Sharing Experiences and Collaborating
to Expand Research Recruitment
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Agenda

10:00a-12:15p- Speaker Presentations
12:15p-12:30p- Short Break to grab lunches
12:3
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Agenda

Time flies when your
having fun!

* Introduce our Office: Who we are & What we
do

- Briefly discuss our DEI Strategic Initiatives
+  Connecting DEI & Research
- URM Research Faculty Data

Get Connected
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Office of Diversity, Equity, Inclusion
and Community Engagement
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TOGETHER 2

In 2020 the social and political climate in the country
was at an all time high. This was the year that Office of
Diversity, Equity, Inclusion and Community
Engagement was established. Addressing institutional
racism became a top priority for our campus.

~t L

Office of Diversity, Equity, Inclusion
and Community Engagement

UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS



Who We Are E— rocerie

STRATEGIC
INITIATIVES &
We’re a diverse and eclectic group of 16+ EVALUATION
Educators, Healthcare Professionals and DEI W
Practitioners e | o COMMUNITY
ENGAGEMENT
We provide centralized support, resources
and campuswide oversight for offices,
departments, centers and institutes working = Y - 7 A EDUCATIONAL
on DEI project, policies, programs and — Yy AN ,. A OUTREACH &
initiatives N e PATHWAYS
We are governed by the Chancellor’s DEICE N\ =29 '
Leadership Council which is comprised of 6 A DB TRAINING
Dean appointed DEI Leaders w/ FTE. from ; syt EDUCATION &
the schools/college, and approximately 20+ ’ ' ADMINISTRATIO
representatives from campuswide business
units & hospital partners We are committed to transforming and advancing policies, programs

and practices that address social injustices and health disparities
alongside the communities we serve — ODEICE Mission Statement

TOGETHER W
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What We Do

DEI Training & Education - Health Equity in
Action (HEAL) Lab & LGBTQ+ Hub

Educational Pathways & Community
Engagement/Outreach Programs -
Resident Leadership Council, El Alba Co-op,
Science & Career Exposure, CUPS and UPP

programs

Provide Strategic Direction - Vice
Chancellor of DEI, Data & Evaluation Core,
Partnership with the Office of Strategic
Initiatives

TOGETHER D

We aspire to build a medical campus community that thrives on
diversity, equity, inclusion and community engagement; strives to
eliminate social injustices and health disparities through measurable
commitments, strategic, systemic and sustainable systems of accountability;
and demonstrates trust and respect for ALL through inclusive practices and
policies. -ODEICE Vision Statement

@T Office of Diversity, Equity, Inclusion
and Community Engagement
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Leveraging Data

*ORIE URM Student/Employee Data

sLeadership Council Policy & Practice Survey
-Office of Equity (Affirmative Action Data)
-Human Resources (Employee Retention Data)
-CWC Survey & Action Plans

-OVCR Bioinformatics Research Data

-DEI Campus Directory and Resource Repository
«Campuswide CRM

ODEICE
PRIORITIES

MISSION FOCUSED AREAS
&
STRATEGIC ALIGNMENT

Research

-Anschutz Center for Health Equity (New
Executive Director)

*CRIO Council (Office of Vice Chancellor of
Research)

+(OARS) Older Adult Research Specialist Program

Patient-Centered Care
UCHealth & Children’s Hospital
Center for Health Equity

(AWC) Aurora Wellness Community
Aurora Health Access

TOGETHER

Graphic designed in partnership with the Office of Strategic Initiatives
www.cuanschutz.edu/offices/strategic-initiatives

Education

-Education Outreach & Career Pathways
Programs ($1M HRSA grant)

«(HEAL) Health Equity in Action Lab

*(OARS) Older Adult Research Specialist Program
*CIMER Campus-wide Mentoring Program
-LGBTQ+ Hub

*Restorative Justice Program

«Search Advocate Training Program

..........................

Community Engagement

*Resident Leadership Council

*El Alba Co-op (Community Wealth Building)
*Supplier Diversity Initiative

*(OARS) Older Adult Research Specialist Program
-LGBTQ+ Hub

Investing in our people

*Holistic Hiring
-Staff Career Pathways
-Search Advocate Training Program (Pilot Project)

+Elevating the Student Experience @

Office of Diversity, Equity, Inclusion
and Community Engagement

Y OF COLORADO ANSCHUTZ MEDICAL CAMPUS
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ADDRESSING
SOCIAL

DETERMINANTS

Employment & Economic Stability

Search Advocate Training Program - this program embodies our
commitment to recruiting, hiring and retaining diverse faculty, staff and
trainees.

Supplier Diversity Initiative - is designed to connect CU Anschutz to
local businesses in North Aurora, NE Denver to meet some of the
University's needs for good and services by including diverse, minority
owned businesses in our supply chain.

El Alba Food Cooperative - offers culturally appropriate business
incubation, via a co-op model, and shared access to a commercial

kitchen and food truck to economically disadvantaged business owners.

OARS Training Program - is a program where older adults can embrace
careers in research and provide leading an innovative solutions to
address the problem of a lack of participant diversity in clinical trials.

TOGETHER )

Reaching Beyond the Walls

Access to Quality Education
Educational Outreach & Pathway Initiatives - provides programs
(CUPS and UPP) to increase the number of underrepresented

populations in healthcare.

Social & Environmental Safety

Resident Leadership Council - a group of community leaders
dedicated to improving the quality of life of residents in Aurora and
the surrounding neighborhoods by promoting equitable access to
education, health, and economic opportunities.

Access to Quality HealthCare......................

Center for Health Equity - is a research center being designed to
eliminate disparities in health care because of race, gender, age,
socioeconomic status or geography.

Aurora Wellness Community & Aurora Health Alliance — are two
strategic partners among many in Aurora

@ Office of Diversity, Equity, Inclusion
and Community Engagement
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Connecting
DEI to Research

The Science of Integration

Some things to think about are...

Who is missing? Is my research lacking a diverse perspective? e.g.,
race, gender, sex, socio-economic status etc.

What am | missing? What can be achieved by integrating DEI within my
research? What are my DEI research deficits?

Where does Bias show up in research? How does incorporating an
equity lens help to address bias and enhance research?

When does research objectives conflict with Equity? For example,
deciding to start a recruitment cycle for a clinical trial during cultural
holidays.

Why is Diversity important to research? Only you can answer that
question.

How can DEI optimize my research? Each research project is different
which means that this question should be asked constantly, even before
applying for grants.

TOGETHER D

We are committed to transforming and advancing
policies, programs and practices that address social
injustices and health disparities alongside the
communities we serve. —ODEICE Mission Statement

@T Office of Diversity, Equity, Inclusion
and Community Engagement
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BE before you DO

WE ALL HAVE A PIECE OF THE
PUZZLE and EACH PIECE IS NEEDED

Some things to remember...

Relationships are the Key to Research: No matter
basic science, clinical research or bioinformatics,
remember that it all goes back to people, and people are
more than subjects, projects or problem to be solved.

Intentionality: Remember to set your intentions on
developing meaningful, bi-directional relationships.

Connect with the community: Remember that trust is
earned; where there no relationship, there is no trust.

Value unique perspectives: Remember that we all
bring a unique perspective to the table based on life
experience. Nonetheless, our perspectives are limited in
scope. DEI us helps to expand our limitations.

TOGETHER D

We are committed to transforming and advancing
policies, programs and practices that address
social injustices and health disparities alongside
the communities we serve.
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A Glance at Research Faculty

ANSCHUTZ MEDICAL CAMPUS

Race/Ethnicity Disability*
America Black/ Mative
n Indian/ African Hawaiian More
People of Alaska America Hispanic/ /Pacific than one Unknow Inter-
Colaor* MNative Asian n Latino Islander race White n national’
Total # % # | # | & | & | & | & | # [ # | # %

Faculty 5,511 867 '16% 13 485 63 271 5 50 3,564 932 148| 75 1%
Instructional Faculty 4 541 648 [ 14% 13 333 51 205 4 42 3,082 800 3| 64 %
Tenured/Tenure Track 2,379 398 (17% 8 228 26 110 3 23 1,604 356 21 37 %
Full Professor 591 [ 83 [14% 2 46 1 26 - 8 461 45 21 11 %
Associate Professor 735 [ 132 [18% 2 73 8 44 2 3 525 76 2| 14 %
Assistant Professor 1,053 [ 183 |18% 4 109 17 40 1 12 618 235 17 12 %
MNon-Tenure Track 2,162 250 | 12%][ 57108 7 25" 95 " 17 19 71,458 7 4447 10 27 %
Instructor/Sr. Instructor 1647 [ 176 [11% 1 b} 17 69 1 18 1,094 371 6| 21 %
Other 515 [ 74 [14% 4 35 8 26 - 1 364 73 4 6 %
Research and Public Service Faculty™ 970 [ 219 | 26% - 132 12 66 1 8 502 132 17 1 %
Staff 5,768 | 1,532 "27% 35 441 285 683 11 77 3131 1,058 47 | 155 3%
Officers 23 2 % - - 1 1 - - 19 2 - - %
With Faculty Status gl 2 | 25% - - 1 1 - - 6 - - - U
Without Faculty Status 151 - % - - - - - - 13 2 - - 9%
Management/Other Professionals/Support Staff 5745 | 1,530 [ 27% 35 44 264 682 11 7r 3112 1,056 47 | 155 Y%
With Faculty Status 1581 [ 376 |24% 13 133 26 177 3 24 969 215 21| 46 %
Exempt Professionals 3,866 [ 1,027 | 27% 19 296 216 440 6 50 1,992 821 26 | 101 %
Classified Staff 208 [ 127 [43% 3 12 42 65 2 3 151 20 - 8 %
Faculty/Staff Total 11,279 | 2,399 "22% 48 906 348 954 16 127 6,695 1,990 195 | 230 2%

1 "Monresident alien” is a cateogry reported within race/ethnicity in the IPEDS HR survey. The race/ethnicity categories are meant to reflect U.S./domestic categories of race and ethnicity.
2 Disability indicates only those employees who have self-identified as having a disability to the UCDJAMC HR office.

TOGETHER ) Bl ioa ot iversty, Ecuity incksir
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Opportunities to
get Connected

Visit our Website

Recruit Diverse Talent: Work our trained
Search Advocates, learn how to Aftract, Attain
and Retain diverse researchers and ensure
that the search process is equitable.

Get Involved in Community: Signup for our
Community and Campus Connections weekly
email, build relationships with our campus
neighbors.

DEI Training & Education: Get connected
with our HEAL Lab & LGBTQ+ Hub

Support URM Junior Faculty: Find ways
uplift underrepresented researchers through
mentorship, and grant writing opportunities.

TOGETHER D

@:‘ University of Colorado Anschutz Medical Campus Webmail & | UCD Access @ | Canves @ | QuickLinks» | Q

Central Office of Diversity, Equity, Inclusion and Community Engagement

Home Programs and Initiatives v News, Events an i ities v  Resources + AboutUs +

TOGETHER )

Email Us:
odeice@cuanschutz.edu
jameel.mallory@cuanschutz.edu
regina.richards@cuanschutz.edu

)

Office of Diversity, Equity, Inclusion
and Community Engagement

UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS






Professor, Department of Medicine-Infectious Disease
University of Colorado Anschutz Medical Campus
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DEI Focused Recruitment for the COVID-19
Vaccination Studies

Thomas Campbell, MD
Department of Medicine/Infectious Diseases Division

@I University of Colorado
Anschutz Medical Campus



Geographic distribution

(o Moderna COVE study

“Given the disproportionate disease burden of COVID-19 in racial

and ethnic minorities, the study will also aim to enroll a

representative sample of participants from these minority -
population and adjust site selection and enroliment accordingly”

« Purpose: Demonstrate the safety and efficacy of mRNA-1273 COVID-19
vaccine

* Design: Phase 3 randomized placebo-controlled clinical trial
* 1:1 randomization to active vaccine or placebo
* Double blinded
» Oversight by NIAID DSMB

« Study population: Individuals at high risk of COVID-19 either due to occupation,
[iving circumstances, age, or health conditions

 Planned duration: 25 months

* Enrollment 27 July — 23 October 2020
« >30,000 participants at 90 sites across the United States

University of Colorado
Anschutz Medical Campus




Local approaches for diverse enroliment

« Community outreach activities
« Community Outreach Co-investigator — Dr. Jose Castillo Mancilla
« CCTSI Community Engagement consult
* Endorsements by local community members
» Local community groups
» Local media coverage

* Clinical trials registries
* NIH national registry (COVID Prevention Network)
 Local registry through UCHealth Epic

@I University of Colorado
Anschutz Medical Campus



Outreach
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UCHealth COVID Vaccine Research Registry
(N =124,000)
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Diversity Results

UCHealth/CU-AMC National
217 participants 30,351 participants
* 88 Female (41%) * 14,366 Female (47%)
* 59 =2 65 years (27%) « 7,512 = 65 years (25%)
* 110 People of Color (51%) « 12,280 People of Color (40%)
« 64 Hispanic (30%) * 6,235 Hispanic (21%)
- 19 Black (9%) - 3,090 Black (10%)
« 6 Asian (3%) « 1,382 Asian (5%)
« 15 Native American (7%) « 233 Native American (0.8%)

@I University of Colorado
Anschutz Medical Campus



Lessons Learned

Combining community outreach and an EHR-based research
registry facilitated rapid recruitment of a cohort of research
participants with diverse race, ethnicity, age, and sex

@I University of Colorado
Anschutz Medical Campus



Caveats

 COVE was implemented in response to a national

health emergency

* High public awareness and motivation
« High level of media coverage
» High level of institutional support

* Recruitment was rapid
30,000 enrolled in less than 3 months

« DEI was a priority from the start

* NIH leadership required diversity — diversity targets clearly stated
« Enrollment was closed nationally to non-Hispanic Caucasians when
protocol diversity goals were not being met

» Although racial, ethnic, sex and age diversity was
achieved, socioeconomic diversity was not targeted

@I University of Colorado
Anschutz Medical Campus
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Er|n Sandene

Director, Research Operations and Administration
Children’s Hospital Child Health Research Enterprise

Darcy Thompson

Interim Clinical Research Director

Children’s Hospital Chlld Health Research Enterprise
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Patncna Gesualdo

Senior Research Instructor
Barbara Davis Center for Diabetes

Flor Sepulveda

Research Services Principal Professional
Barbara Davis Center for Diabetes




Shared Experience in the Inclusion
of a Spanish-Speaking Cohort in
T1D Research

Flor Sepulveda, Research Services Principal Professional
Tricia Gesualdo, Senior Research Instructor
Barbara Davis Center for Diabetes
Clinical Epidemiology Division

@I University of Colorado
Anschutz Medical Campus



Background

Hispanic youth have a 4.2 percent
annual increase of new diagnosed
cases of type 1 diabetes.

60% of Colorado youth present in
diabetic ketoacidosis (DKA) at
onset of type 1 diabetes.

< 6% of active study participants
present in DKA.

@]l University of Colorado Mayer-Davis, et al N Engl J Med, 2017 e ———
Anschutz Medical Campus Alonso, et al Diabetes Care, 2020
Jacobsen, et al Diabetes Care, 2022



Background i

The Environmental Determinants of Diabetes in the Young

Autoimmunity Screening for Kids

NIH-funded studies focus on: 7,
« identifying high genetic risk children AISY m

- discovering environmental triggers Type 1 Diabetes (T1D)-+ Celiac
« delaying, preventing and treatment
. . . Typel
JDRF is commltteq to the prc_)motlon Diabetes
of general population screening to . ,
reduce life-threatening DKA in ngt
children.

@]1 University of Colorado
Anschutz Medical Campus



What did we do?

Targeted hospitals for recruitment
Hired bilingual screeners to recruit

Employed culturally-sensitive
bilingual research assistants to
conduct study visits

Tailored translations of informed
consent and subject materials

Promoted the professional growth of
the existing bilingual staff



Screening of Spanish Speaking Preferred Cohort

by Study
Results
76714
Of 110,000 screened,
over 12,000 are
Spanish speaking E
preferred. o
O
g o 34055
Increased Spanish oo
speaking screening '
from 5.3% to 23.4% — i
TEDDY ASK 2017-
2004-2010 PRESENT

@]l University of Colorado
Anschutz Medical Campus m Total Screened m Total SSP



Lessons Learned: What works?

 Staffing of 2 or more bilingual research staff to ensure
100% coverage.

* Translation of all education materials, newsletters,
source documents, and informed consents/assents.

» Creative approaches to address lack of trust in research

« Use of technology to conduct research visits

« Adapting flexible hours of operation

@]l University of Colorado
Anschutz Medical Campus



What can be improved?

- Diversity in the research investigators

* Ensuring bilingual staff are supported in
training and workload

» Improve innovative approaches for recruitment

+ Solid plan for community and stakeholder
partnerships

@F University of Colorado
Anschutz Medical Campus
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Additional resources?

s I
e
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5‘92

University of Colorado
Anschutz Medical Campus

Translation services

Promotion and support for
bilingual staff professional
development opportunities

Diverse physician/advanced
practice/subject matter expert
consultation

Building a research
coordinator support network
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Bethany Kwan
Associate Professor and Associate Vice Chair for Research
Department of Emergency Medicine
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mADb
Colorado

Designing for Dissemination: Promoting
Equitable Access to Treatment for COVID-19

w1l Colorado Clinical and Translational
= Sciences Institute (CCTSI)

UNIVERSITY OF COLORADO DENVER | ANSCHUTZ MEDICAL CAMPUS

@]l University of Colorado
Anschutz Medical Campus




Dissemination, Implementation, and Real-World Effectiveness of
Neutralizing Monoclonal Antibody Therapy for COVID-19

Using a type 2 hybrid implementation-effectiveness design:

 Aim 1: Assess barriers and facilitators to use of mAbs
statewide, based on diffusion of innovations theory

* Aim 2: Develop, implement, and evaluate innovative
strategies statewide to optimize equitable mAb access

 Aim 3: Determine the real-world effectiveness and safet
mADb Colorado Y

of mAb treatment in high-risk COVID-19 outpatients

Specific Aims

Goals
* Develop scalable infrastructure for real-time, implementation and real-
world effectiveness data for mAb treatment

* Help policymakers, clinicians, and patients manage issues of uncertainty,
risk, urgency, equity, and resource limitation

* Create a model for rapidly generating high quality real-world evidence in
infectious disease pandemics and other future public health emergencies

ATS 3UL1TR002535-03S3; 3UL1TR002535-04S2 (03/15/2021-04/30/2023)

















mAb Colorado Specific Aims

Using a type 2 hybrid implementation-effectiveness design:

Aim 1: Assess barriers and facilitators to use of mAbs statewide, based on diffusion of innovations theory

Aim 2: Develop, implement, and evaluate innovative strategies statewide to optimize equitable mAb access 

Aim 3: Determine the real-world effectiveness and safety of mAb treatment in high-risk COVID-19 outpatients



Goals

Develop scalable infrastructure for real-time, implementation and real-world effectiveness data for mAb treatment

Help policymakers, clinicians, and patients manage issues of uncertainty, risk, urgency, equity, and resource limitation

Create a model for rapidly generating high quality real-world evidence in infectious disease pandemics and other future public health emergencies
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Health Equity " rve ot e dagrsed ith

Covid-19, where can I get the
F O c u s Covid-19 Monoclonal Antibodies
| to help speed my recovery?
 Equitable access to care : |
* Rural areas ai i DENVER NATIVE AMERICANS

visit wwwe.dihfs.org/resources or scan this

i RaCiaI and ethn iC minorities : .‘ | 'l-l ‘A 0 ; (R coda to find an interactive map of resources

for our homialess relatives and families who
need seme support.

« Hispanic/Latino VR T L eommmasoiins

medical services, and diaper banks.

o Span iSh-Spea ki ng : ] & .- : l The map also shows the location of where those

b who have been diagnosed with COVID-19 can
recefve monodenal antibody (mAb) treatment.

communities S e
* Native American communities il 1 :
* People who were:
* Uninsured/underinsured
* Undocumented
* Unhoused

@F University of Colorado
Anschutz Medical Campus




05/06/2021 9:04am projectredcap.org ’hEDcap

» 68 total items (awareness & attitudes towards COVID-19

Confidential
treatment)
¢ Ad m i n iSte red Vi a RE D Ca p I::tfso?lrt:v:Zd:l:laetsi:,irc‘;:ogrgz‘;Ll::l-::our thoughts, opinions, and personal experiences with
( tests and medications for COVID-19. Please answer the following questions as accurately as
possible. There are no right or wrong answers.
) 1. How much have you heard about each of the following?
. Inltlal!y developed in Engllsh; Prqfessmnally transla_ted into ooy . ) == ’
Spanish, French, Amharic, Russian, Korean, and Viethamese Currontly has Covip- 167
« Landmark Associates ( ) Fom Getting COMD 107" N © N N ©
« Languages recommended by Stakeholder Advisory Panel  mesmcaiicomns © © N ©
(SAP) members g(t)hveur:)rqeé(;\cations to treat O O O O O

 Eligibility: adults at least 18 years of age living in Colorado who
self-identified as high risk for poor outcomes from COVID-19 or
as a proxy decision maker for someone at high risk

« Compensation: $25 e-gift card (Tango card:

)

@I University of Colorado
Anschutz Medical Campus


https://cctsi.cuanschutz.edu/resources/informatics/redcap-resources
https://www.thelai.com/
https://www.tangocard.com/

* Recruitment goal: 450
» QOverrepresent respondents who identified as
Hispanic/Latino relative to state demographics and those
from rural areas
* Recruitment strategies
* Flyers co-designed by SAP members, available in Spanish,
English, and French, with QR code
* Distributed by team and partners via email or in-person to

Share Your Thoughts on
COVID-19 Treatment in Colorado

over 100 community organizations and public entities T —
(libraries and health departments, and primary care e o St i et oot

University of Colorado Anschutz

your health and what you think about Mecioal Campus:

practices or providers) v e

Yi i 4
o.u._l\f"lay Comp!ete the Survey if You Vanessa Owen
- Livein the state of Colorado

« Survey link shared on the project website and social media s s
platforms (Facebook and Twitter) et T ——
Receive $25 for completing a survey. complete a survey.

* posts were also shared by various health departments and
community members on their social media.

To find out more and to W
take the survey please visit: )f,h Ab
https://bit.ly/3g9N9K8 Colorado

@I University of Colorado
Anschutz Medical Campus



* Recruitment Goal
* 8 Focus Groups (6 in English, 2 in Spanish; 2 in rural areas)
« 8-10 people each (60-80 total)
 Modality
* 90 minutes, all over Zoom
« Compensation
« $100 e-gift card
* Recruitment Strategies
» Surveys asked if respondents would be willing to be
contacted to participate in a focus group
« Emailed (batches of 20) and texted (batches of 10)
* Yielded too few for a 2nd Spanish-language focus group
» Partnered with Aurora’s 2040 Partners for Health to do
focused recruitment from the Hispanic/Latino community
* 11 mAb Survey Ambassadors (all Hispanic/Latino)
« Recruited from the organization’s client community

@I University of Colorado
Anschutz Medical Campus
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Barne] ERTIFICATE OF COMPLETION

Has completed 90 minutes of Human Subjects training

Completed as of- _October 25, 2021

y /N
[# *’/ -

Christy Williamson
Assistant Director | Clinical Research Support Center | University of Colorado Denver
13001 East 17" Place | MS F497 | Aurora, CO 80045 | 303-724-1111

Survey Ambassadors completed a
special COMIRB Human Subjects
training



. ° o Overall (n=515) Non-Focus Focus Group
Community Participant Group Participant
Characteristics iRl )
44.4 (13.9) 43.9(13.9) 47.6 (13.7)
T 120 (23.4) 105 (23.6) 15 (22.1)
I T ) 353 (74.7) 331 (74.4) 52 (76.5)
T A © (1.8) 8 (18) 1(1.5)
N T e e A ' (0.2) 1(0.2) 0(0.0)

36 (7.0) 32(7.2) 4(5.8)
282 (55.0) 248 (55.9) 34 (49.3)
141 (27.5) 115 (25.9) 26 (37.7)
N 12 (2.3) 12 (2.7) 0(0.0)
| Native Hawaiian/Pacificislander  KN(0%) 1(0.2) 0(0.0)
9(1.8) 7(1.6) 2(2.9)
T - (0.8) 4(0.9) 0(0.0)
28 (5.5) 25 (5.6) 3(4.3)
391 (75.9) 343 (76.9) 48 (69.6)
99 (19.2) 84 (18.8) 15 (21.7)
25 (4.9) 19 (4.3) 6(8.7)
170 (33.0) 151 (33.9) 19 (27.5)
203 (39.4) 183 (41.0) 20 (29.0)
131 (25.4) 104 (23.3) 27 (39.1)
Prefer not to say/No Response 11 (2.1) 8 (1.8) 3 (4.3)

@] university or Loloraao
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Community Member Survey and Focus Group
Insights

 Little baseline knowledge about monoclonal antibody L Ao of COVD-19 Tt . Avareof COUDD Vaccines v of b Treimons
treatment
» Especially among Spanish-language participants
« Overall positive impression of monoclonal antibody treatment o o o

« Key questions to be answered in information about mAb
* Who can get it?
* How can you get it?
« How much does it cost? o o o
« What are the side effects?

* Priorities 0%

» Spread the Word-information about mAb should be
shared across all available media

* Make it easy-reduce barriers to obtaining mAb treatment
when needed

« Don’t make it political-right now mAb treatment is not
politicized, keep it that way

« Equitable access

50% - 50% - 50% -

Percent
Percent
Percent

0% - 0% -

A little
A moderate amount”
A lot
Nothing at all

Nothing at all
A little
A moderate amount
Alot
Nothing at all

Awareness . Nothing at all . A Little . A Moderate Amount A Lot

@I gnlver:SItty r(\)/l; %QIO:’&(I_():{O Kwan BM, Sobczak C, Gorman C, Roberts S, Owen V, Wynia MK, Ginde AA, Pena-Jackson G, Ziegler O, Ross
nscnutz iviedical L.ampus DeCamp L. “All of the things to everyone everywhere”: A mixed methods analysis of community perspectives on
equitable access to monoclonal antibody treatment for COVID-19. Plos one. 2022 Nov 23;17(11):e0274043.

Alittle

A moderate amount”

Alot



Community Member Survey and Focus Group Insights:
Racial/Ethnic and Geographic Differences

. . Attitudes towards mAbs by Overall Hispanic/ White Non- |Non-Hispanic
Urban/suburban focus group |ns|ghts -_

N(% 101 (25.8%) 228 (58.3%) 61 (15.6%)
« More often referenced the use of national sources like the 5SS

. . . . . 9(2.3) 2 (2.0) 3(1.3) 4 (6.6)
Centers for Disease Control or reading scientific manuscripts IR 251 642) 61(60.4)  154(67.5) 36 (59.0)
directly than other groups

DL 131(335) 38(37.6)  71(31.1)  21(34.4)
Rural focus group insights

Worry about hospitalization <.001*
self): N (%

* Requested more specific information on the expected

location of mobile treatment options.

I T ETET T I 31 (8.0) 4 (4.0) 18 (7.9) 9 (15.0)
A little/Somewhat 208 (53.5) 39 (39.0) 139 (61.0) 30 (50.0)
« Expressed concern about accessing mobile treatment sites
given long distances between incorporated areas

150 (38.6) 57 (57.0) 71 (31.1) 21 (35.0)

IV Infusion Influence Decision to .004*
receive mAbs: N %

60 (15.9)  22(22.7) 26 (11.7) 12.(21.1)

DL 292 (77.5) 63 (64.9)  185(833) 43 (75.4)
TSI 25 (6.6)  12(124)  11(50)  2(35)

W|II|ngness Infusion sites - .031*
_I_ 18 (4.7)  8(8.3) 5(2.2) 5(68.5)

D 323 (85.2) 75(78.1) 197 (88.3) 50 (84.7)
38(10.0) 13(13.5)  21(94) 4(6.8)

Spanish-language focus group insights
» Overcoming potential barriers to treatment access within the

. . . . . g .051*
Latino immigrant community specifically :
. , __ 23(6.2) 5(5.6) 11(4.9) 7(11.9)

« Compared to English language focus groups’ broader _2241@671) EINECEN NG
discussions of potential access disparities for multiple T IR ——————T 7
populations. 105(288) 34(395)  47(21.4)  24(41.4)

130 (35.6) 21(24.4)  86(39.1)  22(39.7)

130 (35.6) 31(36.0)  87(39.5)  11(19.0)
@]’ gnlver:atty ﬁ; %9'0{%10 Kwan BM, Sobczak C, Gorman C, Roberts S, Owen V, Wynia MK, Ginde AA, Pena-Jackson G, Ziegler O, Ross
nschutz iedical Lampus DeCamp L. “All of the things to everyone everywhere”: A mixed methods analysis of community perspectives on

equitable access to monoclonal antibody treatment for COVID-19. Plos one. 2022 Nov 23;17(11):e0274043.
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Community Messaging Materials

See below for materials you can share with members of your organization or community about menoclonal anfibody (mAb) treatments for COVID-19.

Ve are able fo provide a limited number of printed matenals mailed to you free-of-charge. If you would like to distribute printed materials to members of your organization or community,
complete this order form.

Did You Test Positive for

COVID-1 9‘? aCT FAST

o b it Tt 1T s st e ot
11 i e I i R, e il

g

Find Out About Antibody Treatment Take Thess Stepa:

ﬂ Call & Medioal Provider chhl Away

) Got s Raferval ta s Chine

[ ” -

Many Haalth Flans Wil
Pay the Full Cost of Treatment

Amiibody Tresisseni
Wi ks Agaliml
the COVID-19 Delis Variant

Download fiyer versions in English and Spanish with
basic information about mAb treatments. Can be printed
front-fo-back.

ﬁﬁ for COVID-197

Can' K.I a Mild Case
Frem Bneomlng Werse

T
cananun §

Dovnload document versions in English and Spanish with
answers fo commeon questions about mAb treatments.

Webmail & | UCD Access @ | Canvas @ | Quick Links = | Q

COVIDA19

#* COVID-19!

Download images fo be shared as social media posts.

# ¥ Tarr P

COVID- 19'

[ r
.ﬁ.HTrE—UIﬂES

11 Pou Fane
CIANE- 18 Symplams

ATTACK
GOVID-19!

e

Stop COVID-19
Sﬁllllllllns Fast

Antlbnllvl‘reatmem

ranw o wwes,mibsColorade, om

Did You Recently Test Positive for COVID-19?

A W e i s b e o - ]
vt 4 P e e et et 1" B v - ALY F_A{SY

e e e

How to Get Antibody Treatment
Bl Hllh‘lllliﬂ

wo SUPETher,

o«

Fighting COVID-19 with monoclonal
antibodies (mAbs) one

patient at a time

www.mAbColorado
.org

&Dio positivo para

COVID-19?

Puede sentirse mejor mas rapido si recibe un tratamiento con anticuerpos. Puede ayudar a
mantenerlo fuera del hospital. El tratamiento con anticuerpos funciona mejor si usted es tratado
dentro de los primeros dias despuss de haber dado positivo para COVID-19.

Actua
Ra'pldo

Para obtener mas informacion acerca del tratamiento
de anticuerpos siga estos pasos:

» Llame a un proveedor médico de inmediato
+ Llame a su proveedor de atencién primaria o de atencién urgente.
+ Digales cuando tuvo los primeros sintomas de COVID-19.
* Digales si tiene algin otro problema de salud.
* Pregunteles si pueden ayudarle a obtener tratamiento con anticuerpos
monoclonales.

‘ Obtenga una referencia a una clinica

Si el tratamiento con anticuerpos es adecuado para usted, el proveedor
hara una referencia a una clinica cercana a usted donde usted puede
obtener el tratamiento. Le dardn la direccién y el ntimero de teléfono
de la clinica.

Muchos planes de salud pueden
pagar el costo total del tratamiento

El tratamiento con \)F'n Ab
anticuerpos funciona contra Colorado
la variante delta COVID-19 www.mAbColorado .or
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Dissemination &
Implementation Science
Resources

@ cctsi.cuanschutz.edu/resources/dissemination#ft-mentoring-and-consults-2

@]‘ University of Colorado Anschutz Medical Campus

Clinical and Translational
Research Centers (CTRC)

Campus Research Resources

Language For Your Grant
Applications

Protocol Submission

Regulatory Knowledge and
Support

DSMB Assistance

Translational Informatics

Biostatistics, Epidemiology,
and Research Design (BERD)

Trial Innovation Network (TIN)

Recruit Participants

Research Ethics

University of Colorado
Anschutz Medical Campus

Using Design Thinking Methods to Create a Stakeholder
Engagement Method Navigator Webtool for Clinical and
Translational Science

Data Science to
Patient Value (D2V)

UNIVERSITY OF COLORADD
ANSCHUTZ MEDICAL CAMPUS

Purpose: The Stakeholder Engagement Navigator is an interactive webtool designed for use by
researchers. It was created to help researchers choose engagement strategies while considering
budget, timeline, stakeholder availability, and team expertise.

-
-
‘\

EMPATHIZE DEFINE IDEATE PROTOTYPE &

B Q =

* Review literature * Develop

G Q | ¢ Clarify core needs
» Conduct and problems educational * Develop prototype  DICEmethods.org
environmental e C content  Start user testing 4
N onduct method h Ps
Webmail @ | UCD Access @ | Canvas @& | Quick Links v | Q 5‘ SEE raview and o Bt wrlsios . Begm web "
* Coordinate dlEestiesifen features development
consults « Determine user « Storyboard * Conduct Think
H H H H * Host workshops : website Aloud testing
perspectives on
Dissemination and Implementation Research A perspecives sl S
The CCTSI Dissemination & Implementation (D&I) Research Core supports innovation, education, and application of D&I science and ethnography - feedback E E L] E
evidence for the CCTSI community and the broader CTSA consortium. We offer support in three areas: D&| Science Resources; Siage 2 -~ ‘;. 1
Educational Opportunities; Mentorship, Consultation and Collaboration Stage 1 ‘ “g. _——— stlgtﬂ- z_'-ih":‘-
PR ]

-~
- -
We partner with the D&l Science Program led by Dr. Russell Glasgow in the Adult & Child Center for Outcomes Research & Delivery -

Science (ACCORDS) at the University of Colorado Anschutz Medical Campus

[

Kwan, B. M., Ytell, K., Coors, M., DeCamp, M., Morse, B., Ressalam, J., Reno, J. E., Himber, M., Maertens, J., Wearner, R.,
Gordon, K., & Wynia, M. K. A stakeholder engagement method navigator webtool for clinical and translational science. J Clin
Transl Sci. 2021;5(1):e180. Published 2021 Sep 13. doi:10.1017/cts.2021.850

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8596067/

@BethanyKwan
@MatthewWynia

9 2 E

D&l Science Educational Mentoring and CTSA Compendium

Resources Opportunities Consults of D&l Catalogs Dissemination How To Guides:

Check out and download these helpful resources

If you want to share

your study findings in: i

- Social Media
-YouTube

0 Press : Newsletters

. Meclia
Releases . Pohcy Briefs

Interviews

D2V DISSEMINATION
PLANNING WORKBOOK

Jenna Rens, PhD - Bethany Kwan, PhD.MPH - JulieMaertens, PhD

Share your impactful work beyond posters, presentations and papers

2019

Gy

View and Download



Colorado Clinical and Translational
Sciences Institute (CCTSI)

UNIVERSITY OF COLORADO DENVER | ANSCHUTZ MEDICAL CAMPUS

 Principal Investigators
 Adit Ginde, MD, MPH
« Ron Sokol, MD (CCTSI PI)

Dissemination and Implementation Lead = £
« Bethany Kwan, PhD, MSPH =

Clinical Lead

mAD
« Matt Wynia, MD, MPH

CO I O rad O Informatics Lead

team » Tellen Bennett, MD, MS

Biostatistics Lead
* Nichole Carlson, PhD

Administrative Lead
@]  Tim Lockie, MS, MBA

University of Colorado
Anschutz Medical Campus







Don Nease

Director of Community Engagement & Research
University of Colorado Clinical and Translational Sciences Institute

Montelle Tamez

Deputy Director, Community Engagement and Health Equity
University of Colorado Clinical and Translational Sciences Institute
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Authentic Community Engagement to
Reduce COVID-19 Vaccine Hesitancy

The Value of Investments in Community Relationships

Donald Nease, MD

Green-Edelman Chair for Practice-Based Research

Professor and Vice Chair for Community | Dept. of Family Medicine

Director of Community Engagement & Health Equity | Colorado Clinical & Translational
Sciences Institute, University of Colorado Anschutz Medical Campus

@]l University of Colorado
Anschutz Medical Campus



Colorado Community Engagement Alliance
Against COVID-19 Disparities (CO-CEAL)

CO-CEAL

MISSION: To provide trustworthy information through active community engagement and outreach to the
people hardest-hit by the COVID-19 pandemic, including African Americans, Hispanics/Latinos, American
Indians/Alaska Natives, and Asian Americans, Native Hawaiians and Pacific Islanders, with the goal of

building long-lasting partnerships as well as improving diversity and inclusion in our research response to
COVID-19

Objective 1 Objective 2
Conduct urgent community-engaged Promote and facilitate inclusion of
research and outreach focused on diverse racial and ethnic populations
COVID-19 awareness and education to in clinical trials (prevention, vaccine,
address widespread misinformation and therapeutics), reflective of the
distrust in regard to COVID-19 and populations disproportionately affected
promote an evidence-based response to by the pandemic
the disease




CO-CEAL

CO-CEAL engaged urban Hispanic and Latinx, rural Hispanic and Latinx, urban
African/American, rural Somali Immigrant and urban American Indian/Alaska Native
communities through Community Connectors in each community.

Community Connectors and Data Collectors led recruitment of community members for our
community survey data collection (goal of 200 surveys x 3 time points from each community)
and participation in our 5 Community (Boot Camp) Translations.

@F University of Colorado
Anschutz Medical Campus




Community Connector

Community Connector was hired in each community to act as a
consultant to the project, recruit data collectors and Community
Translation participants, and to manage research activities on

the ground

Ensuring capacity building for community

Uphold cultural integrity

@]l University of Colorado
Anschutz Medical Campus

sl




Data Collector

Community data collectors were hired in each community to
recruit longitudinal survey cohorts of 100-200 people per
community and to administer surveys

Must know community

Bilingual — ensuring language justice

Recruit study participants
Trusted

Uphold cultural integrity

@]l University of Colorado
Anschutz Medical Campus




Guiding Principle:
Maintaining Cultural Integrity

« Respectful of relationships
« Community-led processes

 Reimbursement for all work
 “Fair not Free”

« Value of knowledge

* Transparency

« Unique traditions

* Honoring history

* Observing cultural norms

@]l University of Colorado
Anschutz Medical Campus




Estimadas Tamilias del alle de San L.

]
H I h C o n text C u I t u re S El libro de actividades que tiene en sus manos fue disefiado por miembros de la
comunidad del Valle de San Luis. Fue creado por personas como ustedes, quienes se

unieron por preocupacién por nuestros vecinos en la lucha contra el COVID-19 y otras
enfermedades. Esperamos que proporcione una forma divertida para que su familia
explore formas de mantenerse a salvo de infecciones mientras aprende lo que
encontramos que son los datos mas importantes sobre COVID-19.

Este trabajo se realiz6 como parte de Colorado Community Engagement Alliance

; H Against contra COVID-19 dif i CO-CEAL. CO-CEAL esta fi iad I
ngh VS. LOW ConteXt CU/tureS prOVIde a Way Of In%‘gtlilt:?oscoNnaL?onales de Sa:fdrzn:lsatz ?rabajando con seis congzc?o;n::%ilgr:;; :asra
understanding Why relationships and trust are so enfrentar los graves efectos de la pandemia en los hispanos, negros e indios
i americanos/nativos de Alaska.
important.

En el Valle de San Luis, la distribucién de este libro de actividades se realiza en
asociacion con la Asociacion de Salud Publica del Valle de San Luis, Valley Wide
Health Systems, Rio Grande Hospital and Clinics y San Luis Valley Health. Estamos

We (researCherS) mostly Operate |n a LOW profundamente agradecidos por su asociacidon.

Context Culture — information (science) is a &w amtg,cw 7 veclnad,

Comm0d|ty that haS Value OUtS'de Of ConteXt Brenda Almeida Oneyda Maestas — facilitator
Gus Baste'rrecheq Edgar Martinez

In a High Context Culture context is critical. Is T Frangeg T e e iltator

the information source known, trustworthy, patias Francisco claRamiez

H Lisa L Antonio Sandoval
and using cultural cues. Juanita Maestas Jolene Webb

Communities of color and indigenous
communities are typically High Context
Cultures

Hall ET, Beyond Culture, 1976

@]l University of Colorado
Anschutz Medical Campus
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Community
Translation

« Community members learn
about COVID-19 vaccines

» Group decides which
messages are most
Important to their
community

« Group creates messages,
materials and community
dissemination plans



Results

CO-CEAL Community Cohort

CO-CEAL Sample Urban Latinx Rural Latinx Urban Black Rural Black
Overall Metro Denver & Pueblo San Luis Valley Metro Denver Fort Morgan & Greeley

Characteristic (N=709) (N=144) (N=197) (N=180) (N=188)

English 575 (81%) 88 (61%) 166 (84%) 180 (100%) 141 (75%)
Survey .
Language  SPanish 87 (12%) 56 (39%) 31 (16%)

Somali 47 (7%) 47 (25%)
A Mean (SD) 41.8 (17.1) 46.4 (17.8) 42.1 (17.3) 44.0 (17.7) 35.8 (13.7)

ge

Median [Min, Max] 38.5[18, 101] 45[18, 101] 4218, 87] 42 [18, 92] 33[18, 81]

Male 288 (41%) 38 (26%) 62 (31%) 83 (46%) 105 (56%)
Gender Female 413 (58%) 105 (73%) 132 (67%) 93 (52%) 83 (44%)

Responded in another category 3 (0.4%) 2 (1%) 1 (0.6%)

Less than/some high school 133 (19%) 20 (14%) 31 (16%) 28 (16%) 54 (29%)

High school graduate or GED 293 (41%) 58 (40%) 94 (48%) 88 (49%) 53 (28%)
Education  Apy degree (Associate's/technical

i 0, 0 0, 0, 0,

Bachelor's, graduate) 208 (29%) 66 (46%) 67 (34%) 59 (33%) 16 (9%)

Prefer not to answer 73 (10%) 5 (3%) 3 (2%) 65 (35%)

Employed/working 442 (62%) 90 (63%) 142 (72%) 93 (52%) 117 (62%)

0, 0, 0, 0, 0,

Employment Student 39 (6%) 6 (4%) 15 (8%) 4 (2%) 14 (7%)
status Retired 56 (8%) 20 (14%) 8 (4%) 26 (14%) 2 (1%)

Other (unemployed, stay-at-home, o o o o o

on disabiliy or leave) 172 (24%) 28 (19%) 32 (16%) 57 (32%) 55 (29%)
Any children in household 305 (43%) 59 (41%) 109 (55%) 70 (39%) 67 (36%)

Notes: Preliminary data entered as of January 3 (minimally cleaned). Urban AI/AN community excluded because only 30 surveys entered so far.

@]l University of Colorado
Anschutz Medical Campus



Results

Rural Hispanic
and Latino/a/x
community

Urban African
American/Black
community

COVID-19 vaccine
LEARN
Get the latest information from the CDC.

G See more resources on Google [

0-CEAL - Listen to your Mama and get vaccinated.

@]l University of Colorado
Anschutz Medical Campus



Results

Urban American
Indian/Alaska Native
community

Urban Latino/alx
community

“ESTAMDS
'“‘i,'tm 05
s f

FIGHT THE COVID-19 vIRUS!

Bolt to your nearest location and

get your free vaceine today!
h S
> — S

~ | ‘ if L
5 §L H%Jﬁmﬂff il i =2

@]l University of Colorado
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Results

L)

06 TOEETWER

 Savelives gt vatcinated,

University of Colorado
Anschutz Medical Campus

happens with
every vaccination.

It’s easy, it's free,
Bo to your pharmacy!

(adavaquna
v @ ©

B ESPeRANza

La vacuna es GRATIS
Contacta tw farmacia
No 54 requiere
identificackn

CO-CEAL
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essons Learned: What Worked?

Community Connectors engaged community members rapidly and authentically in a
matter of months, where it would have taken years to accomplish this goal using
traditional approaches

Hiring and training community members to serve as data collectors places data
collection in the hands of trusted community members, allowing for a diverse sample
within each community, including those most impacted by misinformation and vaccine
hesitancy

Prioritizing inclusiveness and flexibility at all stages of the project

Prioritizing community safety

Flexible human subjects research training model for data collectors

Community training and capacity building

University of Colorado
Anschutz Medical Campus
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Innovative Approaches to Including
Older Adults in Clinical Trials

Kathryn-Nearing,-PhD,-MAY

Kathryn-{Kady)-is-an-Assistant-Professor-in-the-Division-of-Geriatric-
Medicine-at-the-University-of-Colorado-Anschutz-Medical-Campus.-
She-is-the-Pl-of-a-National-Institute-on-Aging-R24-(research-
infrastructure)-award-focused-on-increasing-the-inclusion-of-older-
adults-in-clinical-trials-to-improve-health-care-and-health-outcomes-
for-older-adult-populations.-The-two-aims-focus-on-1)-training-and-
promoting-the-hiring-of-older-adults-to-serve-as-Older-Adult-
Research-Specialists-supporting-the-recruitment-and-retention-of-
peers-in-clinical-research,-and-2)-conducting-Research-Roadshows:
across-Colorado-to-provide-older-adults-fun-experiential-
opportunities-to-engage-with-research-and-research-teams.-Kady-
also-serves-as-the-Associate-Director-for-Education-and-Evaluation-
for-the-VA-Eastern-Colorado-Geriatric-Research-Education-and-
Clinical-Center—a-WA-center-of -excellence focused-on-aging.-For-
the-GRECC,-Kady-directs-a-health-professions-training-program,-mentors-Advanced-Research-Fellows-and-
coordinates-and-facilitates-the-Older-Veteran-Engagement-Team-—a-group-of-8-\Veterans-and-one-care-
partner.-Members,-age-64-54, -provide-essential-feedback-and-input-on-aging-related-research-and-

@] University of Colorado clinical-innovation-projects-to-enhance-services-and-supports-for-olderVeterans-and-caregivers.|
Anschutz Medical Campus




Project Overview

 Aim 1 (Yrs 1-3): Train and promote the hiring of older adults to serve as Older
Adult Research Specialists supporting the recruitment and retention of peers
in clinical trials

 Community outreach, engagement (recruitment)

 Facilitating informed consent (supports recruitment and better retention by reducing
decisional conflict)

* Identifying barriers and connecting participants to needed resources (retention)
* Foundation: Health Navigation training
* Computer literacy training integrated throughout (Office Hours 2x/week)

 Team-based projects address barrier to inclusion of older adults in
research (catalyzing innovation and development of resources)

* Preparation for job application process

CU Anschutz Today featured Older Adult Research Specialists Older Adults Embrace New Careers in Research (cuanschutz.edu)



https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fnews.cuanschutz.edu%2Fcctsi%2Fenergetic-older-adults-embrace-new-careers-in-research%3Futm_source%3Dtoday_newsletter%26utm_medium%3Demail%26utm_campaign%3Dnov_02_22&data=05%7C01%7CJESSICA.M.MARTINEZ%40cuanschutz.edu%7C768d202b3fec4c13ee4208dabdcd1906%7C563337caa517421aaae01aa5b414fd7f%7C0%7C0%7C638030985880251703%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=uf1gugFFgJokyvI1prsCKx3w%2FOvTQzZ2mKj%2FgAb7He0%3D&reserved=0

Diverse Teaching Team

A

Kathryn Leslie Wright, MA Lorenzo Ramirez Gordon Duvall, DNP May Tran Cory Sedey-Seitz, MPH Christy
Nearing, PhD Williamson, CCRP,

CHRC



Applying Health Navigation Training to OARS Roles

Respect, Meeting People Where They Are, : i£ . .
Building Rapport Partnering to Identify Barriers and Solutions

- Facilitating and partnering; not directing or telling
- Respecting person’s dignity, priorities, preferences,

: oS _ - Listening non-judgmentally seeking understanding
perspectives, situation, choice (No Judgement Zone)

' - Asking open ended questions
- Demonstrating knowledge of person’s culture

_ . - Maintaining good working knowledge of resources
- Focusing on person’s health goals and/or where to go to find information
- Communicating in responsive ways e.g., based on

' - Identifying and drawing on strengths and assets
awareness of culture, health literacy

Draws on M, True Colors, DEI, Cultural Competency

Trust

Facilitating the Informed Consent Process Building Relationships while Maintaining Integrity

Techniques health navigators use to support and check for to Professional Role

understanding: - Referring clinical issues/questions to principal

- Chunking investigator and/or clinical experts on team

- Summaries - Maintaining working knowledge of
organizational/institutional guidelines, policies and

- Teach back (How might you explain [X] to someone requirements

else?)
- Committing to professional excellence and ongoing

- Prom ENNEILE rustworthin hoi . .
JIONE URITEREI GO, UbB e inliness, duelas learning and professional development




@ Multidisciplinary Center on Aging

UNIVERSITY OF COLOAADD ANSCHUTZ MEDICAL CAMPUS

Having trouble recruiting and
retaining study participants?

Having trouble finding and retaining
staff with the right skills, community

connections?

Older Adult Research Specialists (OARS)

» Trained in recruiting. consenting and retaining
older adults and other undemrepresented
populations

» Bilingual, bicultural older adults who are

- seeking full

Scan the QR code

Traveling Research Roadshows

» Join us as we bring research to
geographically/culturally diverse communities
across Colorado to offer accessible ways to
participate in research

» Invite people to a group interview, information
and pre-consenting session (as a breakout
session). They will enjoy the socialization, and
you can enroll, consent, and do baseline data
collection while getting to know them and getting
them excited about the study.

» Interested in participating in Research
Roadshows? Scan the QR code or email us at
oclderadultresearchi@cuanschutz.edu

New Consult Service

» Free consultation service, available monthly
» Staffed by Older Adult Research Specialists
« Gives researchers new ideas and resources to

support recruitment and retention

« Meet with us to brainstorm solutions and get

feedback to increase participation of older
adults and other underrepresented populations

« Reguest a consult by scanning the QR code

Funding Support: NIH/MLA 1R24AG071459 (PI: Mearning, Kathryn)

Year One Accomplishments

AIM 1

v’ Created comprehensive 14-week, 135-hour
competency-based training curriculum delivered
virtually; established diverse teaching team

v’ Site recognition for Health Navigation training
program (eligible to be listed on Workforce Center
Provider Training List)

v Held monthly Information Sessions (n=126),
community meetings and leveraged networks to
recruit increasingly diverse cohorts

v’ Trained 2 cohorts (high satisfaction; low attrition)
v’ 7 team-based projects

v 18 OARS graduates

v" 12 OARS hired to date; 2 volunteer; 1 hired as a HN

v" OARS written into 5 grant applications (Geriatrics,
Family Medicine, COSPH, School of Dental Medicine)



Fall 2022 OARS Session 1-4

Evaluation Report

1. Inthinking about [specific session], please indicate how true each of the following statements was of

your experience.

1.

Fall 2022 OARS Sessions 5-8
Evaluation Report

your experience.

In thinking about [specific session], please indicate how true each of the following statements was of

Not true at all Very true std Range
1 2 3 5 n Mean | Dev | Low-high

The pn_asentatlon of information was current 0 0 0 31 34 491 | 029
and evidence based. 4-5
There. were suﬁi.clent _opportunltles for 0 0 0 30 34 488 | 033 45
questions and discussion.
The |nformat|o_n | gained from this session will 0 0 0 78 34 4.82 | 039 45
improve my skills and performance.
| feel more _kno.wl edgeable about this content 0 0 1 )8 34 2.80 | 048 35
after participating.
| have a better understanding of how to access
resources related to this topic as a result of 0 0 2 29 34 4,80 | 0.54 3-5
participating.
The qualll:*yr of the program/ content met my 0 0 1 )8 34 479 | 048 35
expectations.
This session was well organized. 0 0 2 27 34 4,74 | 0.57 3-5

2. How comfortable did you feel expressing your opinions or asking questions during this session?

Not well at all Ext Well Range
1 5 n Mean std Dev | Low-High
0 25 34 4,71 0.52 35
3. How well was the information explained by the presenter(s)?
Mot well at all Ext Well Range
d e 3 5 n Mean std Dev | Low-High
0 25 34 4.74 0.45 4-5

Not true at all Very true std Range
1 2 3 q 5 n Mean | Dev | Low-high
The pn.esentatlon of information was current 0 0 1 4 2 27 478 | 051
and evidence based. 3-5
| feel mor!a _kno'_wledgeable about this content 0 0 1 3 23 27 481 | 048 3-5
after participating.
| have a better understanding of how to access 3-5
resources related to this topic as a result of 0 0 1 6 20 27 4.70 | 0.54
participating.
:I'he |nformat|o_n | gained from this session will 0 0 1 5 20 2 473 | 053 3-5
improve my skills and performance.
This session was well organized. 0 0 1 8 18 27 | 4.63 | 0.57 3-5
There. were sufﬁ.clent _opportunltles for 0 0 0 0 27 27 5.00 | 0.00 5
questions and discussion.
The quall_ty of the program/ content met my 0 0 5 5 20 34 467 | 062 4-5
expectations.
2. How comfortable did you feel expressing your opinions or asking questions during this session?

Mot well at all Extremely well Range

1 2 3 < n Mean 5td Dev | Low-High

0 0 0 5 22 27 4.81 0.40 4-5

3. How well was the information explained by the presenter(s)?

Not well at all Extremely well Range

1 2 3 5 n Mean std Dev | Low-High

0 0 2 7 18 27 4.60 0.64 3-5




N=10
Average age = 69 (range: 60- 79)

Fa” 2022 . Males n=3; females n=7
Cohort . African American/Black n=2
: . Bilingual (Spanish), bicultural
Demographlcs participants n= 2
. Bilingual (French) n=1
Graduation: . Veteransn=1
November 14, 2022

. Autism spectrum n=1
GED to PhD



N= 15

Sprlng 2023 . Average age = 66 (range: 54 - 72)
Cohort . Males n=2; females n= 13
0 . African American/Black n=1
DemOgrapthS Bilingual (Spanish), bicultural
, participants n=1
Graduation:  Acian n= 1
May 24, 2023

. Associates degree to PhD



Aid for Older Adults
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Research Part

17 Should I Participate in a

20} Clinical Trial?
A decision aid for older adults

This pamphlet contains factors to
consider when deciding to participate
in a clinical trial.

Key Questions

You can ask your provider for a copy of
the informed consent form. The
informed consent form is required to
include potential risks and benefits of
participating in the research clinical trial.
You may want to discuss these
additional questions:

O Hawve I discussed the risks and
benefits with my primary care
provider?

O will participation affect the use of
any of my medications?

O Dol need a consult with a
pharmacist?

O Do | fully understand the research
process?

O Dol understand my potential
benefit or gain to participating?

[0 Are blood or tissue samples
required?

O Do | fully understand the risks of
participation?

O If the clinical trial is randomized, am
| prepared to accept that | may be in
the placebo group?

O Does participation exclude me from
choosing other treatment options?

C Do I have physical limitations that
cannot be accommodated?

C Do I know who to contact on the
study team?

O will | know the results of the study?

Other Factors To Consider

o Does this project align with my
personal values?

o Whois funding the project? Do |
have conflicts with the funder?

o Were patients like me involved in
the design of the research project?

o Can | record the sessions, or bring
someone with me to the visits?

o What personal data will | need to
provide?

o Who else will potentially see my
data?

o Am | comfortable with the
confidentiality agreement in the
consent form?

o What is my motivation for
participating?

o WIill | be compensated? What
personal data is required to be
compensated? Will | have to pay
taxes on it? Is a W-9 required?

Travel and Timing

* How many trips will | need to
make to the location?

* How long (months) is the study
duration?

* What time of day are the visits?

* How long will each visit take?

® |sthere adequate parking? Fees?

* Can | obtain a ride for each visit?

* |5 there flexibility if my ride is
delayed?

Accessibility

ﬁ Are the accommodations
adequate for easy access?

E Will | have assistance for
maobility?

@ Are there assistive hearing
devices?

gy Are there visual assists?

Hidden Costs

¢ Will | need to purchase food
during the visit?

* |s a special diet required?

Insurance and Medical Costs

* Will participation affect my
insurance?

* Are there costs not covered by
insurance (e.g., in case of injury or

extra visits to my clinic)?

* |f the research reveals | have a
medical condition, do | have
resources to obtain care?

Comprehension

* Dol want to ask someone to help
me make the decision to
participate?

Use this space for any thoughts or

questions about participating.

Resources

Mational Institute on Aging: Benefits, Risks for Older
Adulis hitps:/ e nia_nih.gov/health/dinical-trals-
benefits-risks-and-safety

Multidisciplinary center on Aging

https-/fmedschool cuanschutr edu/center-on-aging
https-/fresearchstudies cuanschutz eduyf

https:/ fwnww researchmatch.ong/about/

https:/ fwnwew_nia.nih_gov/health/what-are-dinical-
trials-and-studies

https:/fwww. bhs_gov/ohrp/sites default files /questi
ons full list vS-remedigted 12229016 pdf

This document was prepared by Older Adult
Research Specialists (OARS). 2022,

79



2% Aim 1 Resource Needs

* Cluster hiring of OARS and sustainment as a centralized resource
e Streamlines hiring
* Enhances visibility of OARS as a recruitment and retention resource
* May increase/ensure access to ongoing training and mentorship support
 Facilitates evaluation and tracking

* Advertising Consult Service

* Drive more investigators with recruitment and retention needs to free,
monthly consult service

* |nstitutionalize based on positive ROI



Project Overview

Aim 2: Deliver 8 Research Roadshows to engage older adults in geographically and
culturally diverse communities in clinical trials; each features a core set of carefully
choreographed engagement activities followed by opportunities to connect with studies:

* Engagement with Older Adult Research Specialists as role models and advocates for
including older adult peers in clinical trials (what is research, why research matters to me)

e Supported by OARS’ Outreach Toolkit (photo voice project and video)

User testing of assistive devices (Center for Inclusive Design and Engineering)

* Key take-away: participation of older adults enhances the products of research for older adults

e Connectivity to research

* Tech resources (information about accessibility, connection to ADA compliant research studies
website), skill building related to technical aspects of participation (downloading, uploading
documents)

Opportunities to connect with research teams around specific studies



Research Roadshow Theory of Change
(bi-directional outcomes)

Increase
knowledge,
awareness,

access to
resources

Access to role
models

Peer-to-peer
education

“I value research. | would hope that
researchers are or become
knowledgeable about people of
color and direct research at them.”
- RR participant

...........

Skill building

"My decision to enroll in a clinical trial
was influenced by the potential
benefit it would have for my

Positive community, and to advance the
outcome research efforts of antiretroviral
expectatlons . L. .
therapies for people living with
HIV/AIDS."

- Older Adult Research Specialist



Year One Accomplishments
AIM 2
v’ Established team (includes 4 OARS, CIDE, MCoA)

v New partnerships: AHEC, Colorado Hospital
Association, Denver Museum of Nature & Science

Participation in a clinical trial is
v Printed first Older Adults in Research newsletter it i L
(English and Spanish); established distribution list ﬁ Clinical trials ars strictly

monitored by independent
review boards to ensure

v Produced video (English and Spanish) | participants' safety and privacy.
. . . I Advances i[lﬂ'l:lhi“t:l'_..il‘ldlpﬂl‘ld‘ll‘ﬂﬂ
v ADA-compliant research studies website (demo M 1 iy s gaina i
navigation based on participant interest) @ Docnuse oder adults partcipatec

more positive vioews of aging live

v “Mapping Project” connects participants with | anaverage 7.8 years langer.
studies actively recruiting older adults in their region  reimmere piese sieus s i

researchoouanschutz.edufolderadulns SLEE o |
or you can email us directly ax

/ Pilots plderadultresearch@ouanschutz.edu ey - ;:1
v’ 11.5.22: 365 Health and Research Resources Fair

v' 11.19.22: Denver Indian Health Services Fair
v’ 2.24.23: Center for African American Health Fair




Different settings, different audiences,
different versions of Research Roadshows

L Fl‘nlerfor
NClusive Dgg;
and Enginges 9"




Aim 2 Resource Needs

* Funding from alternative sources to provide
food and entertainment

* Funding to build out engagement
activities/components

* Approved spaces on campus to display
aspects of RR when not traveling

* Support for evaluation

Do Research Roadshows move the needle?
 Community knowledge, awareness
* Access to opportunities to participate in research
* Increased number of inquiries for studies featured

* |ncreased enrollment and retention of older adults and other
underrepresented populations



https://www.flickr.com/photos/judybaxter/512830867
https://creativecommons.org/licenses/by-nc-sa/3.0/

Having Trouble Recruiting and Retaining Older Adults and
other Underrepresented Populations in Your Research?

We have new Resources for You!

* Hire an Older Adult Research Specialist (OARS)

* Older adult peers from diverse backgrounds specifically trained to support recruitment, retention
* Seeking contract, part-time, full-time work, as well as volunteer opportunities to support research
* Willing to work flexible hours; desire to work on campus, as part of teams

* Free Consult Service staffed by OARS (available monthly)

* Brainstorm new solutions to recruitment, retention challenges with those who share similar
backgrounds as potential study participants

* Traveling Research Roadshows - Join us!
* Opportunities to recruit engaged community members at locations across the state



Acknowledgement of Partners

Vice Chancellor of Research, Dr. Tom Flaig

Vice Chancellor for Diversity, Equity, Inclusion and Community
Engagement, Dr. Regina Richards

Associate Vice Chancellor for Regulatory Compliance, Dr. Alison Lakin
Colorado Clinical and Translational Sciences Institute, Dr. Ronald Sokol, Pl
The Cancer Center, Dr. Christopher Lieu, Chair, Clinical Cancer Research
Division of Geriatric Medicine, Dr. Cari Levy, interim head

Center for Inclusive Design and Engineering, Dr. Cathy Bodine, Executive
Director

Community Engagement Pillar, CCTSI: Dr. Don Nease, Director; Montelle
Taméz, Deputy Director; Community Research Liaisons



Training Sequence for Older Adult Research
Specialists (offered Fall, Spring; cohorts= 10-12)

Orientation to Online
Learning Tools

2 hours

Optional “Tech Office Hours”
— 2hrs/wk throughout

Enhanced computer skills
Introduction to tools used to support
virtual learning, job readiness

Health Navigator Training

(virtual, ~60 hrs, 7 wks)

Health navigator credential
Qualify to be listed on state
health department registry

Older Adult Research
Specialist Training

(virtual, ~60 hrs; 7 wks)

Older Adult Research Specialists uniquely
prepared to support recruitment, retention
of underrepresented populations in research



Computer Literacy Training (woven throughout)

Supports:
Access to virtual training programs,
Job readiness (PC-based) and e

Ability to support study subjects with technical aspects of participation

Established curriculum delivered by computer literacy
iInstructor with 6 years of experience training older adults

Office Hours (1 hr, 2x/wk):

1st half: didactic/demonstration

2nd half: participants’ questions, emerging interests
89



Level 1, 2 Health Navigator Training Curriculum

Level 1 — Community Impact Boot Camp > Level 2 - Clinical or Research Focused

(30 self-led and instructional hours) (30 self-led and instructional hours)

e Module 1 Introduction to Health Navigation (includes
Social Determinants of Health, Need for Navigators, Role

and Scope of Health Navigation, and Patient/Client
Building Blocks for Level 2 and Older Adult P & /

Engagement
Research Specialist Roles: 848 )

e Module 2 (includes Healthcare Team Communications)

e Module 3 (includes Health Literacy and Cultural
Competence)

e Module 4 (includes Oral Health, Trauma Informed Care

e Motivational Interviewing
e True Colors
e Mental Health First Aid

: : : i and Healthcare Law and Ethics)
e Diversity Equity Inclusion

e Module 5 (Clients Needs and Barriers, Healthcare
Coverage, Resources and Benefits, live practical practice)
e Module 6: Introduction to Chronic Disease (self-led) 90



Exploring the Roles of
Older Adult Research
Specialists and
Foundations

Session 1: Role of Older Adult Research Specialists (compare and contrast with health navigators

and community research liaisons)
Session 2: Community Outreach, Engagement and Recruitment (CBPR Principles, cultural

adaptations)
Session 3: Overview of Clinical Trials (Types, Phases, Life Cycle, Clinical Trial Team)

Session 4: Inclusion, Exclusion Criteria and the 5Ts and 5Ms -- Frameworks to Promote Inclusion
of Older Adults in Research

Evolution of human
subjects research
protections, current
regulations, application
through informed
consent

Session 5: Evolution of Human Subjects Research Protections and Current Regulations

Session 6: Essential Elements of Informed Consent

Session 7: Application - facilitating informed consent (Practicum I)

Session 8: Panel discussion with clinical research study coordinators and facilitating informed
consent (Practicum II)

Team-based projects and
preparing for job
application process

Session 9: Panel discussion with OARS + time for team-based projects

Session 10: “Resume Refresh” Workshop + time for team-based projects

Session 11: Mock Interviews + time for team-based projects
Session 12: OPTIONAL — additional time for teams to work on projects

Session 13: Virtual Job Fair

Celebration!

Graduation: presentation of projects, conferring of certificates of completion
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Judy Regenstelner

Director, Ludeman Family Center for Women’s Health Research
University of Colorado School of Medicine

Jane Reusch
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Associate Director, Ludeman Family Center for Women’s Health Research 7///‘ =
University of Colorado School of Medicine ==
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Judith G. Regensteiner, PhD,

Distinguished Professor of Medicine

Judith and Joseph Wagner Chair of Women’s Health Research
Director, Ludeman Family Center for Women’s Health Research
Director, Women in Medicine and Science

Anschutz Medical Campus School of Medicine

Jane EB Reusch MD

Professor of Medicine, Bioengineering and Physiology

Division of Endocrinology, Metabolism and Diabetes

Associate Director, Center for Women's Health Research University of Colorado
VA Staff Physician and Merit Investigator

Anschutz Medical Campus School of Medicine

@I University of Colorado
Anschutz Medical Campus



What is our purpose in doing the important work to
increase diversity in participants in our research studies?

* Increasing diversity of participants is a key goal of the Regensteiner/Reusch Lab, as well as of
the Ludeman Family Center for Women’s Health Research.

» Only through having participants representative of the community will we gain the results
that enable the best medical therapies for all. Diverse people may have different reactions
to the same treatment, based on their age, gender, weight, race, ethnicity, and other
factors

» This includes women of all ethnicities and races as well as men. Currently there are not
sex specific clinical treatments.

« Gender minorities and other minoritized populations also must be included.

« Diabetes has an increased prevalence in minoritized populations both based on ancestry

and Social Determinants of Health as such diversity is of great clinical importance for our
research

@I University of Colorado
Anschutz Medical Campus



Background: What have we done to date

In the community

» Long standing relationship with Center for African American Health
« Emerging relationship with Vuela for Health

« Partnership with Morehouse School of Medicine

* Work with Ludeman Center Community Advisory Board

 We have not deliberately leveraged our community partnerships to increase enroliment in studies.
* However, we have always recruited carefully to ensure that women are recruited as well as racially
and ethnically diverse people. We have a recruitment matrix and we check it in lab meetings.

On campus

 Prioritize the diverse VA population

» Work with CCTSI Partnership of Academicians and Communities for Translation (PACT)
« Community Clinical Trials Advisory Board
* Community Consult

@I University of Colorado
Anschutz Medical Campus



What was the result of your efforts (did you improve recruitment around populations?)

Sitagliptin Study

Table 3 Mative American Asian

Results from three most
recent studies from our lab

Results:

47 % Women recruited
across our most recent 3
studies

» 36% Asian, Black, Hispanic,
Native American recruited
across our most recent 3
studies

Native American| Asian White Hispanic Other

Mative American) Asian Hispanic

@I University of Colorado
Anschutz Medical Campus



Community Clinical Trials Advisory Board
Agenda Items (recent formal outreach)

* Discussed the primary aims and study design of VAMIXED
 Aspirations to diversify participant population
« Getting word out in a trustworthy and non-intimidating way

» Conferred about patients who are undocumented/uninsured
and those who do not speak English as their primary language

* Educating the community and building trusting partnerships is
important for participant outreach

* Critical to not “overstep” or “use” the population for research and then
walk away

* Importance of culturally appropriate advertisement materials
* Need to bring the research results back to the community

@I University of Colorado
Anschutz Medical Campus



Barriers to the Follow Up

» Deliberate care must be taken to truly partner with community

Poor communication can lead to mistrust with partners and patients
Group events may be a strategy to present information to communities and build trust

« High participant burden clinical trials such as VAMIXED and REACH require
interpretation on many levels for people unfamiliar or comfortable with clinical
research and non English speakers

Language of research is far removed from everyday language

Translation into layperson accessible language and non-English languages is needed for
study materials including consent forms, questionnaires, and recruitment materials

Interpreter will be needed for study visits as well as exercise sessions
Challenges in finding necessary resources for support of interpreters
Challenges in effectively reaching communities disproportionately affect by diabetes

@I University of Colorado
Anschutz Medical Campus



Results continued

What have we learned?

« Intentionality is critical.
» For instance, recruiting women is a key issue- we are successful in this
because we are very intentional.
» Although we have been successful at recruiting diverse participants, we need
to understand how to be even more intentional in this regard.

Additional concerns

« What about gender minorities?
 How to engender trust in minoritized communities

@I University of Colorado
Anschutz Medical Campus



What additional resources would have helped

(university, third party, external/internal)

Programs which bring together community members and researchers together to hear
about studies and discuss.

Further dynamic evolution of community engagement consults (in process) to see
what is working and not working

For the future;

If trust is the major issue which adversely affects recruitment, work needs to be done
to create a safe and trusting environment.

« Start with community and researcher survey

« Require training for all researchers

« Workshops with the community and researchers

@I University of Colorado
Anschutz Medical Campus
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Summary

* Intentional recruiting likely leads to improved ability to include women, people from
diverse racial and ethnic groups as well as gender minorities.

« Working to increase acceptance and trust in the community is a work in progress

Conclusion:

« ltis critical to include women and men of all races and ethnicities and

sociodemographic backgrounds
* Inclusive recruiting will reduce biases and promote health equity,

@I University of Colorado
Anschutz Medical Campus
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CLINICAL PrOTOCOL & DATA MANAGEMENT
SPECIFIC AIMS

Increase the participation of underserved populations at UCCC through
expanded clinical research programs 2022

@I University of Colorado
Anschutz Medical Campus



CLINICAL PRoTOCOL & DATA MANAGEMENT

LEADERSHIP
CHRISTOPHER LIEU, MD BREELYN WILKY, MD JESSICA MCDERMOTT,
Assoc Director, Clinical Deputy Assoc MD
Research B Director, Clinical Deputy Assoc Director,
Associate Professor, T 3 Research DIVEREHE [Sgigs elie
Medicine / Medical S Associate Professor !P gltIJsmn in Clinical
Y ’ rials
Oncology n o Medicine / Medical .
“ \ < Oncology Associate Professor,
Medicine / Medical
Oncology
» Ensures that clinical research
relevant to the catchment area is * Chair Ipvestigator-lnitiated Trials e Chair = URM UCCC/UCHealth
conducted C.ommltte.e. | | URM Task Force
« Provide oversight and build » Directs clinical investigator « Directs diversity efforts across
relationships between the UCCC and onboarding and continuing UCCC clinical sites for cancer
other offices within the university to education clinical trial accrual

further clinical research

SYNERGIES & SHARED RESPONSIBILITIES

Provide central administration and oversight functions for coordinating, facilitating, and reporting
on clinical and population sciences trials across the UCCC clinical sites serving the catchment

@I University of Colorado
Anschutz Medical Campus



2021 REVIEW

RATING: EXCELLENT

ACHIEVEMENTS

- Accrual to institutional investigator-initiated trials has increased significantly

- Expansion of the Front Range Clinical Trials Network (FRCTN) provides
clinical trial access to the population of Colorado

- Hispanic patients remain underrepresented in trials relative to the state
population

- Overall accrual to both interventional treatment and non-treatment trials
has been on a downward trend

University of Colorado
Anschutz Medical Campus




RESPONSE TO 2021 REVIEW

Hispanic patients remain underrepresented in trials relative to the
population in state

RESPONSE
- Dedicated clinic for Hispanic patients

- PRMS tracking of minority accruals with feedback to disease group and
UCCC leaders

- Clinical trial partnership and engagement with Denver Health
- COE/CPDM/UCHealth URM Task Force
- Increase access to UCCC clinics for undocumented patients

@]l University of Colorado
Anschutz Medical Campus



IMPROVE ACCRUAL OF MINORITIES AND UNDERSERVED
POPULATIONS

Dedicated Clinic to Improve Access of Hispanic
Patients with Cancer to Research

|dentify Comprehensive

barriers to bilingual/bicultural

access ' clinical team
Co”mrbnunitt.y - « Operational Diversity
coflaboration framework to "'

ensure access to

! : :
A. Jimeno J. McDermott

Program Deputy AD
Leader DT Clinical Trial

E3 Clinic -
Esperanza En
Espanol

trials
Educational ‘ Call center and
opportunities clinic for Hispanic iy > o
for patients : . Borrayo . Pacheco
5 o patients AD COE Prog. Manager
niversity of Colorado COE

Anschutz Medical Campus



IMPROVE ACCRUAL OF MINORITIES AND
UNDERSERVED POPULATIONS

« CPDM/PRMS collaboration to evaluate planned enroliment
demographics and provide current accrual metrics for minorities and
rural populations

Audit by disease
group utilizing
OnCore to assess
URM enroliment

List of resources to Question about URM Trigger meeting with
I:> COE project team to

reassess strategies

investigators from
COE submission

CPDM + COE PRMS PRMS CPDM + COE

@]l University of Colorado
Anschutz Medical Campus



IMPROVE ACCRUAL OF MINORITIES AND UNDERSERVED POPULATIONS

« CPDM/PRMS collaboration to evaluate planned enrollment
demographics and provide current accrual metrics for minorities and

rural populations

Adult: GI Cancers Ethnicity Gender
Race

Indian or Alaska Native

& Hispanic or Latino
® 65 and older

m Other Adult Age

® Non-Hispanic ® Female

* Patient Refused
B Unknown or not reported

u Male

N Unknown

University of Colorado
Anschutz Medical Campus




IMPROVE ACCRUAL OF MINORITIES AND
UNDERSERVED POPULATIONS

* New process to evaluate planned enrollment demographics and
current accrual for minorities and rural populations

List of resources to Audit by disease

Question about URM roup utilizin Trigger meeting with
investigators from I:> enrollment for PRMS  [mmsp 9roup 9 II:> COE project team to

e OnCore to assess .
6{0]= submission URM enrollment reassess strategies

CPDM + COE PRMS PRMS CPDM + COE

* Clinical trial partnership and agreement signed with Denver
Health including support for faculty and clinical research manager

2N DENVER HEALTH.

est. 1860
FOR LIFE'S JOURNEY

@]l University of Colorado
Anschutz Medical Campus



COE / CPDM / UCHEALTH URM TAsSK FORCE

Goals: The UCCC seeks to accomplish the following goals via the
URM Clinical Trials Task Force:

1. ldentify and obtain resources to improve URM patient enroliment
2. Increase the number of URM patients seeking care at UCHealth

3. Improve financial assistance for patients to participate in clinical care and
research

4. Increase collaboration with community-based hospitals, community-oncology
practices, and other organizations for referrals

IMPROVEMENT: 4-fold increase in financial assistance
for under- and uninsured patients engineered by Wells
@]‘ Jniversity of Colorado M essersmith, AD for Clinical Services

Anschutz Medical Campus



DELIVERABLES OVER THE NEXT REPORTING PERIOD

Deliverable: Increase Hispanic clinical trial accruals to 10% by the
end of FY23 and exceed state cancer demographics by FY25

Deliverable: Increase overall accruals to intervention-treatment
trials by 5% per year

@I University of Colorado
Anschutz Medical Campus



CLINICAL TRIAL METRICS
ACCRUAL OF MINORITIES

Catchment Trial Accruals
State New Onc Intervention-Tx Intervention Non-Tx
State Pop :
(1) wancer Fatients FY20 FY21 FY22 FY20 FY21 FY22
Cases (2) (3&4)

Total Population 5,773,714 119,488 20,506 610 634 596 393 535 1478
Race/Ethnicity % % % % % % % % %
Non-Hisp White 65.1% 81.9% 80.6% 85.4% 82.0% 80.6% 83.5% 72.9% 53.9%
Non-Hisp Black 3.8% 3.3% 4.3% 3.3% 4.4% 2.0% 6.1% 4.3% 6.1%
Hispanic (All Races) 21.9% /o 6.8% 83% 11.0% 71% 17.6% 20.2%k
Asian 3.5% 1.8% 2.2% 1.7% 1.7%  3.0% 1.0% 0.7% 1.8%
Nat Haw | Pac Isldr 0.2% 0.2% 0.1% 0.3% 0.0% 0.5% 0.0% 0.6% 0.2%
Amer Ind | AK Nat 1.3% 0.7% 0.3% 02% 0.3% 0.3% 0.8% 1.1% 0.5%
Other|>1 | NR 5.0% 2.1% 3.9% 23% 34% 2.6% 1.5% 2.8% 17.2%

(1) US Census Bureau, 2020 Decennial Census Redistricting Data, Tables P1 and P2

(2) Colorado Central Cancer Registry, 2014-2018 Incidence Data

(3) University of Colorado Health Data COMPASS New Cancer Center Patients FY20-FY21_ 2021.11.30; S. Das

(4) Children’s Hospital Colorado Cancer Registry Data, 2019-2020

@]l University of Colorado
Anschutz Medical Campus



CLINICAL TRIAL METRICS
ACCRUAL ACROSS THE AGE-SPAN

Catchment Trial Accruals
State New Onc Intervention-Tx Intervention Non-Tx
State Pop :
(1) cancer Fatients FY20 FY21 FY22 FY20 FY21 FY22
Cases (2) (3&4)
Total Population 5,773,714 119,488 20,506 610 634 596 393 535 1478
Lifespan % % % % % % % % %

< 18 Years 21.8% 5.8% 10.4% 14.7% 18.1% 46% 82% 7.9%

(1) US Census Bureau, 2020 Decennial Census Redistricting Data, Tables P1 and P2
(2) Colorado Central Cancer Registry, 2014-2018 Incidence Data
. . (3) University of Colorado Health Data COMPASS New Cancer Center Patients FY20-FY21_2021.11.30; S. Das
@]’ University of Colorado (4) Children’s Hospital Colorado Cancer Registry Data, 2019-2020
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CLINICAL TRIAL METRICS
ACCRUAL ACROSS THE AGE-SPAN

Catchment Trial Accruals
State New Onc Intervention-Tx Intervention Non-Tx
State Pop :
(1) cancer Fatients FY20 FY21 FY22 FY20 FY21 FY22
Cases (2) (3&4)
Total Population 5,773,714 119,488 20,506 610 634 596 393 535 1478
Lifespan % % % % % % % % %

< 18 Years 21.8% 0 5.8%
> 64 Years 14.7% 42.6%

L)

(1) US Census Bureau, 2020 Decennial Census Redistricting Data, Tables P1 and P2

(2) Colorado Central Cancer Registry, 2014-2018 Incidence Data

(8) University of Colorado Health Data COMPASS New Cancer Center Patients FY20-FY21_2021.11.30; S. Das
University of Colorado (4) Children’s Hospital Colorado Cancer Registry Data, 2019-2020
Anschutz Medical Campus



CLINICAL PrRoTOCOL & DATA MANAGEMENT
ACCRUAL ACROSS THE AGE-SPAN

Future Directions

« P30 supplement: “Infrastructure Development and Team Building for a Statewide Approach
to Address Cancer and Aging in Colorado” (Kessler [CPC] and Sherbenou [DT])

* Develop interdisciplinary, multi-campus research in cancer and aging
 Cultivate partnerships with community and rural practices throughout the state

 R24 Grant: “Workforce Development Engages Diverse Older Adults to Catalyze
Innovative Approaches for Enhanced Recruitment and Retention in Clinical Trials”

 Train diverse older adults as research specialists

 Clinical and Research agreement with Denver Health to provide pediatric leukemia access to
CHCO for clinical trial enrollment

@I University of Colorado
Anschutz Medical Campus






Ben Echalier
Assistant Vice Chancellor for Clinical Research Operations
Office of The Vice Chancellor for Research
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Qr Clinical Research Operations Support

UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS

Central clinical research operations support
provided by the OVCR, including:

CReST (Clinical Research Support
Team)

IND/IDE Office (coming soon)

Recruitment Center
» Social Media
» Research Studies Website
» Research Match

CU Anschutz Research & Health Fair

Clinical Research Staff Workforce
Development

Study Monitoring Committee (SMC)

University of Colorado
Anschutz Medical Campus




CReST

The Clinical Research Support Team (CReST)
offers a-la carte fee-for-service support for
research conducted by CU faculty on campus.

Supports investigator-initiated and industry- OUR MISSION
sponsored mtervenhoqal, observatlopgl, and We are clinical research lifecycle experts
secondary research with human participants. who support a diverse community of

_ _ _ _ sponsors, patients, and investigators. We
Fills vital gaps to help operationalize research connect inspiration with execution to
by providing the necessary personnel and advance. science and medicine and improve
resources. human lite.

Experienced research staff to assist with
participant recruitment

@J University of Colorado
Anschutz Medical Campus
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CReST at a Glance

CReST IN 2022 Coordination only
13%

89 Studies supported
24 Departments

58 Principal Investigators

18
DSMB

0 5%

14 Coordination +

12 27%

10

8 Monitoring

6 9%

4

2

0

& & ) e & o o> & N & & Startup/Admin/
0@@ (\O\Oq 6\\0<> 0® fS\'\OQ 6\(;\(\ O(\ (\O\oq @ Q,b"o@ §0\o S&Oq \fb\g\o O’Z}QOQ \Q)C)e, (QO\OQ O®® Rpeg
SN N S IR\ C M N PR L & &N
@o & #F F «© \@@ @O L F T O o 2 (,\\\{b 24%
N 2 Q N2 @ O VoS R
o7 W 3 N o O
< S N S
g &
Q% S

@J University of Colorado
Anschutz Medical Campus



IND/IDE Office Current Status

Over 100 locally held active INDs on the Anschutz Medical Campus

Approximately 40-50 new IND/IDEs per year (including
compassionate use)

Each research team is currently responsible for their department’s
submissions to FDA

No central oversight or tracking of submissions to FDA

Compliance issues due to research staff turn over and sponsor-
Investigator leaving the institution

@T University of Colorado
Anschutz Medical Campus



Purpose of central IND/IDE Office

Alleviate administrative burdens on investigators

Standardize processes for research with FDA-regulated products
conducted at the University of Colorado Anschutz Medical Campus
Ensure that FDA-regulated projects are initiated with feasible goals
and appropriate resources and funding

Facilitate efficient startup processes

Minimize risk to participants and mitigate compliance risks

@T University of Colorado
Anschutz Medical Campus



IND/IDE Office Future State

Single point of entry for all projects, with triage to appropriate support team based on
whether:

e Compassionate use request

e Product Manufactured on campus (Cell/Gene/Protein therapy)

e Treatment for oncology or non-oncology indication

Centrally managed responsibilities and requirements

e All communication and submissions to FDA, including expedited safety reporting
e Standardized electronic TMF and ISF structure

e 21 CFR part 11 eReg system (unless exempted by Reg Compliance)

e TMF maintenance for (FDA) regulatory submissions

e 21 CFR part 11 compliant EDC

e Training verification

e Pharmacovigilance

e Study monitoring

@j University of Colorado
Anschutz Medical Campus



Recruitment Center

Current and Developing
Central Resources

Social media campaign support —
Facebook advertising

»Piloting a few studies and plan to
offer to larger campus community
(starting with 2-3 campaigns/month)

Consult services (coming soon)

»Help with recruitment plan
development

@J University of Colorado
Anschutz Medical Campus


https://researchstudies.cuanschutz.edu/
https://www.researchmatch.org/researchers/

Social Media Campaigns

Social media advertisements are an increasingly
useful tool for recruiting human participants. We
plan to offer centralized resources and support
for research teams to utilize social media for
recruitment.

Current Central Resources:

Request to place ads via the CU Anschutz
Research Studies Facebook account

Promote your study via CU affiliated social
media accounts

Promote your study via other social media
accounts

Place ads via a third-party agency

@J University of Colorado
Anschutz Medical Campus



Social Media Campaigns

We are working with the Office of Communications to
develop a central resource to provide local assistance
with selected clinical trials recruiting via social media.

Currently piloting 4t study

Positive response from Pls/study teams and
click through rate higher than expected

Will be limited with a set number of
campaigns available per month

Must have IRB approved language and follow
CU Social Media Guidelines

Not all studies are a good candidate for this due to FB
and other restrictions

@J University of Colorado
Anschutz Medical Campus



Social Media Campaigns

Pilot 1

«  Contacts received through researchstudies.cuanschutz.edu during the month of campaign: 29

« People who filled out the REDCap prescreen during the month of campaign: 26

« Number of eligible participants identified via the REDCap prescreen: 16

« Number of consented study enrollees (thus far) who learned of the study through social media: 5
« Total cost: $80 per enrolled participant

Other feedback from Dept. of Psychiatry:

Study 1 Social Media Ad Campaign Results

. 498 pre-screeners

« 55eligible

. 6 enrolled (2 Lost to f/u); 4 completed study
« Total cost: $125 per completer

Study 2 Social Media Ad Campaign Results

e 94 pre-screeners; 24 eligible

« 8enrolled plus 1 waiting for screening

. 5 completed, 3 still active

«  Total cost thus far: $100 per completer (but this will go down as the additional people complete the study — could be as low as $56 per
completer)

@J University of Colorado
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Research & Health Fair

Held Last November
« Help educate the community about research

projects available at CU Anschutz

« Help CU Anschutz researchers interact with the
community

.  Offer reduced cost blood screenings through 365
Health

Plan to expand and include more groups
this year with some OVCR support

@J University of Colorado
Anschutz Medical Campus



Workforce Development Initiative

Goals of Research Workforce Development Initiative:

|dentify collaborators and build partnerships

*Connect with clinical research staff to learn their
needs

*Advocate for specific initiatives and
recommendations

*Develop a five-year plan to improve the support,

training and career development of clinical research
staff

@T University of Colorado
Anschutz Medical Campus




Study Monitoring Committee (SMC)

The University of Colorado Denver | Anschutz Medical
Campus Study Monitoring Committee (SMC) is a
campus wide, institutional committee whose members
are experts in the field of clinical research with diverse
experience.

Using data entered into OnCore, the committee is charged to:

Review recruitment metrics for ongoing studies

Identify low-accruing studies that are at risk for not
meeting their stated recruitment goals

Evaluate and promote the appropriate inclusion of
older adults in clinical research

Monitor recruitment success and strategies to
enhance the inclusion of underrepresented
populations

@J University of Colorado
Anschutz Medical Campus
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