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Rationale

Engagement of front-line clinicians has been cited as a key
challenge to conducting successful Pragmatic Clinical Trials
(PCTs)

Qualitative, empirical evidence pertaining to clinician
participation in PCTs and CER/PCOR more broadly is very
limited

CMTP



PCORI Engagement Award

Clinician Participation in PCOR: Defining a Framework for
More Effective Engagement (September 2016)

Overarching objective: Develop guidance regarding effective

strategies for partnering with clinicians to conduct CER/PCOR
In the context of healthcare delivery

CMTP



PCORI Engagement Award

» Review of literature to identify factors that might
Influence clinician engagement in research activities
J

 Focus groups with clinicians to understand opinions
regarding clinician engagement in CER/PCOR and
solicit feedback on facilitators of engagement

J
~

« Key informant interviews with investigators and

clinicians involved in the ADAPTABLE trial (+1 other
PCT) to assess approaches to clinician engagement in
the context of real-life PCTs )




Literature Review Categories
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Motivations for Research Participation

KNOWLEDGE TO IMPROVE PATIENT CARE
CONTRIBUTION TO CLINICAL KNOWLEDGE
PROFESSIONAL DEVELOPMENT
FINANCIAL BENEFIT
PROFESSIONAL/MORAL OBLIGATION
INTELLECTUAL STIMULATION
INTERACTION WITH COLLEAGUES

SHAPE RESEARCH QUESTIONS
RECOGNITION FROM COLLEAGUES
CONTINUING EDUCATION

PATIENT ACCESS TO TRIALS

ABILITY TO ATTRACT CLINICIANS

REPUTATION OF ORGANIZATION
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Barriers to Research Participation

LACK OF TIME

LACK ORGANIZATIONAL SUPPORT
INADEQUATE SPACE

INADEQUATE STAFFING
ADMINISTRATIVE TASKS

LACK OF EXPERIENCE

NOT VALUED BY COLLEAGUES
INSUFFICIENT COMPENSATION
PATIENTS NOT INTERESTED

LACK ELIGIBLE PATIENTS
KNOWLEDGE OF TOPIC
WORKFLOW DISRUPTION
POTENTIAL LOSS OF PATIENTS
LACK OF RESEARCHER SUPPORT
DIFFICULT TO IMPLEMENT
CONCERN ABOUT INTERVENTION
TOPIC NOT RELEVANT

LACK OF INFORMATION ABOUT STUDIES
CONTRIBUTIONS NOT RECOGNIZED
PRODUCTIVITY DEMANDS
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Case Studies

Pre-Engagement

Preparing for Study
Implementation

Maintaining Engagement

-

\

Identify topics of mutual interest
Understand organizational landscape and culture
Foster awareness and enthusiasm prior to outreach

)




Case Studies

4 N
 ldentify topics of mutual interest
Pre-Engag ement « Understand organizational landscape and culture
« Foster awareness and enthusiasm prior to outreach
- /

Preparing for Study

. “The assertive diplomacy and relationship-
Implementation

building skills of our project manager and
principal investigator were instrumental in
gaining the trust and engaging the program
directors and providers”*

Maintaining Engagement

*Zayas LH et al. Recruiting urban Latina adolescents and their families: challenges and
lessons learned in suicide attempt research. Youth & Society. 2009;40(4):591-602.
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Case Studies

~
Identify topics of mutual interest
Pre-Engag ement Understand organizational landscape and culture
Foster awareness and enthusiasm prior to outreach
/
\
Prepari ng for Study Adap_t protocol to pra_ctlce e_n_\/lronment
. Provide comprehensive training
|mp|ementat|0n Develop tools such as flowcharts and scripts
/

Maintaining Engagement
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Case Studies

Pre-Engagement

Preparing for Study
Implementation

Maintaining Engagement

Identify topics of mutual interest
Understand organizational landscape and culture
Foster awareness and enthusiasm prior to outreach

-

Adapt protocol to practice environment
Provide comprehensive training
Develop tools such as flowcharts and scripts

J

-

Provide ongoing or “booster” training

Use multiple strategies to maintain awareness,
interest, and commitment

Recognize effort

J
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Quality and Process Improvement

Begin with why rather than how

Find effective champions
Someone who has:

“...both the courage to speak up when the project is
about to be paralyzed ...and the social skills to be able to
use one’s voice effectively.”

Institute for Healthcare
Improvement White Paper, 2007

CMTP
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_. National Health Care Ecosystem -> Payment Reform, Reporting Requirements, Medical Education

£
b

-

Trust
Confidence
Enthusiasm

Commitment

S e e e e e e e e e e e e e e e e e e e e e e e e = = = =

Organizational Environment -> Research Culture, Productivity Pressure, Infrastructure




Clinician Engagement

PCORI

En gagem ent Transparency
Principles

PCOR
Guiding Principles

Reciprocal Partnerships

Relationships Co-Learning




PCORI Engagement Award

~N
» Review of literature to identify factors that might
Influence clinician engagement in research activities
_J
« Focus groups with clinicians to understand opinions
regarding clinician engagement in CER/PCOR and
solicit feedback on facilitators of engagement )
« Key informant interviews with investigators and A

clinicians involved in the ADAPTABLE trial (+1 other
PCT) to assess approaches to clinician engagement in
the context of real-life PCTs Y,




Clinician Focus Groups

Overarching questions:

CMTP

What if any role should clinicians have in research
conducted in healthcare delivery settings?

How can researchers do a better job engaging with

clinicians to achieve the mutual goal of improving patient
outcomes?
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Clinician Focus Groups
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Clinician Focus Groups

To what extent do you feel that research
participation is part of your role as a clinician?

“I think just historically doctors have
been like physician researchers...that
part is just inherent in most clinician’s
DNA. I think that has been stamped
out by the business of medicine.”

CMTP

“To me it seems like the culture around
research is very rigid and regimented and
competitive...And somebody on the frontline
saying something just seems like it has no
part of that whatsoever. They’re going to think
about funding and publishing and all that kind
of stuff.”
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PCT Phases




PCT Phases: Before

ﬂWhat are you trying to solve?\
Where can that be synergistic so
that maybe it's worth a little bit of
hardship because... patients are
going to benefit from this project
and it’s really a problem we

were trying to solve all along.” )

[ =~ \_questions.”

ﬂEvery clinic in an organization is different,\
and departments in a clinic in an
organization are different. ...The workflow
Is the key thing which drives any kind of
care, research, or programs, so that is the
most critical thing... a lot of people come to
us, they don't really understand our

workflow.”

‘I feel like a lot of researchers are not reallﬂ
aware of the populations that we're dealing
with...by the time they come to me, they
have their survey already IRB approved,
and they're not going to change it or modify
it so our patients will understand the

/
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PCT Case Study: Aspirin Dosing

Objective: Compare the benefits and risks of two commonly used aspirin doses (85
mg vs. 325 mg) in preventing heart attacks and strokes in people with heart disease

------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

. . Permission - P .1 Data |
: : : Recruitment :Consent : Randomization : Intervention : . :
. Patient ID : to Contact : : E :Collection :
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PCT Case Study: Aspirin Dosing

Initial Reactions

Appreciate that burden to clinicians is low

Concerned about:
Use of technology
Generational, cultural, and literacy limits

Hands-off approach
“Dehumanizing”
Adherence
Data quality

CMTP
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PCT Case Study: Aspirin Dosing

Concerns related to clinician-patient relationship

Clinicians are protective of patients; want to make sure not used as
“guinea pigs”

Building trust is difficult; don’t want to do anything that might interfere
with patients’ trust in their clinicians

Think patients would want the opportunity to discuss study participation
with their providers before making a decision

CMTP »



PCT Case Study: Aspirin Dosing

Objective: Compare the benefits and risks of two commonly used aspirin doses (85
mg vs. 325 mg) in preventing heart attacks and strokes in people with heart disease
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PCORI Engagement Award

» Review of literature to identify factors that might
Influence clinician engagement in research activities
J

 Focus groups with clinicians to understand opinions
regarding clinician engagement in CER/PCOR and
solicit feedback on facilitators of engagement

J

« Key informant interviews with investigators and R
clinicians involved in the ADAPTABLE trial (+1 other
PCT) to assess approaches to clinician
engagement in the context of ongoing PCTs )




Recruitment Methods *
(Multi-Modal Multi-Touch Strategy)

EHR Best Practice Alerts Clinician & Patient
(BPAS) Discussion

_ In-Clinic Tablets & Study
E-mails/MyChart Materials

Low-Touch High Touch

L * Slide courtesy of Holly Robertson, PCORnNet
Clinician Best Practice Sharing Session: Lessons

P
w Adaptable Learned in Adaptable, 3/7/18




ADAPTABLE Key Informant Interviews

» Semi-structured phone
Interviews with site investigators

and clinicians Q') REAC H HEt

. Research Action for Health Network

- Open-ended guestions
regarding trial experience,
challenges, and strategies,

» - -
Moo tiial clinical data research network
NETWORK OF HOSPITALS AND CLINICAL PRACTICES
THROUGHOUT THE SOUTHEAST AND THE NATION

and

* Directed guestions regarding
the role of clinicians in the trial
and specific challenges related

to clinician engagement ...Additional Sites TBD
CMTP ;



Key Takeaways

Clinicians want to contribute to research
Basic engagement principles still apply

Early involvement improves study design
and builds support

CMTP
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