ACRP’

B FOR LEARNING ¥ FOR LISTENING B FOR LIFE

>

Clinical Researcher :

The Authority in Ethical, Responsible Clinical Research

April 2020 (Volume 34, Issue 4)

Aiming for Accuracy in the World of Subject Recruitment

All contents © 2020 ACRP. All Rights Reserved (The Association of Clifeskarch Professionals)

1| Page



Clinical Researcher E

Association of Clinical Research Professionals

Editor -in-Chief
James Michael Causey
mcausey@acrpnet.org
(703) 2536274

Managing Editor
Gary W. Cramer
gcramer@acrpnet.org
(703) 2583504

Editorial Advisors for This Issue

Victor Chen, MSc
Principal

The CK Ginical Group
Director, Clinical Affairs
Align Technology, Inc
Mountain View, CA

Paula Smailes, DNP, RN, MSN, CCRP,
CCRC

Visiting Professor

Chamberlain College of Nursing

Senior Systems Consultant

The Ohio State University Wexner Medical
Center

Columbus, OH

Advertising

Tammy B. Myers, CEM

Director, Advertising & Exhibition Sales
(703) 2548112
tammy.myers@acrpnet.org

Media Kit
https://acrpnet.org/advtising/

For membership questions, contact ACRP at
support@acrpnet.ongr (703) 2548100.

2| Page


mailto:mcausey@acrpnet.org
mailto:gcramer@acrpnet.org
mailto:tammy.myers@acrpnet.org
https://acrpnet.org/advertising/
mailto:support@acrpnet.org

Clinical Researchér April 2020 (Volume 34, Issue 4)

Table of Contents

4Executi ve Di réeledrningtd6 ShindMWhersFailyire is Not an Option
Jim Kremidas

6Chai r 6 s 0 Raliasgswéthgtree Punches, Virtually Speaking
Paul Evans, PhD

8Managing Edi & Aimibgdor Meussy in ghe World of Subject Recruitment
Gary W. Cramer

PEERREVIEWED

13 Adapting Productivity Models to Improve Efficiency and Progress in Clinical Research Practice
Kara Lorduy, PhD, CCRP; Victoria Brown, PhD, MBA, CIP, CCRP; Suzanne J. Rose, MS, PhD, CCRC

SPECIAL FEATURES

28 Applying Behavior ChangeStrategies to Patient Engagement in Clinical Research
Mindy Gruba, MPH

41 Getting Started with Using Social Media to Recruit Research Participants
Deaven A. Hough, MA; Elizabeth Flogdrady, PhD, MS

COLUMNS

51 Recruitment & Retentiond How to Recruit, Cultivate, and Grow a Clinical Trial Subject
Danielle M. Desser, MS, CCRC, ACHRM; Courtney Dean Alexander, CCRC

55 Site Strategie® Fostering More Diverse Trials Through Targeted Protocols and Other Tactics
JodyCasey

58 Science &Societyd Decentralized Clinical Trials: A Much-Needed Plan for a More Reliable Future
Al O. Pacino

62 Ethics in Actiond Research During an Epidemic: How Can We be Prepared?
Lindsay McNair, MD, MPH, MSB

67 CRC Perspectivéd 5 Lessons Learned from Clinical Trials While Facing a PANdemIC
Tara Bresnahan, RN, CCRC, ACHR®/

wnl Interested in writing foClinical Researche? Visit https://www.acrpet.org/resources/clinicaésearcher/
! C R P-] Creditgranting Home Study tests based@mical Researchearticles are available for purchase at
R LISTENING 8 FOR LIFE

https://www.acrpnet.org/horrstudy/ along with downloadable PDFs of the relevant articles and questions from
each issue. The test based on this issue should be activated oMine2020.

B FOR LEARNING # FC

3| Page


https://www.acrpnet.org/resources/clinical-researcher/
https://www.acrpnet.org/home-study/

Clinical Researchér April 2020 (Volume 34, Issue 4)

EXECUTIVEDIRECTORGO6 S MESSAGE

Learning to ShineWhen Failure is Not an Option

Jim Kremidas

Faced with one of the biggest potential disasters in the history of
the U.S. manned space program to the moon, NASA Flight
Director Gene Kranz memorably said failure was not an option
when considering ways to rescue three astronauts floundering in
space.hn  Ro n HApela t3déve, Kranz goes further,

saying the time of crisis wild.l T

I watched that <cl| asssicaurage@n@d5 f i | m
optimism resonate even more today as we struggle together to adapt to amehnvaiving
terms | i ke namitfiladt tde sitragcti mg ocurve, 0 and gr aj

an almost unimaginable magnitude. Indeed, our lives have been disrupted to their very core.

ACRP members and other clinical trial practitiharetaking offensiveaction inthis new war
against a new foe: thmronavirus causing cases of COVHD9 that aralready overwhelming

hospitals and other healthcare facilities around the globe.

Speaking on behalf of t heeentpeadertolsuppod yoarwitalACRP ,
work protecting health and improving quality of life. In critical ways, you and your work are the
ammunitionfor our key weapon to mitigate the virus toddypu are the professionals providing

the data and other informaticneeded for front line healthcare workers to help patients in need.
Additionally, your work will help us tde prepared to meet the next pandemic in whatever form

it takes. It is clinical research that will find the cures we need to win the battle aha&rdstadly

virus and futureones.
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The work you do is so incredibly important. Y
remains: You are answering a higher calling by working to help advance human health. Now

more than ever.

Let 6s Get Virtual

As you probably are already aware, we had to cancel our physical conference in \Beiattle
had beerscheduled to begin May 1. The cancellation joined a long list of events of all stripes
that continues to grow as we and the entire globe wait to seddmagingCOVID-19 will

prove to be.

We share your disappointment. The conference is an educational and inspirirantnae were
all looking forward to it very muchFortunately, starting AprillGve 6 r e br i ngi ng you
2020 annual conference virtually. Our new program includes 25 drpesessions across six

educational tracks and provides the opportunity to earn up to 24 ACRP Contact Hours.

Whil e we wonodét have t beto-faseaoneecofted anchather beverageset wo r
|l 6m gl ad you will stild]l have an opportunity t
peers, and otherwise commiserate with other leaders in the clinical trial world virtually. | hope

y ou 6| kto paticipateMiew program details at 2020.acrpnet.org

No Spoilers

Finally, for those who hapokorid®t Ssséémctehe omesaie

dedication and optimism dondét go unrewarded.

| s e e sskeelyaraspldte spirit in so many clinical trial professionals toélharound the

globe  wh e thelgingcoimpicated ©VID-19 trials launch in a matter of days, or staffing
pop-up testing facilities literallyinderbattlefieldcondiions ACRP members and other clinical
trial professionals are already demonstrathmagthis isyourfinest hour. On behalf of my ACRP

colleagues, | thank you and | salute you.

Jim Kremidas (jkremidas@acrpnetrq) is Executive Director of ACRP.
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CHAlI R6S MESSAGE

Rolling with the Punches, Virtually Speaking

Paul Evans, PhD

l tds an understatement to say we
The COVID-19 pandemic continues to wreak havoc on much of

the world as it forces us to change our habits, alter our daily

lives, and do our best to prepare for the unpredictable.

In his April message elsewhere in this issu€lafical

ResearcherACRP Executive Direar Jim Kremidas rightly

applauds and salutes clinical trial practitioners and their vital

role battling the coronavirus an
agree more with his sentiments.

However, | wanted to use my space here this month to focus on batewre pragmatic

matters; specifically, COVIL 9 6 s i mpact on your Association a
enterprise.

For obvious reasons, we were forced to cancel
going to sugarcoat the reality: The fima i a | i mpact on ACRP wonodét be
conference and exposition form an important source of revenue for your Association. The
education and networking event is a pillar of
However, weoOve c onketheuepstoiva difflcult situatioa.\By now yourmaay

have received anmail from ACRP outlining how paid attendees ¢gt a voucher for $150

over the originally planned conferencebs regi
of ways to bothgpport and benefit from your Association via other training and conference

of ferings, among other options. I hope youdl |
|l 6d I i ke to applaud ACRP staff f or etbéseof i ncr ed

our physical conference and transforming it into the Virtual ACRP 2020 Program, with 25
expertled sessions, six educational tracks, and 24 contact hours available from activities starting
in mid-April and stretching into late Jun€iew program details at 2020.acrpnet.org
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As we all grow increasingly stir crazy in the
way to use screen time than participating in the Virtual Program.

Our Shared Struggle

A

|l tés also i mportant to remember that, as an i
through this pandemic crisis and its upheaval
l'ittl e about ACRPOSs upc o ritentgtivefy bchesluled i | regi ona
Philadelphia (September®58 ) and i n North Carolinads Resear
(September 30@ctober 2 each offering an afternoon workshop on the first day and 12 contact

hours from full days of sessions on the next two days.

For those undergoing conference Awithdrawal 0 a
gatherings offer an opportunity to reconnect with colleagues thasiioned way! We are also

looking at the prospect of adding a few more regional conferéoaesd the end of 2020.

Watch this space for updates.

Thereds an expression that #@Aout of chaos, com
in 2020, | see an opportunity to revitalize o
theamnual conference. Letds be candid: Turnout

we can find a way to do a virtual version this year with more attendees and more interaction.
Again, watch this space for updates.

Finally, | 6d | i kteand say hewcphood | dm torki svorking witmsuch a fine
group of people sharing such worthy goals. We
the stronger for it on the other side.

Paul Evans, PhD,is President and CEO of Velocity Clinical Rasgh, and Chair of the
Association Board of Trustees for ACRP in 2020.
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MANAGI NG EDI TOR6S MESSAGE

Aiming for Accuracy in the World of Subject Recruitment

Gary W. Cramer

Recruitingvolunteers to do something for which they know

they are well qualified and actually have an interest is one

thing; recruiting them to do sor
may be ideal for and have maybe never even heard of is quite

another matter.

Such is theeommon dilemma faced by the professionals whose

job it is to find volunteers for clinical trials. Finding subjects

for Phase | studies offering remuneration is not such a great challenge in most cases, but finding
and educating subjects who are actuallgced by the conditions under study for later phases of
research presents all sorts of stumbling bl oc

them.

While gathering and editing the various articles on patient recruitment and retention topics foun
elsewhere in this issue, | found myself wondering what some of those complicating factors might
look like in the real world and asked a few questions. Here are some of those questions and the

answers that presented themselves:

Are there country-specificquirks or challenges to be encountered when recruiting
subject®t hi ngs new recruiters arendt necessarily
suddenly crop up as a hurdle to attracting participants in one or a few countries, but not in

others? If so, how haveecruiters dealt with them?

According to Tricia Barrett, senior vice president and managing directoPwattis

anindustryl eadi ng patient recruitment and retenti ol
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awareness materials for dirdotp at i ent outreach, i1tdéds not a one
extending globally. Each country has its own unique rules andatémng, and even more
important is the cultural adaptation that must take glageh et her 1t ds t hrough i

tone, or even design. o

Barrett notes that a word or a color can mean one thing in one country and something completely
different in anote r . Further, AA simple | anguage transl
ATr ans d alseanbwnascultural adaptatibm imperative to a successful global clinical

trial. This process ensures that your message is maintained in style, tone, and abntext

Thus, it is important to consult with local experts in the country of focus, or to hire someone who
knows the culture to review trial material s b
same goes for your commufmBe asuroemsyduwchadwe , 00 I8¢
understands the culture and can perform quality control before you launch any public

communi cations. 0

As an example, when Praxis considers names for a study, a list of the favorites is sent to
transcreation expertsforrewme A We wer e recently working on a
of our proposed study names was the OAsana St
patients in 12 countries, and while that name had no negative connotation in most, in Hungary,
wewee i nformed that the word might be misused

the middle (as in O0baszanad), which [would tu

For best practices in more effectively targeting and engaging study participaat)es Special
Features on AGetting Started with Usiamlg Soci a
AAppl ying Behavior Change Strategi damsthist o Pati e

issue.

Therebds been a big dr i vieipatioo (foaexainple, byrdgcieasihgy i ng t
the demands for so many visits to sites) and broadening access for study voluntéemne
that s only becoming more urgent in the midst

progress is being made on these fronts?
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Tecmology advances certainly appear to be making headway in this arena, with study managers
taking advantage of the evgreater levels of connectivity now possible with their participants.

For example, Science 37, a company with a focus on decentraliziedIdiiials, recently
announced that it fihas created a fully reimag
support for IOS and Android operating systems. With this development, patients can not only
participate from the comfort of their own honbeit they can also do it with the familiarity of

their own smartphones. 0

Using their own devices, patients can learn more about a study, provide consent, schedule and
participate in study visits, complete assessments, and communicate directly with trieastudy

and investigators, all through a single platform, according to the company. Thebaleed

platform is also touted as integrating workflow and processes for physician investigators, mobile

nurses, and coordinators across the entire trial life cycle.

Meanwhile, Medable Inc., a software provider for decentralized clinical tréesdently
announced the launch of its Patient Advisory Council (FA&nationwide network of
advocates who will advise Medable and its biopharma customers on waywxtweé patient

access, experience, and outcomes in clinical trials.

According to the company, the PAC Ais a netwo
and caregivers with diverse backgrounds in patient engagement and a strong understanding

of patient peferences. The patieldd council is dedicated to improving clinical trial

access and efficiency by embedding patient voices and perspectives into every facet of

clinical trials, with the goal of bringing innovative, kfmproving therapies to more

patentsat a f aster pace. 0

Medable further plans to share patient insights with key stakeholders, including healthcare
providers, biopharma companies, and clinical research organizations. Original PAC member and
past ACRP annual conference speaker T.J. Shanmpelanoma cancer survivor and patient
advocate, has been working closely with the company to develop the framework, initial
guidelines, and best practices for how Medable can best incorporate the patient perspective;

patient advocate and founder of GRare Jennifer McNary serves as the PAC Chair for 2020.

10| Page



ABy gi ving pati en tneeded votte ictaal desggn an@ executian, lifau ¢ h
science companies can i mprove patient access,
Longmire, CEOandef ounder of Medable. AThis is a uni gt
across the clinical trial landscape to work together and contribute their insights and experience to
accelerate innovation. By integrating patient perspectives within our digitalgtéaform, we

hope to offer patients a more human experienc

Fromanother announcemerthis onemadeatthe recen6COPE 2020 Summit, we also know

that Greenphiréas teamed up witRocheto address the top hurdles patients face when
participating in clinical trialsAccording to orthe-scene reportinghte companies epresented
findings from a recent gbal trial survey on patient convenience, highlighting the need to
alleviate financial and logistical burdens from participants in order to maximize retention and

engagement.

For other views on simplifying and enriching trial experiencepferr t i ci pant s, see t
& Soci et y oDeceatlalized ClinioahTridls: A MuchNeeded Plan for a More Reliable
Futureo and the fARecr ui HomanRecrut, CRtwdtegeand Grawrao ¢ o |

Clinical Tri atueeSubjecto in this

Another aspect of subject recruitment and retention that has become an ongoing emphasis
from many quarters of the enterprise is that of diversity among participants. What are
stakeholders doing now to improve the involvement of underserved populatis in clinical

trials?

As just one example of how this situation is being addressestent blog poftom Clinical

Research Pathways looked at howltiple sderosis (MS) fian unpredictable, potentially
disabling disease of the central nervous sys8tdmas long been viewed as a disease
of white women ofnorthern European ancestfigut] alsoaffectsblack, Latino, and Hispanic

Americansd

Resear c her sgof howmcdmenordVE sambng these populatiomso n 6t | mpr ov e

unless more minority patients are included in 8i&lies During Multiple Sclerosis Awareness
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Month in MarchCIl i ni c al R e s e a r ashotlighaarthiswliseassandshle neadaad i
increase minority participatiolm MS researchv ot i ng that, A[i f] we
affectspeople of different races and ethnicities, we davelop treatments thatork betterfor

all MS patient

However, t he BlatkangdHigpanic Anhescans fade obstécles to treatment. One
study found that these patients are less likely than \phiientsto receive care for conditions,
including MS, i n Wadhoubtkisucare, mang mirsotityopatientsfefdiug i .
hospital energency departments withore seriouproblemso

Clinical Research Pathways encouralgesithcare providersgsearchers, patient advocacy
organizations, and other members of the MS commuaityarn more about tHdS Minority
Research Engagement Partnership Netvamicktake advantage of its engagement resources and

toolkits.

und e

For more insights on diversity in clinical trials, seefheSi t e St r at e gosterm@® c ol um

More Diverse Trials Through Targeted Proto

Gary W. Cramer (gcramer@acrpnet.oyis Managing Editor for ACRP.
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PEER REVIEWED

Adapting Productivity Models to Improve Efficiency and Progress in
Clinical Research Practice

Kara Lorduy, PhD, CCRPictoria Brown, PhD, MBA, CIP, CCRP
Suzannel. Rose, MS, PhD, CCRC

Accordingto a recent repod nU.Silnvestments in
Medical and Health Research and Developnaent,
the biopharmaceutical industry spent approximately
$15 billion in direct costs in the establishment of
roughly 4,500 clinical trials in the United States in
2017. Thes sponsored trials included more than
920,000 participast{1} Considering that 86% of

trials in the United States fail to enroll before the

contracted periofki4dla r esearch progr at
stewardship of qualified and weHained study
coordinators, who arasked with balancing ewémncreasing regulatory demands and protocol

complexity{5} is paramount to its success.
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This papersurveys the current state of the field and compares two similar adaptations of the
Ontario Protocol Assessment Level (OPAL) in tracking productivity at their respective research
programs{6} The findings provide a compelling case for improved efficiemay @roductivity,
increasedob satisfactiorandretention, andhigher levels ofunding over prolonged use of

adaptive productivity metrics.

Background

It is well known that coordinating a successful research program has become very challenging in

t o d &lyiGakresearch environment, due in part to greater protocol complexity, fewer available
studies, decreasing site budgets, high levels of staffdwt;rand an increased regulatory
burden.{7} In addition, research sites are often expected to projfcigtaeeds in order to

bring on new trials, maintain existing ones, and stay abreast of the regulatory demands for
multiple studies. In order to manage the workload of these studies, there is a need to better
understand the time, personnel, and finamesburces needed to conduct clinical trials. The
benefits of this focus include increased enrollment success, funding, efficiency, quality, and job

satisfaction and retention of study coordinators.

Historically, federally funded research programs have lgegded by the 1992 National Cancer
Institute (NCI) Cancer Clinical Investigations Review Committee algorithm of 1 -@irfnd
equivalents per 40 enrollments.{8} However, meta analyses across 51 research programs
alongside many other pivotal developmantthis arena,{4} have led to a growing consensus

that productivity models should incorporate complexity, or acuity, as well as the regulatory and

administrative tasks in their metrics.{9,10}

Recent attempts have been made by various groups and sitesltgpdeorkload tools that
adequately address the true workload of clinical research coordinators (CRCs). The tools
formulate the workload effort through various mathematical calculationsi{®7}1n an effort

to portray the evolution of efficiency in cleal research practice, we depict the replication of the
OPAL{6} met ri cs on i mproved efficiency at one

following one year of implementation productivity metrics, while another site (Stamford Health)
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presents theanpounding benefits of adapting the OPAL protocol acuity rating metrics to
comprehensively include additional workload factors, coordinator roles, and phases of the study
cycle in the Clinical Research Workload Tool (CRWT) across eight years.

OPAL and theCRWT overlap in terms of using an eigdint protocol score, or multiplier

toward the total enroll ment number, with simp
studies (e.g., Phase 1) rating 0 8.ofocosoorepr ehen
considering the study role contributions (i.e., data, regulatory, nurse, and coordinator) and adds
weights to the score for each additional workload factor (e.g., industry trials, duration or number

of visits){18} to comprise a CRWT score omuttiplier toward total number of active enrollments

before adjusting for the phase of the study (e.g.-starenrolling, followup).

Importantly, our findings support the growing body of knowledge regarding the adaptation of
metrics originally exploreth oncology research programs for use in these tweomanlogy
research programs at two distinct phases in their development of adaptingt@B&d_metrics.

The noroncology programs aimed to develop a common currency of productivity that could be

benchmeked and leveraged to improve efficiency and progress in their clinical research practice.
Methods

To reiterate, we present two research programs utilizing an adaptation of the OPAL productivity
metrics. The first site, Stamford Health, collects dataicglat to use of the CRWT model across
eight years. The second site, Childrendés Heal

another adaptation of the OPAL metrics in the first year of implementation.
Stamford Health

TheCRWTwaslevel oped based on the OPAL workload pl
al so all owed for an Aotherd category, which w
circumstance that added protocol complexity. With the addition of the complexity natidifis,

the total CRWT score could amount to as high as 12.
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In addition, another novelty the CRWT accounts for is that, at Stamford, regulatory coordination

and data management tasks are assigned to other personnel than CRCs. To account for the
regulatoryand data management burden not being part
CRWT offers additional reductions in workload by 25% per additional resource based on a

previous workload study in which coordinators recorded their time spent on protocol

management, eligibility, and entry, treatment, folap, and final stagépproximately 25% of

clinical research associate (study monitor from a sponsor or contract research organization) time
recorded was spent on protocol management (regulatory coardiagponsibilities) and 25% of

time on followup and final stage (data manager responsibilities).{19}

Data were collected over an eigigar period. CRWT scores for 14 coordinators were recorded
on a monthly basis. A total of 606 CRWT scores were cakulizit this time period\(=117,
SD=57.47).

Chil drends Health System of Texas

In a similar adaptation of OPAL, the enrolimeatarived productivity of a separate, ron

oncology clinical research program in the first year of implementation (T1=January 2017; T2=
January 2018). Consistent with the methodology defined previously,{6} all protocols included in
the research programbés portfolio were scored.
10 experienced CRCs. The total workload (the DEVO score) forasrdinator was

constituted by two components: 1) enroliment derived productivity using the OPAL (i.e., the

OPAL score) apprised workload method{9} and 2) all contributions made to the developmental
department initiatives (the DEV score) including, but limited to, writing standard operating

procedures, internal quality reviews, and training (see Figures 6 and 7).

The DEV scores were computed by adding additional points to overall workload score by

counting the total number of hours spent across faorgoy categories (regulatory, training,
developmental, and patient care) reported in a time tracking system and dividing them by a factor

of two. Additionally, coordinators completed a figeint Likert scale assessing their perceived
fairness of the mettis system, as well as how |l ikely they

department two years from nowo and their over
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Monthly CRWT Score

Results
Study Conducted at Stamford Health

Figure 1 shows characteristic CRWT monthly score profiles over ayéanperiod for two fult
time oncology (CRC 2 and CRC 3) and three-nanology (CRC 1, CRC 4, and CRC 5)
coordinators who worked four years contiguously.
300
250
200

150

100

—CRC 1 CRC 2 CRC3 CRC 4 =——CRC 5

Figure 1. Workload is highly variable among fttiime oncology and nenncology coordinators.
Oncology coordinators average a higher workldddX93.5,SD=17.78) than nomncology coordinators
(M=104.5,SD=36.13). The difference in means was highly significant tbyeat for two independent
groups t(45=-10.13,p<.001. This can be attributed in part to the higher number of trials that oncology
coordinatorsi1=19.25,SD=1.86) conduct versus namcology coordinatord{=8.14,SD=4.06). The
difference in means wasgfily significant by a-test for two independent groupé&}5)=-11.34,p<.001.

Based on frequent coordinator assessment of their workload (too light, moderate, heavy, or
unbearable) and capability of conducting assigned studies (yes, somewhat, no}efmnias

were assigned (see Table 1).
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Assigned Study Coordinator Ranges

Range Zone
<100'125 light green
1261150 Green
1517175 Orange
175 200+ Red

Table 1 Coordinators in the light green zone were usually new reseacctinators. Coordinators in the
green and orange zones were more confident with workload and most capable of taking on new studies.

Coordinators in the red zone often felt overworked.

In addition to calculating monthly CRWT numbers, annual revenue ptiotiyper coordinator

was calculated and adjusted according to whether the coordinator left the institution. A scatter

pl ot of annual revenue and average annual wor
analyses were used to examine the relatipnsktween the annual revenue and average annual

workload (see Figure 2).

Average Annual Workload
9

o o o o o o

Annual Revenue

Figure 2: For nononcology coordinators, a higher workload correlated to greater revenue generation.
There was a strong statistically significant positive correlation betweeagevannual workload=104,

SD=36.13) and annual revenud£$121,697SD=$63,681)r=.62,p<.001,n=27.
18| Page



The positive correlation does not appear to be related to variation in study characteristics, as they

did not vary greatly during theightyear period, as shown in Table 2. Studies are categorized as

Device (Preand PosMarket as well as total Device), Drug (Phadd¥) and Registry trials not

categorized as Phase IV trials. As evident in the data, Stamford focuses primarily fjroorde

Phase 11l drug trials, Prilarket device studies, and Registype trials.

Table 2: Study Characteristics for Non-Oncology Enrolling Trials

Study Type N Mean SD
Total Device 8 6.50 1.60
PreMarket 8 5.13 0.83
PostMarket 8 1.88 0.64
Total Drug 8 9.88 4.76
Phase | 8 0.63 0.74
Phase Il 8 1.38 1.51
Phase lI 8 7.88 3.64
Phase IV 8 0 0

Registry 8 3.25 1.83

For oncology coordinators, a scatter ploanhual revenue and average annual workload was

created,

and

Pear sonds

Correl

ati

onal analyses

annual revenue and average annual workload (see Figure 3). This was despite a dramatic

increase in the number siibjects accrued to industsponsored trials in the last two years (see

Figure 4).
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140 .

Average Annual Workload

120
100

Annual Revenue

Figure 3: For oncology coordinators, a higher workload negatively correlated to revenue. There was a
strong statistically significant negative correlation betwaegrage annual workloaE196,SD=15.4)
and annual revenudiE€$106,094 SD=$49,588)r=-.71, p<.001,n=20.

Figure 4. Enrollment for Oncology Coordinators by Trial Type

116

g |

2015 2016 2017 2018 2019

® Industry = Cooperative = Investigator Initated Trials
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For all coordinators, no correlation was found between average annual woNBb42(
SD=53.36) and annual revenud£$115,057,SD=$58,039) r=.065,p=.666,n=47 (data not

shown).
Study Conducted at Children6s Health System o

Two-sample, pairetttests were conducted to test the hypothesis that tracking productivity
wouldimproor e t he ef ficiency of a c lderivadpraductivitye sear c h
over the course of a year (T1=January 2017; T2=January 2018) holding total coordinator hours
worked constant (see Figure 5). Additionally, we tested the effectivenessmdurctivity

tracking metrics to improve study coordinator efficiency, usingsample, pairetttests to

compare mean percentages of study coordinator time spent f@nnoliment derived activities
(regulatory, training, departmental initiatives,ipatfacing) at two distinct time points (T1; T2)

holding total coordinator hours worked constant (see Figure 6).

400
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300 I

250

Number of Subjects

i T1: Baseline (Jan' 17)
mT2: Post OPAL (Jan' 18)

200

150 205

100

50

Cumulative Enrollment

Figure 5: Total cumulative enroliment was significantly increased from T1(M=295.30, SE=135.79) to
T2(M=350.90, SE=151.49)(9)=-2.80,p<.01
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Figure 6: Mean monthly productivity scores significantly increased in enrollrderived productivity
(OPAL) from T1(M=52.23, SE=10.60) to T2(M=103.10, SE=24.98)=2.35,p=.02, demonstrating
increased productivity over time as expected. As expected, overdilighiraty (DEVO), including
enrollmentderived productivity (OPAL) and developmental activities (DEV), significantly increased
from T1(M=87.86, SE=11.49) to T2(M=141.70, SE=22.1®)=-2.37,p=.02.

Together, these results demonstrate that increasesdlineentderived activity coincided with
significant increases in the mean percentage of time study coordinators spent irfgatignt

activities in the first year (see Figure 7).
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Figure 7: Mean percentage of time spent toward patiacing activities was significantly increased from
T1(M=.30, SE=.05) to T2(M=.51, SE=.08)9 =3.19,p<.01, demonstrating increased efficiency over
time as expected. Additionally, the increase in pati@cihg activities coincided with a significant
decrease in mean percentage of time spent toward regulatory from T1(M=.45, SE=.07) to T2(M=.29,
SE=.07)(9)=2.02,p<.05.

Additionally, the retention rate of our coordinator staff increased from 40% (201 6086%
(2017 18) postimplementation of the aforementioned productivity metrics system. Pearson
correlations of the selieported perceived fairness of the procedures for measuring and
administering study workload assignments to thersglbrted job commitme and satisfaction

levels are presented in Figure 8.
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Figure 8

Relationship Between Self-Reported Views Toward Procedures for
Faimess of Workload Distribution and Self-Reported Job Commitment
and Satisfication
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Discussion

This paper focused on two adaptations of the OPAL productivity model considering protocol
complexity, the number of procedures, and additional regulatory and administrate/éotask

build a more comprehensive model and representation of coordinator workload.

Where the reproducible results of OPAL to improve efficiency and productivity in clinical
research practice can be gathered from the data presented concerning two stutlis gtgser
elucidates how the benefits of efficiency are fostered through adapting certain metrics.
Specifically, these metrics capture the redistribution of workload across study roles to optimize
and specialize staff, and more centrally, the valuenobmpassing additional workload factors

for a more comprehensive and accurate model.

Moreover, a robust relationship between perceived procedural fairness of study assignments and
workload distribution to selfeports of job commitment and satisfaction wessented, and is

further bolstered by the 46% increase in retention following the introduction of adaptive
24| Page



productivity metrics to a novel site (Childre
understanding what additional workload factors therdinators are managing and incorporating
them in your adaptive metrics helps gain their-bugind perception of fairness to improve their

work-life balance, job commitment, and satisfaction to retain them as an asset to your program.

Additionally, the naturation of benefits that can be expected after several years using an
adaptive productivity metric system (CRWT) includes increased funding support, as evident
from the eight years of data presented from Stamford Health.

Conclusion

The model shown herdfers great flexibility in both oncology and namcology settings, as it

allows for continuity of care amongst study coordinators for their study participants. These
metrics can be used to justify new and existing employees for research programs tumnpalg c

trials predominately on the high end of the acuity continuum. In addition, the metrics can be used
to increase funding for additional coordinator and support staffing while improving study
coordinator job satisfaction and retention at sites. Tllogva sites to achieve their enroliment

goals and promote progress in their clinical research practice. In the wake of such improvements,

research programs can expect more funding opportunities and greater success.
References

1. https://www.phrma.org/media/TEConomy PhRMAlinical-Trials-Impacts.pdf
2. AndersonD.2001A Gui de to Patient Recruitment : To

StrategiesBoston, Mass.: CenterWatch/Thomas Healthcare.

3. www.appliedclinicaltrialsonline.com/subjectcruitmentandretentionbarrierssuccess

4. Treweek S, Lokhart P, Pitkethly M, Cook JA, Kjeldstream M, Johansen M, Taskila TK,
et al. 2013. Methods to Improve Recruitment to Randomised Controlled Trials: Cochrane
Systematic Review and Mefenalysis.BMJ Oper3(2).
https://doi.org/10.1136/bmjope2012002360

5. Getz KA, Campo RA. 2018. New Benchmarks Characterizing Growth in Protocol Design
Complexity. Therap Innov Reg SBR(1): 24 8.

25| Page


https://www.phrma.org/-/media/TEConomy_PhRMA-Clinical-Trials-Impacts.pdf
http://www.appliedclinicaltrialsonline.com/subject-recruitment-and-retention-barriers-success
https://doi.org/10.1136/bmjopen-2012-002360

https://doi.org/10.1177/2168479017713039
6. Smuck B, Bettello P, Berghout K, Hanna T, Kowaleski B, Phippard L, Au D, Friel K.
2011. Ontario Protocol Assessment Level: Clinical Trial Complexity Ratingféool

Workload Planning in Oncology Clinical Trial$ Oncol Pract7(2): 80 4.
https://doi.org/10.1200/JOP.2010.000051

7. Getz KA, Wenger J, Campo RA, Seguine ES, Kaitin KI. 2008. Assessing the Impact of
Protocol Design Changes on Clinical Trial Performadcee.J Therad5(5):450 7.
https://doi.org/10.1097/MJT.0b013e31816b9027

8. Gwede CK, Johnson D, Trotti A. 2000. Tools to Study Workload Is#ygs.Clin Trials
9(1):40.

9. Good MJ, Hurley P, Woo KM, Szczepanek C, Stewart T, Robert N, Lyss A, Génen M,
Lilenbaum R. 2016. Assessing Clinical Trfa$sociated Workload in Communiiased
Research Programs Using the ASCO Clinical Trial Workload AssessrehtJTOncol
Pract12(5):e53647. https://doi.org/10.1200/JOP.2015.008920

10.Morin DJ. 2020. Harmonizing Protocol Complexity with Resource Management and
Capacity Planning at Clinical Research Sildszap Innov Reg Sci
https://doi.org/10.1007/s4344P20-001208

11.Fowler DR, Thomas CJ. 2003. Issues in Research Management: Protocol Acuity Scoring

as a Rational Approach to Clinical Research ManagérRes Pract(2):64 71.
12.National Cancer Institute. U.S. National Institutes of Health. 2009. NCI Trial Complexity
Elements & Scoring Model.

http://ctepcancer.gov/protocolDevelopment/docs/trial_complexity elements_scoring.doc

13.National Cancer Institute. 2018. Assessing Clinical Trial Associated Workload
(Webinar).
www.dcpaquip.com/Documents/Media/Assessing%20Clinical%20Trial%20Workload F
ull%20Slide%20View. pdf

14.Richie A, Gamble D, Tavlarides A, Griffin C. 2019. Trial Complexity and Coordinator
Capacity: The Development of a Complexity Td@linical ResearcheB3(5).

https://acrpnet.org/2019/05/14/tdedmplexity-and-coordinatorcapacitythe-

developmenbf-a-complexity-tool/

26| Page


https://doi.org/10.1177/2168479017713039
https://doi.org/10.1200/JOP.2010.000051
https://doi.org/10.1097/MJT.0b013e31816b9027
https://doi.org/10.1200/JOP.2015.008920
https://doi.org/10.1007/s43441-020-00120-8
http://ctep.cancer.gov/protocolDevelopment/docs/trial_complexity_elements_scoring.doc
http://www.dcpaquip.com/Documents/Media/Assessing%20Clinical%20Trial%20Workload_Full%20Slide%20View.pdf
http://www.dcpaquip.com/Documents/Media/Assessing%20Clinical%20Trial%20Workload_Full%20Slide%20View.pdf
https://acrpnet.org/2019/05/14/trial-complexity-and-coordinator-capacity-the-development-of-a-complexity-tool/
https://acrpnet.org/2019/05/14/trial-complexity-and-coordinator-capacity-the-development-of-a-complexity-tool/

15.Richie A, Gamble DTavlarides A, Strok K, Griffin C. 2020. Establishing the Link
Between Trial Complexity and Coordinator Capadijinical ResearcheB4(2).
https://acrpnet.org/2020/02/11/establishthglink-betweenrtrial-complexity-and

coordinatorcapacity/

16.James P, Bebee P, Beekman L, Browning D, Innes M, Kain J, Rggsecott T,
Waldinger M. 2011. Creating an Effort Tracking Tool to Improve Therap&ancer
Clinical Trials Workload Management and BudgetidigNat Compr Cancer Network
9(11):122833.

17.Good MJ, Lubejko B, Humphries K, Medders A. 2013. Measuring ClinicaliTrial
Associated Workload in a Community Clinical Oncology Progra@ncol Pract9(4):
2171 5. https://doi.org/10.1200/JOP.2012.000797

18.Rose S. 2018. Assess Clinical Trial Staff Workload and Maximize Site Performance

(Webinar).https://go.forteresearch.com/webirgsesglinical-trial-staffworkload-and
maximizesite-performance? ga=2.67391190.652342446.158378.5
121221525.1581515325

19.Roche K, Paul N, Smuck B, Whitehead M, Zee B, Pater J, Hig#t Malker H. 2002.
Factors Affecting Workload of Cancer Clinical Trials: Results of a Multicenter Study of
the National Cancer Institute of Canada Clinical Trials Grdu@lin Oncol20(2):545
56.

Kara Lorduy, PhD,CCRP,i s a Cl i ni cal Research Coordinat ol

of Dallas.

Victoria Brown, PhD, MBA, CIP, CCRP, is Director of Research Administration with

Chil drends Health System of Texas.

Suzanne JRose, MS, PhD, CCRCis Director of the Office of Research at Stamford Hospital

in Connecticut.

27| Page


https://acrpnet.org/2020/02/11/establishing-the-link-between-trial-complexity-and-coordinator-capacity/
https://acrpnet.org/2020/02/11/establishing-the-link-between-trial-complexity-and-coordinator-capacity/
https://doi.org/10.1200/JOP.2012.000797
https://go.forteresearch.com/webinar-assess-clinical-trial-staff-workload-and-maximize-site-performance?_ga=2.67391190.652342446.1581515325-121221525.1581515325
https://go.forteresearch.com/webinar-assess-clinical-trial-staff-workload-and-maximize-site-performance?_ga=2.67391190.652342446.1581515325-121221525.1581515325
https://go.forteresearch.com/webinar-assess-clinical-trial-staff-workload-and-maximize-site-performance?_ga=2.67391190.652342446.1581515325-121221525.1581515325

Clinical Researchér April 2020 (Volume 34, Issue 4)

SPECIAL FEATURE
Applying Behavior Change Strategies to Patient Engagement in

Clinical Research

Mindy Gruba, MPH

Changing behavid&k't o some, i1 to6s fAseco
. You just do it. As you grow up, you learn to pay your

bills on time, you start calling your mom every

Sunday, and you recognize the value of creating to

do lists. However, for some groups,for more

complex changes, the idea of changing behavior

provides challenges each step of the way.

As a society, we sometimes attribute lack of folow

" through to just forgetting.
val i d, people dondét sgeust do
they forget, or because they remember. {1, 2} I
easy (online shopping), therebds risk if they

phone), their friends are doing it, or sim@lyhey justenjoy it.

In the context of healthy behaviors, there are many tactics that health professionals employ to
motivate their patients. These may include pr
simple exercise, or explaining how medication capriowe their symptoms. Patients may be

especially driven when they start to experience the outcomes of being compliant, such as a

reduction in disease symptoms.

28| Page



Wi th al/l that sai d, the ecosystem of what i nf

away s be attributed to a single thing. I n the
behavioro approach to help the person | ends t
necessarily to make a person bthisdavermoretrickyds t o
is that patients in trials may not be getting

because thereds no proof of effectiveness of
How are Behavioral Tactics Currently Used?

With the rise in behaviola economi cs, wedre now seeing indus
psychological insights to influence behavior through minute levels of persuasion, instead of
coercion. {3} 1tdéds clear that this has i mprove
these tactics.

For example, there are some software services that default to a more expensive, yet unnecessary
option upon checkout. The preselected offerin
chosen, but when it 6 sandarth €hisdnayfleaduybuttq exhilmés f eel s |
aversion. You now perceive your originally in
be avoided. This reventgenerating tactic still provides choice, but nudges consumers to paying

more than planned.

Covwersely, wedve al so been sueheasdefgultbdgmfrse t act i ¢

organ donations and retirement saving plans, thus saving lives and building financial security.
Constructs of Behavioral Change Models

A behavioral change model re$ on constructs to drive a framework that helps to understand the
psychology of why people do the things they do. This can be used to drive strategies on how to
influence those behaviors in a more desired direction, similar to the tactics previously
descibed.{4}
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While there are many behavioral models, most share the same or similar constructs. Table 1 lists
a few of the key ones, and how to independently incorporate them into your patient engagement

plan.

Table 1: Key Constructs of Behavior Change Models

Construct What Patients Might be Strategies
Thinking
Perceived | What is the likelihood Inform patient of risks, focusing on
Risk something bad will happen| susceptibility and severity of the condition or
If something bad happens,| behavior (fear appeal) to convey importance g
how extreme will it be? diligence, but emphasize methods for prevent
and treatment to overcome risk to reinforce
perceived efficacy.{5}
Knowledge | Do | understand what is Provide basic irdrmation about a medical
being asked of me and why condition that might include how the disease
i tds bei ng a|develops, its expected course, and how speci
strategies can help manage it. Apply this sam
approach to study requirements, such as
explaining why{6} patients need to take all theg
medication at the specified time.
Skills/ Can | stay organized and d Provide patients with intuitive{3fakehome
Ability | have the tools | need to b( instructions and tools, such as e&syse pill

effective?

boxes,{1} visit schedules, and preparation
guides, along with reminders on their own
phone. Help patients build good habits early i
the study by anchoring to known habits that

already exist. For example, if patients need to
take a pill once a day, you could instruct them

take the pill just befie brushing their teeth.
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Perceived
Self
Efficacy

Am | confident in my ability
to reduce the risk or attain

the benefit?

t hirethefil fo @ @ O
a small, attainable request to build efficacy.{7]

Try techni
For example, have the patiemdmplete a
training diary at the site or review the
technology with them so they will feel more
confident about using it at home or on their ov
Technology training is particularly valuable wi

older populations.{8}

Response
Efficacy

Will the outcome rduce the
risk or increase the benefit]

Provide concrete examples of how risk could

averted.{5} In some trials, for example, a pati¢
might be instructed to avoid certain medicatio
Whil e i
the risk, it should lao be made clear that

t6s i mportant
avoiding the drug can reduce the chance of a
reaction. Giving specific examples, like brand

names, makes it more concrete for the patien

Subjective

Norms

What are others doing?
What do they think | shoulo

do?

Convey basic chacteristics about others in the
trial, such as how many are participating and
what countries are involved, or show videos 0
former clinical trial participants describing thei
experience. Incorporate social incentives,{7}
such as involving the caregiver discussions to
help provide additional encouragement and

support throughout the study.

Attitudes

How do | feel about all that
is required of me in the

study?

Attitude may extend beyond safficacy, as it ig
shaped by beliefs and factors associatet wit
behavior.{5} For example, if a patient dislikes
sitting in traffic and lives far away, he or she
may be less likely to attend required visits. It g

be valuable to measure attitudes at the
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beginning, and throughout the study,{6&
questionnaire, tdetermine how attitudes are
shifting around the required study activities ar
to determine if intervention may be required.
Explaining why patients need to do certain
things can reduce perception of just being tolc

what to do, decreasing resistance to geaft}

Motivation

Do | have desire? Is it
compelling, helpful, or

interesting?

Get to know your patient to understand what
drives themd intrinsically and extrinsically.
{1,3} For those who are extrinsically motivatec
praise them for completing complianbased
activities. You can also leverage reminder
servicestopr@ r ogram fAwhyo
messages, so patients receive this reinforcen
throughout the study. Help them feel a sense
accomplishment by showing progress in the
study, or by conveyig how their participation is
helping research and may potentially help oth
like them, to motivate those who may be drive
by altruism. This may be especially valuable
when asking patients
activities, like consenting to additial biopsies

that arendét required

Intentions

Am | committed to

following through?

Intentions are largely driven by a combination
motivation, attitude, and subjective norms.{1}
Work closely with patients to understand their,
intentions to follow through with study

requirements. Use specific examples and outl

a concrete plan of how they will achieve them
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Triggers/
Cues

How will | remember to do
these things, or when | nee

to do them?

Incorporate nudges that are anchoed tlesireg
action,{3} such as sending reminders near or
the time patients need to complete a diary ent
As habits begin to form, patients may need fe
prompts, as constant reminders may create

message fatigue. Shifting to targeted behavio
based ntifications can help reduce this. For

example, if patients are required to wear an

activity monitor, only send targeted messages
those who are at risk of dropping below the

required wear threshold.

While addressing these elements independently Hasiva , i tds someti mes

them into an overarching strategy using the model to drive a more holistic strategy around

engaging your patients. The model(s) you reference may vary based on needs{9}:

= =2 4 A A -2

Stage of the study (recruitment us-trial)

Protocol requirements (complexity and number of assessments)
Study aims (prevention vs. treatment trials)

Patient population (age, gender, indication)

Region and associated culture (social constructs, motivations)

Successful previous applicatioosthe model in similar studies/populations

hel

While there is an extensive list of behavioral models that could be leveraged, Table 2 presents a

few worth considering. The sections following this table provide descriptions of the four models.
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Table 2: Constructs Found in Behavioral Models to Consider for Patient Engagement

The
Extended Information 1
Theory of Fogg o
Parallel _ Motivation i
Planned Behavior _
Process ) Behavioral
Behavior{5} | Model{3} _
Model{4} Skills
Model{1}
PerceivedRisk/Threat n
Knowledge n
Skills/Ability n n
Perceived Self n n
Efficacy/Behavioral
% Control
2
‘g Respons&fficacy n
o
O | Subjective Norms n
Attitude n
Motivation n n
Intention n
Triggers/Cues n

Extended Parallel Process Model

The Extended Parallel Process model is intended to predict how people will respond to fear of a
risk, given their level of perceived efficacy. Risk is inclusive of perceived susceptibility and

severity, while efficacy includes selthd outcome efficacy.

The model predicts that if people have high perceived risk and low efficacy, they will begin fear

control behaviors by avoiding or denying the issue. Those with high perceived risk, but even
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higher perceived efficacy, are motivatedtnin danger control activities by taking action to
reduce the risk.{4} This model is more often used to drive fear appeals by creating just enough

fear to motivate someone to act.{10}

This may be applied to communication strategies for those with iseasgis or patients on their

last line of treatment, who may tend to have lower risk perceptions to trial participation, given
the alternative.{10} With that said, perceived outcome efficacy may be low in these populations,
but potentially still higher thathe perceived risk of the study, thus motivating them to

participate.

Furthermore, within the trial, it can be valuable to heavily reward these patients for completing
self-efficacy building activities, such as basic compliance requirements. In thixggaeents

in a Duchenne muscular dystrophy trial may experience learned helplessness, or a sense of
powerlessness. It may be that physical therapy does not lead to progress for the patient, and no

matter how hard the patient works, physical functionginoe to decline.

When patients dondédt see a positive outcome fr
to give up.{11} This is where focusing on compliance, such as rewarding patients by doing
something within their control (e.g., wearing thagtivity sensor), can help to reinforce self
efficacy. Ités also valuable to continue remi
researchers find a treatment for others like them (outcome efficacy). This may motivate patients

to stick withit,een i f t heyodore not feeling better.
Theory of Planned Behavior

This theory posits that a p e-eflicacyéasdrigethenmto ud e,
act.{5} A potential patient population to apply this model to would be children and adokescent

who are typically more susceptible to and impacted by social influences than other age groups.

Although children are required to consent to participate in a study, consent is also necessary from
a caregiver. This could serve as an opportunity to engahssithe patient that while he or she

needs parental consent, the child also has a say in participation.
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Targeting a childbés attitude toward the behayv
effective than just instructing them on what to do.{6}tkihat said, education and assigning

achievable tasks, with support from caregivers, can help build confidence early on in the trial.

As schoolage children grow, they are increasingly more influenced by their peers and social
environment.{2} Leveragingocial influences,{7such as describing basic characteristics about

others in the trial (e.g., age and country), highlighting celebrities with the same or similar

condition, or showcasing commercials or PSAs, helps reduce the stigma. This can help make

ti al participation feel more mainstream and 0s
source of social reward when young children feel like they are pleasing their parents by doing

what is asked of them.

However, i t 6s 1 nrategred carefully. While posstiee regnfmrcemant fromm &
social network for high compliance can drive positive behaviors, it might prompt certain patients
to feign compliance activities to please those in their social network. Therefore, one must find

the light balance of rewarding compliance, while also rewarding honesty.
Fogg Behavior Model

The Fogg Behavior Model states that for people to be successful in performing a behavior, they
need to be motivated, have the skills and ability to perform the behamibe prompted by a

trigger. Strong presence of all three constructs equates to a higher likelihood of success. While a
trigger must always be involved, motivation and skills do not both necessarily need to be high, so

long as one of these constructsanpelling enough.{3}

If someone is highly motivated, but has minimum skills to perform a task, motivation in itself
might drive the person to acquire the necessary abilities. On the flip side, if something is easy,
people might just do it.{3} Take the sa of store clerks who ask if you would like to donate

your change or a certain small dollar amount to charity upon checkout. On your own, you may
never have been motivated to donate, but in this instance, it is so easy that you agree when

prompted.
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Motivation can be quite elusive, given it is so unique to the individual. According to the Center
for Information and Study of Clinical Research Participation, motivators for participating in

trials are to help advance science and treatment of disease/cortitipnthers (altruism, or

family), receive compensation, and to obtain better treatment. The top burden impacting ability is
traveling to the study clinic. In fact, the top voluntary reason for leaving a study is the location of
the study center.{12}

In clinical research, sponsors and vendors are working on various ways to remove friction and
address the Atime, 0 Amoney, 06 and Aeffortodo abi
participate in studies more easily, whether by introducing remots,\wgiering smartphone

apps, or even providing childcare.

The Fogg Behavior Model may be applied to patients on two sides of the spectrum. For example,
patients who are seeking ldste oncology treatment may be more motivated to participate,

comply, andstick with a trial. Healthy participants, like in the case of certain vaccine trials, may

not be highly motivated, but if i1itds easy for
This is especially the case if some extrinsic motivation can besskt through compensation,

including compensation associated with compliance activities.

In these scenarios, both groups need a prompt to participate, whether it be from a doctor for the
highly motivated, or by passively being exposed to an onlineaadrthkes it easy to sign up.

Both groups would benefit from-mial patient engagement strategies to trigger an action, like
reminders anchored to the timing of an expected behavior (e.g., filling out a diary) and apps that
prompt a calto-actiononapai ent 6 s phone, which 90% say they
them.{13}

The Informationi Motivation i Behavioral Skills Model

This model suggests that factors that influence behavior include knowledge about the behavior,
motivation to take action, and behavics&llls necessary to complete it. Not only must
information and motivation be tied to skills, they must also link to the behavior change

outcome.{1}
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Information can motivate.{2} An obesity study protocol may prescribe that patients complete
specific healtkbehavior regimens, such as exercising and eating right. Patients need to be
informed on what it means to eat right, and what type and level of exercise is most appropriate.
They must also understand why and how this helps in the study. These guidajaeess of

what arm of the study the patient is in, can

to comply.

Behavioral skills can be reinforced by providing tools such as pedometers or food scales,{1} and
Atiny habitd exer caidsdee dr d mitrmod ear spaddrent 6s dai ly

instead of elevator, walking to a coll eagueos

Research has shown that patients immediately forget 40% to 80% of the medical information

they receive, and abbhalf of what is retained is incorrect.{14} Therefore, these details must be
made available to patients after their visits. Critical study information, presented in various

formats, such as combinations of text, images, and interactive modules, cha etsweyed

through the use of technology to target the diverse learning styles of patients.{14}

Questionnaires can evaluate comprehension, and the results can be then used for targeted training

to ensure knowledge is maintained.
Key Considerations

The common thread in these models is that many of the constructs can be leveraged to influence
patientsd way of thinking to promote specific
endpoint is to measure changeshimking, such as psychological symptoms of depression,

initiating tactics to improve selfficacy may be considered as interventional, and therefore

needs to be navigated carefully.

Patients who are motivated by knowing they are helping to potentik#yatarug to market may

be inclined to report more positive results about how they are feeling, in hopes that it can help
facilitate that process. While placebos can h
the value of answering honestnd to describe the benefits of being truthful when there are

issues.
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We also know that participation may be driven by motivation to potentially treat the disease.
Again, i1tos critical to remind pationstadt he
while the goal is to identify an intervention that is safe and effective, that is not the sole intention
of the study.

Additionally, one must be careful in how fear appeals are leveraged to initiate behaviors. While
it is important to emphasize patients the importance and criticality of preventing and reporting
adverse events, conveying such information must be objective and balanced relative to the risk.
The key is to not overly and unduly communicate risk without emphasizing mitigation and
escalation strategies.

To summarize, constructs and behavioral models are not prescriptive, but are intended to be
referenced alone or in combination to help guide patients throughout the trial, and to help predict
and reinforce or mitigate certain behagid@o, whatever you opt for, approaching your patient
engagement and retention strategies with a plan in mind can help improve the trial effectiveness

and patient satisfaction. Why not give it a try?
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Getting Started with Using Social M edia to Recruit ResearchParticipants

Deaven A. Hough, MA; Elizabeth Flogdrady, PhD, MS

Recruiting participants into research studies is one of
the most difficult challenges we face as research
professionals. The development of online tools, such as
ResearchMatcand other participarfacing recruitment

websiteg 1} has enhanced research recruitment efforts.
Study teams are also increasingly interested in using
social media channels to bolster recruitmigtit

At the University of FloridUF), wedve devel opc¢

guidelines for recruitment on social mediad launched

a Facebook pagelF Studiesas a central channel for recruitment advertising and general
information about study participation.weWeol I

planto present on this toplove throgh ACRPin the near future.

Creating Guidelines for UF ResearchStudy Teams

Despite the expansive reach of social media, there are generally limited directives ragarding
use for study recruitmenn 2016,our institution identified the need for aardinated approach

to address privacy, information security, and other questions pertainimggitational review

board (RB) submissions to enable researchers to use social media in an ethical and compliant

way to recruit research participants.

Social nedia hae generated a great deal of enthusiasm as recruitmeastboodlsimply planning

to fipost on soci al medi ao isndt enough to eff

the power of soci al me di a f ®ranslaidnal 8cience ecr ui t me
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Institute (CTSI) facilitateca committee and workgroup that endeavored to establish guidelines
on how teams and institutions can ethically and effectively use social media channels for
recruitment.Because multiple stakeholder growpe involved in thethical recruitment of
research participants and affected by social media recruitment decialong,key stakeholders
at the institution were involved in the development of guidelines from the beginning

Dr. Elizabeth Floodsrady presented a webinar featuring our process for identifying and
engaging these stakeholders as part of the Trial Innovation Network (TIN) webinar series. You
canwatch the webinar head download the slides heifedesired.

Our guidelines emphasize:

1 compliance with social media site terms of ;use
1 participant privacy, confidentialifyanddata securityand

1 procedures and considerations for ussngial media to recruit participants.

Theguidelinesfocus on Facebook as the primary social media platform to recruit participants,
due to the platformbs expansive reach and | ar
networking site worldwide, offrs billions of users the unique opportunity to access and

exchange health informatidr3,4} including information about recruitment and participation in

We invite you toclick here to read the full guidelines available on our website

FacebookAdvertising Through UF Studies

The UF CTSI 6s Recruitment Center is funded by

from theNational Center for Advancing Translational Sciences (NCAaBY serves as a central

resource for study teams intemstin recruitment assistance. The UF guidelines incorporate the
establishment of a central UF Studies Facebook page, which the CTSI Recruitment Center
manages and uses to advertise studies at the request of UF researchers and to disseminate other

relevantinformation about research and research participation.
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The CTSI Recruitment Center providesaust consultations for research teams identifying and
evaluating study recruitment methods, including Facebook, and creating comprehensive

recruitment strategider individual studies and grants. We conduct a feasibility assessment for

teams interested in recruiting through Facebook paid advertising or Facebook groups and pages.
The vast majority of our Facebook recruiting efforts use paid advertising camp&igmseate

Facebook recruitment plans for IRB approval, launch-#pBroved plans, monitor campaign
progress, and track metrics on recruitment. H

Type 2 diabetes study to demonstrate this process.
CaseStudy: Diabetes

Thisrandomizeds t udy 6 s pagg2li 15 aithiType 2 dialsetes in the Gainesville,.Fla
area. Exclusionary criteria include a diagnosis of Type 1 diabetes, drihkeepr more
alcoholic beverages a day, or diagnosis of Hepatitis B or C.

To see if Facebook would be a good fit for this study, we conduct a feasibility analysis in the ads
manager function on Facebook. The ads manager is also where we eventually launch and
monitor the campaigng.irst, we select the target audience that we want to see the ads. Target
audience is determined by selecting the targeting criteria, including location, age, gender,
demographicsand any potential interests that are relevant ttpailation who will see study

advertisements.

. . Click here to se€acebook's
Audience Definition .

infographic of all the areas

teams can use to target

/'\ Your audience is
‘ defined participantsWhen we caduct

a feasibility analysis, the goal

is to have Facebook evaluate

_ the audience as fide
Fotential Reach: 31,000 people o .

within the green section of the

meter @s shown at left
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Study teams cannot target prospective participants by health conditions. Instead, they can
identify and target prospective participants by health conditelated interests.

For example, we cannot target individuals with Type 2 diabetes, but we can target by interests
related to the ADiIiabetes Dai | yddepictd beiol).iWeb et es
recommend turning to thifeacebook Audience Insights tdolidentify additional interests for

your target audience.

Detailed Targeting Include people who match

diahetes{ Suggestions  Browse

Diabetes
O

Diabetes
Diabetes
Diabetes
Diabetes
Diabetes
Diabetes

DIABETES

With general interests about diabetes, itkisly that individuals with Type 1 diabetes, an
exclusion critem for this study may also see the ads. That is why developing targeted ad

content, which is explained in detail below, is incredibly important.
The CTSI Recruitment Center creates a regreitt plan for the study team which contains:

1 the list of targeting criteria (i.e., location, age, gender, demograpinidsany potential
interests);
1 ad content, including a variety of post text, headlines, and images; and

9 adescription and link for where the ads will direct users.
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The aboveconsiderations combine toake up a Facebook ad (dedow).

We create post text and headlines thatlaeereticallyinformed and based on previous

successful Facebook advertising campaigns.

You can see in the ad we mention Type 2 diabetes in both the post text and the headline.
Although adults with Type 1 diabetes may still see the ads, being as spedifargeted as
possible in our ad content is an effective strategy for highlighting the relevance of the study to

intended patrticipants.

Images are selected frofmutterstockas every Facebook ad manager hasast access to

Shutterstock images.

The ad link should lead potential participants to more information about the study. Our Type 2

diabetes ad shown above links to a webpage with more information about the study. This
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