in improving physician beliefs, attitudes,
knowledge, and comfort related to discussing cancer clinical trials with patients and families in a diverse
patient population.

Method

A team of researchers, clinicians, and community members developed the training module based on
current communication research and analysis of an archive of video-recorded patient-oncologist
interactions. The module included a brief didactic video explaining patient-centered communication
strategies for discussing trials, and re-enactments of selected video clips from the archive to provide
illustrations and guide opportunities for re�ection. For the pilot test, the module was provided to
physician participants in the Partnering Around Cancer Clinical Trials (PACCT) trial at two NCI-designated
comprehensive cancer centers. Pre-post measures included assessments of change in beliefs, behavioral
attitudes, knowledge and comfort related to discussing trials; measures also assessed evaluations of the
module.

Results

Nineteen physicians participated in the pilot test of the module. Most were very experienced in discussing
trials. Pre-post assessments indicated mixed �ndings about beliefs, marginal improvement in attitudes,
and a signi�cant improvement in knowledge, but no change in comfort discussing trials. Feedback on the
module was favorable.

Conclusions

This pilot test of a stakeholder-developed physician communication training module demonstrated its
acceptability and effectiveness, even in this highly-experienced physician sample. Future research is
needed to determine its effectiveness on communication in clinical settings.

Trial Registration Number NCT02906241

Introduction
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Cancer clinical trials are essential for testing the safety and e�cacy of promising treatments and
translating new knowledge into tangible bene�ts for patients; they also represent state-of-the art
treatment for individuals with cancer. However, only a small proportion of people with cancer ever enroll
in a trial. Under-enrollment is a greater problem among minorities, particularly African Americans,
suggesting a healthcare disparity and limiting the generalizability of �ndings across populations.[1, 2]

Barriers to clinical trial enrollment exist at every level.[3, 4] Still, most efforts to increase enrollment focus
on patients’ and community members’ awareness, knowledge, and attitudes related to clinical trials.[5-8]
Other efforts focus on system-level factors, such as increasing the number of available trials, providing
resources to under-resourced medical institutions, and broadening eligibility criteria.[9] However, one
barrier that has received relatively little attention is physician communication during clinical interactions
with patients who are potentially eligible for an available trial.

Studies show that most patients, if eligible for an available trial, agree to participate when their physician
offers them the opportunity and explicitly recommends they consider participating using clear, patient-
centered communication.[10-12] Unfortunately, oncologists infrequently discuss trials with their eligible
patients[13, 10] due to a lack of awareness of available trials, negative attitudes about the time and
resources required to discuss and enroll patients in trials, negative beliefs about the scienti�c value of
trials, and perceptions that their patients are not interested in participating.[4] When oncologists do
discuss trials with eligible patients, they often use confusing or misleading language, such as omitting
key aspects of the trial (e.g., the purpose of the study), exaggerating bene�ts, and minimizing risks.[14]
Also, the quality of clinical communication (including communication about clinical trials) has been
shown to be poorer during interactions with African-American patients than in those with White patients.
[15] Our own observational research has demonstrated that when African Americans are invited to
participate in a trial, they receive less information about the trial than White patients.[16]

Existing interventions to improve awareness, attitudes, knowledge, and communication skills related to
patient-physician discussions about trials[17] have several limitations. First, most interventions focus on
the communication skills of patients, rather than physicians.[18] Second, physician communication
training in the oncology setting often fails to include content speci�c to discussing clinical trials or about
discussing trials with racially/ethnically diverse patient populations.[19, 20] Third, physician
communication training generally utilizes simulated scenarios rather than naturally-occurring clinical
interactions to illustrate skills and facilitate skills practice. Although simulated scenarios can be helpful
for illustrating a speci�c teaching objective, medical trainees often view simulated scenarios as contrived
or inauthentic,[21] a view likely to be even stronger among experienced clinicians. Video recordings of
naturally-occurring trial discussions collected for research purposes contain rich examples of effective
and ineffective strategies oncologists use to manage the challenges of clinical encounters. De-identi�ed,
professional re-enactments of these interactions offer naturalistic opportunities for learning and
re�ection that can be disseminated for training. 
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We describe the development and pilot-testing of a web-based physician training module using
professional re-enactments of actual clinical interactions. The module was designed as an intervention to
improve physicians’ knowledge, beliefs, and attitudes related to discussing cancer clinical trials with
patients and their families in a diverse patient population. The pilot test was designed to assess the
extent to which the training module improved physicians’ beliefs, knowledge, attitudes, and comfort
related to discussing clinical trials with patients and families, as well as to obtain their general feedback
on the acceptability of the training module. Findings can inform a future randomized controlled trial to
assess the extent to which the intervention improves trial-related communication in clinical settings.

Development of the Training Module

The module was developed by the investigators and stakeholders, including oncologists, survivors, and
community members. The module was designed to be accessed via a website, and included a brief
didactic video followed by re-enacted clinical interactions in which clinical trials were discussed.

Didactic video: The professionally-produced didactic video included physicians and health
communication scientists from two National Cancer Institute-designated comprehensive cancer centers
(John Hopkins Sidney Kimmel Cancer Center [JHU] and Wayne State University/Karmanos Cancer
Institute [WSU-KCI]). These professionals described the importance of recruiting a diverse population of
patients to cancer clinical trials using high-quality, patient-centered communication involving the
exchange of informational and relational messages.[10] Informational communication was described as
discussing information that patients need to make an informed decision about participating in a speci�c
trial, including the purpose of the trial; risks (including side effects); bene�ts to the individual and/or
society; alternatives to participating in the trial; and that participation in the trial is voluntary.[22]
Relational communication was described as using strategies for using clear, effective, patient-centered
communication, such as building trust, encouraging questions, using lay language, including family
members, making clear transitions between topics, and using “ask-tell-ask” and “teach-back”.[23, 24] (The
didactic video received a Silver and a Gold Telly Award in 2020, an award that honors excellence in video
and television across all screens.)

Re-enactments: Professional actors re-enacted video-recorded patient-oncologist interactions collected as
part of a prior study investigating patient-oncologist communication about clinical trials.[10] The re-
enactments illustrated points made in the didactic video and gave physicians an opportunity to observe
and re�ect on clinical communication that naturally occurred in clinical settings that may be similar to
their own practices. To select video segments to re-enact, we identi�ed videos that included an explicit
trial offer (n=39). Faces in the videos were blurred to protect con�dentiality. A panel of stakeholders (three
clinical oncologists, two communication scientists, and three community members) identi�ed portions of
the interactions they deemed important for training oncologists to communicate effectively about trials.
Based on the expert panel’s recommendations, we selected 13 video segments which clearly
demonstrated an oncologist (1) discussing at least one key elements of consent and (2) using
particularly high- or low-quality relational communication. These segments were transcribed verbatim to
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form scripts for the re-enactments. A professional production company produced the re-enactments with
actors selected for their skill and for the extent to which their appearance was similar to the patients,
family members, and physicians in the original interactions. To increase authenticity, recording of the re-
enactments took place in one of the outpatient clinics where the original interactions had occurred and
were recorded using similar equipment.

Following production, stakeholders (9 oncologists and 10 cancer survivors) viewed the re-enactments to
judge the extent to which they were informative, realistic, and valuable for training oncologists, and the
extent to which physicians in the re-enactments used lay language, clear and easy explanations, were
informative and thorough, and seemed to care about the patients. Stakeholder judgements were
favorable on all items and thus all of the re-enactments were included in the training module along with
open-ended questions to encourage physicians to re�ect on their own communication skills. 

Pilot-Testing of the Training Module

Setting, Participants, and Procedures

The goal of the pilot test was to assess the extent to which the training module improved physicians’
beliefs, attitudes, knowledge, and comfort related to discussing clinical trials with patients and families,
as well as to obtain their general feedback on the acceptability of the training module. Physicians
participating in a larger study designed to improve clinical trial communication and accrual rates among
Black and White men with prostate cancer were eligible and invited to complete the module.[25] The
larger study was conducted at two National Cancer-Institute-designated comprehensive cancer centers,
one in Detroit, Michigan (WSU/KCI) and the other in Baltimore, Maryland (JHU). Brie�y, for the larger
study, patient participants received a patient-focused intervention via a between-subjects design (Phases
1 and 2), and physician participants received the training module as part of a physician-focused
intervention two years into the study via a within-subjects design (Phase 2). From February-November,
2019, physician participants were provided a link to access the module online and given two weeks to
complete it. All procedures were approved by the institutional review boards at both hospitals and
universities. 

Assessments: Unless otherwise indicated, participants completed items at the beginning and/or end of
the module to assess the following:

Sociodemographic and professional characteristics included clinical specialty, years in practice, practice
site, gender, race/ethnicity, and age.

Greatest perceived barrier to clinical trial offers was indicated with choice of one among the following
options: lack of available trials, lack of institutional support, lack of awareness of available trials, or belief
that patients prefer not to discuss trials.

Beliefs about clinical trials were assessed with a 13-item measure[26] of beliefs about three dimensions
of clinical trials: patient care (e.g., “Clinical trials improve patient care in general”);” profession (e.g.,
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“Clinical trials are an appropriate use of resources”; and available resources (e.g., “Information about
clinical trials is easily available to me”). Responses ranged from 1= strongly disagree to 5=strongly
agree. 

Behavioral attitudes towards clinical trials were assessed with 6 semantic differential items (i.e.,
unpleasant – pleasant; harmful – bene�cial; not enjoyable – enjoyable; worthless – valuable; not
preferable – preferable; useless - useful) beginning with the stem: “Offering a clinical trial to my eligible
patients with prostate cancer would be…” Responses were rated on a 5-point scale.

Knowledge of trial-related information and communication skills that should be used during clinical trials
discussions with patients was assessed with 11 items in multiple choice or true-false formats. Some
examples were “Which of the following best describes the “teach-back” method of communicating with
patients?” and “As long as the purpose section of a clinical trial’s informed consent form is full and
complete, there is no reason to tell the patient that the trial is research.”

Comfort with discussing clinical trials was assessed with 1 item (“I am comfortable discussing clinical
trials with my patients,”) with responses ranging from 1=strongly disagree to 5=strongly agree.

Course Evaluation: Participants were asked to evaluate three aspects of the course. The didactic video
evaluation, presented following the video, included 6 items, (e.g., “The contents of this video will be
valuable in discussing clinical trials with my patients and their families”). The re-enactments evaluation,
presented following the re-enactments, used the same six items used to evaluate the didactic video plus
two additional items, (“There was too much new information” and “I enjoyed the (reenactment) videos”).
All responses ranged from 1=strongly disagree to 5=strongly agree. Finally, at the end of the module, 3
questions assessed the extent to which the course achieved its objectives (e.g., “Learners will be able to
identify strategies for discussing trials with patients and families”; responses ranged from 1 [not well at
all] to 5 [very well]), and one question assessed whether physicians would make changes in their practice
based on what they learned in the course (yes/no). Participants were also asked to provide general
comments and/or suggestions for future activities.

Results
Twenty-one oncologists were eligible and invited to take the training module as part of their participation
in a larger study; two declined. A description of the socio-demographic and professional characteristics of
the 19 participants is provided in Table 1. In the past year one participant (5.3%) had offered a clinical
trial to an eligible patient 1-2 times; 2 (10.5%) had made an offer 3-5 times; and 16 (84.2%) had made an
offer 6 or more times, indicating these physicians had a high level of experience in discussing trials with
patients and families. Participants’ greatest perceived barrier to offering trials was lack of time (n=8,
42.1%); followed by no trials available (n=3, 15.8%); lack of awareness of available trials (n=3, 15.8%);
lack of institutional support (n=1, 5.3%); and other (overwhelming regulatory work (n=1), funding
constraints (n=1), patients not eligible (n=1), or travel distance di�cult for patients (n=1)). No participant
selected the response indicating the perception that patients preferred not to discuss trials.
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Table 2 presents correlations among the 3 dimensions of clinical trial beliefs, behavioral attitudes,
knowledge, and comfort discussing clinical trials before and after completing the training module. Pre-
and post-training means are presented in Table 3. We used repeated measures ANOVA with within-subject
effects only to examine whether post-training scores differed signi�cantly from pre-training scores.
Results (Table 3) indicated a signi�cant improvement in clinical trial beliefs about patient care (F1,18 =

9.50, p = .006, η2 = .35), but no signi�cant change in clinical trial beliefs related to the profession or to
available resources. Behavioral attitudes marginally improved (F1,18 = 3.30, p = .09, η2 = .16), and
knowledge of trial-related information and communication signi�cantly improved (F1,18 = 12.64, p = .002,

η2 = .41). There was no signi�cant change in physicians’ comfort discussing trials.

Participant evaluations of the course were generally favorable. Mean evaluations (on a 5-point scale)
were as follows: Didactic videos (M=3.89, SD = .52), re-enactments (M=3.63, SD = .557 ); achieved
learning objectives (M=4.35, SD = .65). Most participants (68.4%) said they would make changes in their
practice based on what they learned in the course. In response to an opportunity to provide feedback
about the didactic video, participants were very positive. For example, one participated felt positive about
the fact that “doctors, patients, interactions, and communication specialists were involved,” that the video
was “very informative and information provided in manageable sections,” and that ask-tell-ask and the
components of informed consent were provided. They were less positive, however, about the fact that an
entire patient-physician interaction was not provided, that some of the information was too basic, and
that it was too long. Finally, in response to an opportunity to give general comments and suggestions,
participants were generally positive (“Nice activity”; “very useful for clinicians not comfortable in this
setting”).

Discussion
Low accrual to clinical trials persists as a major challenge to testing new cancer treatments and
translating them to tangible bene�ts for patients. Disproportionately low accrual among members of
underrepresented minority groups further limits the generalizability of �ndings and represents a
healthcare disparity, limiting access to promising new treatments for members of these groups.[1, 2] To
address one important and understudied barrier to accrual, we developed and pilot-tested a physician-
focused communication training module as an intervention designed to improve how physicians discuss
clinical trials with their patients. We developed the training module with stakeholder input and leveraged
our archive of video-recorded naturally-occurring clinical trial discussions between oncologists and
members of a diverse patient population to create training materials that were engaging and relevant to
trainees’ clinical practices.

Findings showed that, even among this experienced group of physicians, the module was acceptable and
viewed favorably. More importantly, the module improved physican knowledge of discussing trials as well
as some key attitudes and beliefs. After completing this training, physician were more likely to believe
that clinical trials improved patient care. They also had more positive attitudes about the behavior of
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offering clinical trials to eligible patients, though this effect was only marginally statistically signi�cant.
The training did not have any signi�cant in�uence on physicians’ beliefs about the professional bene�t of
clinical trials or beliefs about resources physicians had available to them to support their engagement
with clinical trials. These beliefs may be better targeted by interventions at the healthcare system level.
For example, efforts focused on changing perceived norms around clinical trials, disseminating timely
information about available trials and their eligibility criteria, and dedicating staff to support physcians in
the consent and enrollment processes may complement the kind of provider-focused intervention
described in this manuscript.

This module also did not have a signi�cant in�uence on physicians’ comfort in discussing clinical trials.
However, this module was developed and tested in two NCI-designated comprehensive cancer centers
with a strong research focus, high-functioning clinical trial infrastructure, and a diverse patient
population. Most physicians who participated in this pilot study were very experienced at discussing trials
in these settings, and their comfort in doing so was high even before the module. Nevertheless, we found
encouraging improvements in several domains even among a group of physicians highly experienced in
offering clinical trials. This training module may have even greater impact and usefulness among
physicians less experienced in clinical trial discussions, such as primary care providers, community
oncologists, or trainees. It may also be useful and easily adapted for providers such as nurses and
physician assistants, who are valuable members of the healthcare team and who often discuss trials with
patients and families.

Limitations/Future Research

Findings must be considered within the limitations of the study. First, in this pilot test, we evaluated the
acceptability and preliminary effectiveness of this training module with a small sample of experienced
physicians in two large, urban university-a�liated medical institutions. We propose that this sample
provided a conservative test of the module’s effectiveness. Still, future research should test the
acceptability and effectiveness of this module among physicians with a greater variety of experience
discussing trials, in community cancer hospitals with less of a focus on clinical research, and with non-
physician providers who are often critical to the process of enrolling patients to clinical trials. These
efforts should utilize insights from dissemination and implementation science to inform adaptations to
the existing intervention. Second, the outcomes were all self-reported by the participants and thus, we
could not evaluate whether this training in�uenced physicians’ communication behavior or increased
patients’ enrollment in trials. Observational methods such as analysis of video-recorded clinical
interactions and other types of assessment of trial offers and patient decisions to participate, as planned
in the larger parent study from which these data were derived,[25] could help determine to what extent
and in what ways the module improves trial-related communication and accrual to trials in diverse patient
populations.

Improving patient-physician communication about clinical trial research is critical to increasing patients’
engagement in clinical trials. We designed a training module that described practical strategies
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physicians can use to meet the informational and relational needs of a diverse patient population. We
reinforced this learning with opportunities for physicians to re�ect on effective and ineffective
communication strategies used by real physicians to address common challenges of clinical trial
discussions. We enhanced the authenticity of this physician communication training by engaging
stakeholders, including physicians, cancer survivors, and communication scientists, in the design and
delivery of the training module. We also leveraged our archive of naturally-occurring patient-physician
clinical trial discussions so that participants could view naturalistic examples of clinical trial discussions,
rather than simulated discussions created for training purposes. This preliminary evidence supports the
acceptability and effectiveness of the training module in enhancing physicians’ knowledge, beliefs, and
attitudes towards clinical trials. Our aim is that these improvements will translate to more frequent and
higher-quality communication about clinical trials, especially with the diverse patient populations who
stand to bene�t most.
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Table 1: Physician Participant Characteristics (N=19)  

     N  (%)

Age

  31-40

  41-50

  51-60

  >61

    5 (26.3)

    5 (26.3)

    8 (42.1)

    1  (5.3)

Gender

  Male

  Female

  15 (79.8)

    4 (21.1)

Race/Ethnicity

  White non-Hispanic

  Black non-Hispanic

  Asian

  11 (57.9)

    2 (10.5)

    6 (31.6)

Site

  Karmanos Cancer Institute (KCI)

 

    9 (47.4)

  Sidney Kimmel Comprehensive Cancer Center (JHU)   10 (52.6)

Medical Specialty

  Medical Oncology

  Radiation Oncology

  Urology

    9 (47.4)

    6 (31.6)

    4 (21.1)

Years in Practice

  More than 5 years

  Less than 5 years

  15 (78.9)

    4 (21.1)

Table 2: Pre- and Post-Test Correlations
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  BEL:

Patient

BEL:

Profession

BEL:

Resources

ATT KNOW COMF

Beliefs: Patient Care -- .82** .44 .76** .04 .71**

Beliefs: Profession .72** -- .60** .81** .16 .83**

Beliefs: Resources .48* .70** -- .47* .31 .51*

Behavioral Attitudes .66** .85** .75** -- .13 .69**

Knowledge .31 .61** .54* .51* -- .29

Comfort .53* .76** .66** .60** .57* --

Notes: Correlations below diagonal = pre-training; above diagonal = post-training. * = p < .05, ** = p < .01

Table 3 RMANOVA results: Pre-Post Training Scores

  Test of within-subject effect Pre-Training Post-Training  

  F1,18 p η2 M SE M SE rpre-post

Beliefs: Patient Care 9.50 0.01 0.35 4.19 0.12 4.39 0.13 0.87**

Beliefs: Profession 0.14 0.72 0.01 4.54 0.13 4.53 0.13 0.93**

Beliefs: Resources 0.19 0.67 0.01 3.99 0.17 3.95 0.19 0.86**

Behavioral Attitudes 3.30 0.09 0.16 4.22 0.16 4.38 0.15 0.84**

Knowledge 12.64 0.00 0.41 8.37 0.38 9.79 0.30 0.32

Comfort 2.12 0.16 0.11 4.53 0.14 4.42 0.16 0.89**

* = p < .05, ** = p < .01. M = estimated marginal mean.
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