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OBJECTIVES

1. Explain the importance of the clinician to patient awareness and acceptance of
clinical trial participation

2. Describe the trial recruitment process and identify strategies that are feasible for
non-research clinicians to incorporate into practice

3. Identify resources for connecting patients to research education or trial
opportunities

4. Distinguish possible strategies to mitigate the diversity disparity in research
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VWVHY ARE PARTICIPANTS SO IMPORTANT?

e A 2015 analysis of registered trials revealed that 19% were
closed or terminated early because they could not accrue
enough participants

* As many as 86% of clinical trials do not reach recruitment
targets within their specified time periods

* Data suggest that study timelines have potentially doubled

beyond planned enrollment periods due to low recruitment
rates

* Failures to meet recruitment goals have important scientific,
financial, ethical, and public health implications

* Without participants, the best ideas could go untested

*Huang, Grant D. et al. “Clinical trials recruitment planning: a proposed framework from the Clinical Trials Transformation Initiative”. Contemporary Clinical
Trials, 2018, vol 66, 74-79.
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TRADITIONAL RECRUITMENT

* Typically, recruitment into clinical trials and
research more broadly has been driven and
executed by individual research teams on a
study-by-study basis

* Recruitment is primarily considered once the
study has launched

* Recruitment takes many forms — both active
and passive

RECRUAI(TMENT
RETENTION

EVERY DECISION CAN IMPACT RECRUITMENT SUCCESS

Population Identification
Stakeholder Engagement
Study Design

Protocol Development
Grant-Writing

Concept

& Design

Implement
& Manage

Analyze &
Disseminate

Relationship-Building

RECRUBI‘TMENT
RETENTION

EXAMPLES OF STANDARD RECRUITMENT METHODS

* Approaching in clinic
e Provider referral

¢ Letters

e Cold calls

* Flyers

* Radio/TV/Newspaper Ads
* Social Media

e Technology

* Health fairs
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VVHERE IS INFORMATION COMING FROM?

¢ Where is this information coming from?
¢ History

¢ Friends and family

¢ Community

* Culture

¢ Media

¢ Health system

* Research enterprise

* Clinical staff

¢ Nurses and other clinical personnel
* Primary physicians

* Physician specialists

*  Study coordinators/RAs

* The Principal Investigator
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PATIENT-CENTERED RESEARCH AND ENGAGEMENT

Engagement ladder’ based on the concept that engagement can be nurtured,
supported, and cultivated

Assumes leadership role, contributes to research design and
development, recruits new patient leaders, or coproduces
research

Becomes an advocate and ambassador to educate others,
introduce research, and advise study teams

Povencial Leader
Begins to engage with research as a participant — through a

@ © 0

registry, study, or trial

Takes active role in learning more. Seeking education/resources,
asking questions, considering research as an option

o Potential Member Little to no knowledge of research. Needs to be introduced with
transparency and facts

*adapted from the PCORnet Engagement Framework, n.d
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PATIENT AND PUBLIC PERCEPTION

Top participation reasons similar to prior years

—
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Center for Information and Study on Clinical Research Participation
(CISCRP). “fgucalion cenler Charland JaLlcs,y CISCRP, 2020.
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PATIENT AND PUBLIC PERCEPTION

* A 2019 meta-analysis revealed that the overall rate
of patient participation in cancer clinical trials is 8.1%
— Academic sites: 15.9%
— Community sites: 7.0%

— Between these, no significant differences in rates of trial
unavailability or ineligibility

. L . Stud
Patient Clinician Structural Clinical ay
" . Design
Factors Factors Barriers Barriers .
Barriers
Unger, Joseph M, et al. “Systematic Review and of the Magnitude of Structural, Clical ang Phsiian ang Patient Bariers to Cancer Clbical Taal

Barticioation.” INCI: Journal of the National Cancer Institute, Volume 111, Issue 3, March 2019, Pages 245-255.
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PERCEPTION SURVEY RESULTS

What reasons do people give for not taking part in research?

o Not aware/lack of information = 53%

o Lack of trust = 53%
o Too risky = 51%

o Adverse health outcomes = 44%
o Little or no monetary compensation = 35%

o Privacy Issues = 27%

o Too much time = 27%
o Notsure =11%

*BesearcIADErica suvey of U.S. adults conducted in partnership with Zogby Analytics in July 2017,
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WHERE CAN YOU MAKE AN IMPACT?

* Be proactive
« Communication is key
* Engagement is a process, not an event]

Awareness Engagement

l“ l“

+ Unaware of research
+ Unable to find opportunities
« Can't figure out how to reach

research team \-—-—-—

« Failure to assess feasibility Hd
* Research oversaturation Treated like a number ‘

Screening Consent

* Use of wrong recruitment srategies Encounters jargon
+ Implicit biases Given too much or too little info . Poor consent

Poor communication T Lo of st

Undesirable protocol elements * Lows of confidence inteam
* Negative public perception Undesirable potential risks + Time/travel/adherence

Difficult incl/excl criteria
Too many visits N
* Not enough incentive
Too much time off work Lo enoue
Inconvenient times/locations "
+ Poor communication

Difficulty obtaining records * Loss of interest/investment
Study question not relevant

*  News coverage

+ Role of pharma/insurance

* Fear

+ Lack of research knowledge

+ Confidence in person pitching
research
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* Randomization or AE
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CLINICIAN IMPACT ON PATIENT PERCEPTIONS

Roles

Timing and normalization

Communication

Transparency

Meeting the patient where they are

Lay Language and a “Shame-Free” environment

Consider and confront your own personal
opinions about research

Resources
Tell research teams what you need
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Center for

Preferred Ways to Learn About Clinical Research
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Information and Study on Clinical Researeh Participation (CISCRP). "€ ucation center; Charts 3nd Stalistics ” CISCAP, 2020.
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THE ROLE OF THE CLINICIAN

The single most influential factor in enrolling patients
in clinical trials is clinician influence.

Your role in research engagement will vary depending on
your setting and patients

The ability of your patients to engage will depend on a
lot of factors

The clinical environment, your ability to discuss research,
and the resources available will all serve to either frame
or reframe the patient perception of research and their
possible role in it

Empower the patient to engage and give them the
tools/knowledge to drive their own choices
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ASKING THE CLINICIAN TO MAKE THE INTRODUCTION

¢ Clinician introduction and referral is both the most
successful and most challenging recruitment method

* Regardless of recruitment specifically, clinicians are
the trusted source — a few conversations with a
trusted clinician goes a long way toward helping an
individual decide what is right for them

* Everyone should be approached —it’s up to the
patient to decide if they want to be part of research,
not the clinician

RECRUITMENT
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OF NOTE IN CANCER CLINICAL TRIALS

Barriers noted specifically to participation in a cancer clinical trial:

‘Wanting one’s own doctor to decide

Feeling coerced

Fear of reduced quality of life )
Lost of control over treatment decisions

Concern about receiving a placebo

Lack of encouragement or active
Potential side effects discouragement from treating clinicians to
Concern that experimental drug may participate

not be the best option Misinformation in that women fear getting “no

Inconvenience of participation treatment” (placebo), even though providing
' ) the best standard of care is the ethical
Dislike of randomization © best standard of care 18 fe ethica

requirement in cancer trials.
Difficulty with eligibility criteria

The misconception that clinical trials are a last-
ditch effort, and one should participate only
after failing to respond to approved,
conventional treatments

Institute of Medicine (US) Forum on Drug Discovery, Development, and Translation. “Transforming Clinical Research in the United S1at
2l Qoportun) grichop Summary” Washington (DC): National Academies Press (US); 2010. 6, Clinical Trials in Cancer.
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COMMUNICATION

Deciding to be part of a clinical trial is Y
a progression and the messages can
be mapped 1o this progression 6. Maintenence
L A Has sgred
4. Action consent form
« Mas been + 15 1ot & ereen
pro-screernd fature
by PCP and P + Has come
2. Contemplation * Has road 10 baseine
Km“ RR consant form sppontment

1. Procont u»nnq

* Has naver haard d

& chiical trial .l -I-v 0 leam

* 15 not inferested in fmors o conslder

oancipu PaICEaton

e [ These are the five phases of decision making
in the transthecretical model.
Clark, Luther T, et al. “\gcregsing Diversity in Cinical Trigl tical Barriers”, Current Problems in Cardiology, Volume 44, Issue 5, 2019,
Poges 148-172, 1SSN 0146-2806. https://doi.ora/10.1016/j cpcardiol.2018.11.002.
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VVHAT DO WE MEAN BY RESEARCH?

Stupy TYPes Stuby Aims
: Z‘eglstry * Prevention
° lospecimen . .
P * Screening/detection
¢ Survey
. Lifestyle ¢ Treatment
*  Community-based ¢ Complementary
- Drug approaches
* Device ¢ Outcomes
*  Procedure ¢ Quality of Life
* Medical Outcomes * Supportive Care

« Comparative Effectiveness

RECRUAI(TMENT
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INTRODUCING RESEARCH AS A CONCEPT

* You need to frame your message for your audience

* One, clear take-home message

* Meet the person where they are

* Provide information in manageable chunks and

encourage questions

* Set aside your assumptions and consider the

perspective of the audience

e Identify why you feel that research is important

RECRUBI‘TMENT
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EMOTIONS OF CHANGE

Lead to Resistance Lead to Resilience

Enthusias
o T
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Basford, T and Schaninger, 8. *
hange” McKinsey Quarterly. April 2015,
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EXAMPLES OF PITCHES AND IMPORTANCE

* “Are you familiar with research?”

* “Have you ever done a research study
before?”

how easy to incorporate

RECRUBI‘TMENT
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* Draft some example pitches to demonstrate

23

in a trial.

they say yes more than 50% of the time.
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CLINICIAN BARRIERS TO OFFERING RESEARCH

« Clinicians often decide not to ask eligible patients about trial
participation due to institutional or clinic time/reimbursement
constraints, treatment preference, or other reasons This

removes a key opportunity for patients to consider taking part

* Surveys have shown that patients look to their doctors as a
major source of information about clinical trials and that
when eligible patients are actually offered trial participation,

24
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EXPAND ON CLINICIAN BARRIERS AND MITIGATION

* Research largely exists separately from clinical
practice

* Disincentives to referrals

* Unwilling to shift care of their patients

* Time

* Study questions and protocol often designed
outside context of clinical practice

* Capability of system to act on findings
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SUMMARY OF CLINICAL STRATEGIES

* Develop strategies that are realistic within your
environment

* Focus on either end of the research spectrum —
help to educate and disseminate
¢ Create a culture that normalizes research
— Visibility
— Knowledge
— Transparency

* If no time/ability to specifically recruit — begin the
engagement process and provide resources

RECRUBI(TMENT
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CONFRONTING BIASES - DIVERSITY IN RESEARCH

* It’s not just about hitting a target; it’s about making
sure that you are gathering data on a representative
sample of your intended population

* Without diverse participants, there is a real danger of
missing valuable insight or developing treatment
which may not impact all populations the same way

* Less than 10% of patients enrolled into clinical trials
are minorities

el 2019

L

i £ Demographics
9

*FOA RouplialeSnapshols, n-d
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CRITICAL BARRIERS TO DIVERSE PARTICIPATION

* Mistrust
Lack of comfort with the clinical trial process

* Lack of information about clinical trials

* Time and resource constraints associated with
participation

* Lack of awareness about the existence and
importance of clinical trials

* Implicit or direct bias

RECRUITMENT
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STRATEGIES TO BOOST INCLUSION/DIVERSITY

* Implicit bias/racial equity training
 Diversify research staff

* Participant navigators, patient advocates

* Participant ambassadors or peer networks

— More important to those with chronic conditions
* Ability to include non-English speakers
* Awareness of context and perceptions

* Ability to have a transparent and honest conversation about history,
lessons learned, concerns, and the many levels of engagement

* Expand involvement of community clinicians and rural communities

* Community engagement

RECRUGI(TMENT
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FINDING A CLINICAL TRIAL (OR OTHER STUDY)

* Local Resources:
— UNC: Research for Me @UNC or LCCC
— Duke: Discover Duke Research

— Wake Forest: Be Involved

* National Resources:
— CISCRP trial search: free; staff assisted

— ClinicalTrials.gov
— National Cancer Institute

RECRUITMENT
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OTHER BARRIERS

e Structural Barriers
— No studies available for participant condition
— Logistics
¢ Clinical Barriers
— Narrow eligibility criteria
— Aversion to changing/adding care provider
¢ Study Design Barriers
— Question irrelevant to target population
— Structure or compensation not well considered
— Poorly trained staff
— Poorly written materials

RECRUAI(TMENT
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WHAT 1s COMMUNITY ENGAGEMENT?

"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.” (CDC, 1997,

p.9)”
CTSA Community Engagement Key Function Committee. "Principles of community engagement." (2011): 11-7782
RECRUITMENT
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WHO IS INVOLVED IN COMMUNITY ENGAGEMENT?

Stakeholders are people or organizations invested in a program
and/or impacted by its effect, success, or failure.

*  Community members or leaders, patients, caregivers, health

care providers, industry, advocacy or community-based
organizations, etc.

Consider:

* Who will benefit? Who has key insights? Who are the
gatekeepers? Individuals perspectives vs. group
representation?

RECRUITMENT
RETENTION

33

For Educational Use Only 11



UNC Lineberger Cancer Network Presented on December 16, 2020

WWHAT BENEFITS DOES ENGAGEMENT BRING?

* Better understanding of community-specific issues and needs
¢ Community relevant research

¢ Utilizes community assets

¢ Generates new ideas and methods

¢ Community buy-in = sustainability

¢ Community satisfaction, empowerment, trust in research
* |dentify potential roadblocks ahead of time

* Facilitates dissemination and translation of findings

%RECRU‘IJ'MENT
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How AND WHEN CAN YOU INCORPORATE STAKEHOLDERS INTO RESEARCH?

Conceptualization > >

Research Questions

Research Design
G

Identify and connect wit d resources to gui ion, start-up,
implementation, and dissemination

Levers oF COMMUNITY ENGAGEMENT
Conmalt tmvolve Coltaborate Deiegase | Commmty
| Detveny' -ded
To ctenns To work duectty Topumer withthe  To place the To mppon S
comuTRLy W ComMTY comemmaty @ exh Becumon- actions of
feodback oo ‘Brcughout the gect of B making @ O oty
DrOcess 0 enware Becuion inchadng hands of he mstated, driven
altermatives, andor e concems and O development of  ComMmnY and or led
eu--w" n-ae—:d-
nderiood and peefered.
conmadernd
e Wewdl koktoyou  Wewil We will prosade
listemto  yOu 10 ensure e advice & wrplernent what
& wchaowlodge & - you decade, or 93 see your sexs
aspuratioes ae follow vour lead  succeed
g & drectly refected in setunons and penenally oo the
foedback ves way forwaed
o how commmnuty  Seveloped and e &
wout ideenced frefhack co
npat we0 the decesions ©
infisenced. e muurmam extest
posuble
Pubic commments  ~Worksbogs Adrisory groups Advisor bodies  ~Community
“Foow groues. *Consessus tuilling  *Volusteer' wpporned
~Comumaty Advmary Becinon makoed “Hallots Adicry todes
et ~Delegated ~Stpend roles for
Becton Conmunsty
“Punding for
oy
Source; Adapted Community tandards for Community Health Plannir ideline, 2017
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PRINCIPLES OF COMMUNITY ENGAGEMENT

= Be clear about the goals of the engagement effort

= Become knowledgeable about the community

= Build trust - go to the community, establish relationships

= Collective self-determination is the community’s right

= Partner with the community to create change/improve health
= Recognize and respect the community’s diversity

= |dentify and mobilize the community’s assets

= Commit long-term to community collaboration

= Prepare to release control to the community

Princiles of Community Engagement, 2011
itps:/fowwnw atscl cd gov/communityengagement/pdf/PCE_Report_508_FINAL pdlf
Wallerstein N, Minkler M, Carter-Ecwards L, Avila M, Sanchez V, 2015,
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WHAT CAN YOU GIVE TO YOUR STAKEHOLDERS?

* Financial compensation
* Capacity building and support
* Equal partnership

* Long term relationships, sustainable
investment

e Ask them!

RECRUBI(TMENT
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SUMMARY

* Continuum of engagement and culture shift

* Patients are partners in the process and
decision

* Communication is key

* Resources and marketing aimed at research
education and awareness

* Treating people like people and research as a
viable and accessible option

RECRUITMENT
RETENTION
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SUMMARY

* Well-designed, patient-engaged trial design
* Reasonable inclusion/exclusion criteria

* Involvement of primary and treating clinicians

* Involvement of advocates and navigators

* Education, awareness, and accessibility

RECRUAI(TMENT
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IMPACTS ON PARTICIPATION

* Awareness/knowledge of research
* Perception of research

* Motivation to participate

* Accessibility of research

* Introduction to research (broadly or to a
specific study)

* The study design itself and the study team

RECRUBI‘TMENT
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PARTICIPANT EXPERIENCE

»

T\
97% said they would
recommend research
to a friend or relative

vy -
e w—.
» ‘|| ~
20m

A i
Comparing experience Wi_II!ng to.
with research to part_mpate: in
standard of care atrial again?

Center for Information and Study on Clinical Research Participation (CISCRP). “Education center: Charts and Statistics.” CISCRP, 2020.
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QUESTIONS/DISCUSSION
Thank you!

Emily Olsson, CCRP Alicia Bilheimer, MPH
Program Manager Administrative Director
Research Recruitment and Retention Community and Stakeholder Engagement

emolsson@unc.edu alicia_bilheimer@med.unc.edu

Register with NC TraCS to receive educational and funding opportunities: tracs.unc.edu

Request a free consult via: tracs.unc.edu/consultation

2 -
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