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Housekeeping

* All participants will be muted

 Enter all questions in the Zoom Q&A or chat box and send to All Panelists and

Attendees

Moderator will review questions from chat box and ask them at the end

Want to continue the discussion? Look for the associated podcast released about 2
weeks after Grand Rounds.

Visit impactcollaboratory.org

Follow us on Twitter: @IMPACTcollab1

Linkedin: https://www.linkedin.com/company/65346172 @IMPACT Collaboratory
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What is meant by diversity?

@DrCHWilkins



RACE IS A SOCIOPOLITICAL CONSTRUCT

* Race: group a person belongs to (or is perceived to belong
to)

» based on physical attributes - skin color, facial features and
hair

» asocio-political construct; fluid (changes over time)

» no biological or scientific basis

 Ethnicity: group a person belongs to based on culture,
language, physical attributes, religion, country of origin

 Ancestry: line of descent; usually refers to DNA

http://i0.wp.com/panafricanalliance.com/wp-

« Culture: a society's collective thoughts, actions, customs, contentuploads 20T 0 R
beliefs, and values

VANDERBILT E; UNIVERSITY
MEDICAL CENTER

Skinner JS, Duke L, Wilkins CH. (2017). Why ethnogeriatrics is important. In Ethnogeriatrics: Healthcare needs for diverse populations.


http://i0.wp.com/panafricanalliance.com/wp-content/uploads/2011/05/RacialDifferences.jpg

@DrCHWilkins

VANDERBILT E? UNIVERSITY Artist Angélica Dass rethinks the concept of race by showing the diversity of human skin colors in her global
MEDICAL CENTER photographic mosaic. https://www.angelicadass.com/humanae-project


https://www.angelicadass.com/humanae-project

World Population by Region in
2020

Population| World Share | Yearly Change | Median
Age

Asia: 4,641,054,775 |59.5%]| 0.9% | 32

Africa: 1,340,598,147 |17.2%| 2.5% | 20

Europe: 747,636,026 | 9.6%| 0.1% | 43

Latin America & Caribbean: 653,962,331 | 8.4%|
0.9% | 31

Northern America: 368,869,647 | 4.7%)| 0.6% | 39
Oceania: 42,677,813 | 0.5%]| 1.3% | 33

@DrCHWilkins
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Europe’s % of
World Population

1950 Population| World Share

Asia: 1,404,909,021| 55.4% 1950: 22%
Europe: 549,328,883| 21.7% 2020: 9.6%
Africa: 227,794,136 | 9% 2050: 7%

Northern America: 172,602,624 |6.8%

Latin America & Caribbean: 168,820,620
|6.8%
Oceania: 12,975,865 |0.5

2050 Population| World Share

Asia: 5,290,263,118 | 54.3%

Africa: 2,489,275,458 | 25.6%

Latin America & Caribbean: 762,432,366 |

Europe: 710,486,313
Northern America: 425,200,368
VANDERBILT §7 UNIVERSITY Oceania: 57,376,367

MEDICAL GEDYTERY||kins

7.8%
7.3%
4.4%
0.6%



What is meant by inclusivity?
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Recruitment Continuum
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Factors contributing to lack of diversity in clinical trials

System Level

Availability of clinical trials
Supporting infrastructure
Cost/payer

Strict eligibility criteria

Lack of community engagement

: }

Individual Level Interpersonal Level
Health Care Professional Perception of the institutional infrastructure Dispariti
S s i : . _ : —»|  Uisparities
» Awareness of clinical trials Attitude/perception of each other and care received
« Perception of the hospital/infrastructure Doctor—patient relationship
= Attitude/bias/experience

» Perception of patient’s race/ethnicity
—»|  Patient/Family

» Awareness of clinical trials

« Eligibility

» Personal identity: ethnicity, race, religion

= Attitude/bias/experience
(eg, suspicion of medical care)

* Access (eq, transportation)

@DrCHWilkins Hamel et al. Cancer Control, 23, pp.327-337.




Study-level Barriers to Recruiting Racial and Ethnic
Groups Historically Excluded

Investigators

e L imited knowledge/experience recruiting diverse groups WARE !]ISEAS

e Few, if any, minority researchers HAVE ME

)

e Little to no experience working with community orgs
e |neffective communication strategies
e | ack of cultural humility

Study-level barriers St
e budgets inadequate for recruitment Lottt e e L e
e no expertise to culturally adapt tailor documents CEE mme

e [ack of culturally congruent research staff FIND YOUR MATCH. JOIN N THE FIGHT.

e No bilingual staff or access to language services

@DrCHWilkins



Barriers to clinical trial participation among African American,
Hispanic/Latinx, Asian American, and Pacific Islander groups

Shared Barriers Group-specific Barriers

|| Mistrust of research Legacy of research abuse ] _
\ (1]
, . . (3]
. Racism &discrimination ] =
— Competing demands dE,
: | Research Integrit ] =
— Lack of access to information esearch Integrity §
' . ‘ Fear of randomization ] <
— Stigma {
, . -~
— Health insurance Lack of social support ] 3
(7]
: A lturati =
. ration
— Unintended outcomes CCUTtUratio ] _
\ o %
' . Misrepresentation of community ] - = —
0 Documentation S 8
‘ a L
— Cost of participation

EDrCHWilkins George, Duran, Norris. AJPH. 2014:104:6-31.



Guiding Principles for Successful Trial Recruitment

e det accrual goals

* based on evidence of recruitment feasibility, not solely patient counts
« Be transparent about potential risks/adverse events
e Minimize participant burden

e [ffer compensation that reflects the true costs of participation (e.q., time-off work,
transportation, childcare)

e det an appropriate budget for recruitment and retention
* Employ a diverse, experienced team
e share results/return value to participants and community

Larrasquills, Miller-Hughes, Wikins 11192070




Strategies to Enhance Minority Recruitment

. Embed researchers with expertise in minority health and health disparities into research teams
Integrate the perspectives of individuals from marginalized groups in the study design and planning
Train research teams in cultural humility and effective communications

Partner with trusted community organizations

Hire individuals with experience working in communities

ol oBm A~ B3N

Support an asset-based, community-led approach to recruitment

Larrasquills, Miller-Hughes, Wikins 11192070




Hire individuals with experience working in
communities

» Specifically, hire individuals with experience working in
communities that you want to recruit from

 Preferably individuals from marginalized communities as
study coordinators/recruitment staff

* Prioritize individuals who are bilingual and bicultural




Support an asset-based community-led approach to
recruitment and retention

* Prepare/support community — emphasize co-learning
« Community capacity building

TABLE 1 | WAI-Milwaukee Asset-Based Community Development (ABCD) Approach, examples of community activities and current outcomes.

Panel A: Core Aspects of ABCD Approach Panel B: Examples of Activities Panel C: Outcomes
Community assessment Outreach & Education Stigma Reduction
» |dentify the community and their assets * Breaking the Silence Annual Breakfast and Increased community awareness of ADRD
 |dentify key community stakeholders Community Workshops
* Address the community needs and wants * The “Amazing Grace” Chorus Family Support
Program

* Annual Faith-Based ADRD Initiatives
Community engagement (WAI-Milwaukee becoming Coordination of Medical & Social Services Increased access of community members to
part of community “social fabric™) Milwaukee Health Services Center & Clinic comprehensive care and support services
* Invest time in the community Network Development
* Provide resources identified by the community Culturally inclusive professional training
¢ Address barriers through service
Community involvement Community Advisory Board development and Academic-community partnership in initiatives
* Recognize community members as experts sustenance Increased community awareness of importance of
» \alidate community members’ perspectives research
» Build relationships between community members, Increased African-American participation in research

researchers, and health professionals
* Community members provide counsel to
WAI-Milwaukee and researchers




NIH

National Center
for Advancing
Translational Sciences

Trial Innovation Network

NIH
Institutes
Industry
Foundations

CTSA Hubs

>50 major US academic medical centers

Trial Innovation
Network Hub
Liaison Teams

Partners
Participants
Providers
Public

Trial

) Innovation .
Trial Network Recruitment

Innovation Centers Innovation
(TICs) Centers

Full service coordinating services that ( R I C )
can operationalize a clinical trial from
study planning, execution, to
publication of results

Cohort discovery, systematic and novel
engagement, recruitment, and
retention and engagement approaches
Key Elements of the Network
3 Central Academic IRBs, Master Contracting, Recruitment System

Infrastructure and Support for Site Based Research




Trial Innovation Network
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Paul Harris, PhD and Consuelo H. Wilkins, MD, MSC/

rlc RECRUITMENT
INNOVATION e ‘
® CENTER Vanderbilt University Medical Center

Vision and purpose < ~

Our goal is to positively impact human health
by improving participant enroliment and Assessments
retention in multi-center clinical trials. gt i Sl

Study Tools, Monitoring,
and Issue Support
Patient and Researcher
Resources and Education
Research on

Recruitment Methods

2 \“\»0’3
Ue‘UBBeSug ST

Achieving this goal will require sophisticated
informatics-based recruitment tools and
novel engagement approaches to
accelerate recruitment and retention.

Clinical & Translational

CTSA Science Awards Program
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rl‘ FNEI\?g\L/“ATTch ! Recruitment Continuum: Example COVID Vaccine Trials
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COVID lifespan progression

Some remain asymptomatic and/or recover without requiring hospitalization or intensive care ©2020 VUMC

v v

Healthy —» Exposed —» Infected —» Asymptomatic— Symptomatic/Mild —» Hospitalized/Moderate Recovering—Recovered

\

Host-Targeted Therapies
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Organ Support
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Comprehensive Approaches to Minority Recruitment
Goal: Address study-specific and common barriers

Common Barriers
Scientist -level barriers
e Limited experience recruiting minorities
e Lack relationships with community orgs
e Few, if any, minority researchers
Participant-level barriers
e Perceived harms, fear, mistrust
e Costs, transportation, access, convenience
e Info unavailable in preferred language
Study-level barriers
e Budgets inadequate for recruitment
e No expertise to culturally tailor documents
e Lack of culturally congruent research staff

Study-Specific Barriers

Misinformation about COVID-19
Concerns re safety of COVID-19 tests, treatments, vaccines
Limited access to testing and care
Fears related to government involvement

 Contact tracing

* Information being shared w/ law enforcement
Stigma related to COVID-19
Lack of dedicated staff to support recruitment
No information/resources for family and household members
involved in decision making
Study materials not available in multiple languages
Minimal/no involvement of trusted leaders/community orgs

Heller et al. Strategies addressing barriers to clinical trial enrollment of underrepresented populations: a systematic review. Contemp Clin Trials. 2014;39(2):169-182.

Schmotzer GL. Barriers and facilitators to participation of minorities in clinical trials. Ethn Dis. 2012;22:226-30

TRIAL INNOVATION NETWORK_

Clinical & Translational
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Science Awards Program



Enabling Minority Recruitment

* |dentify sites with capacity to recruit minorities
* Contact sites with higher % minorities
* Questions on site selection to determine interest/capacity
*Prior experience recruiting minorities, bilingual staff

* Support facilities in minority recruitment
* Training in minority recruitment
* Culturally tailored recruitment materials

. ) . coursera
* Information to address fears related to radiation

PREDICTED CHANGES IN U.S. POPULATION

49%

WHITE
s I PEOPLE OF COLOR

TRIAL INNOVATION NETWORK_ = CTS Clinical & Translational
| —— Science Awards Program




Enabling Minority Recruitment (cont)

* Increase pipeline of referrals to COVID-1g research sites
* [dentify primary care and community champions

*Professional and community-focused orgs, National Med Assoc,
AssOC

* Create awareness of study
* National campaign; using tailored messaging

* Partner with trusted community organizations
* Engage through trusted community organizations
* Support families in decision making and study participation

TRIAL INNOVATION NETWORK_ S

CTS Clinical & Translational
Science Awards Program




COVID-19 - Library of Recruitment Materials

COVID CSSC-004 Research St

Join the fight against the
COVID-19 pandemic.

Become a part of the VUMC
Research Registry.

Join the fight against the
COVID-19 pandemic.

Become a part of the VUMC
Research Registry.

06 Sncng ways 10 freviet. Gagnose aod treat
COVID-19. We can't do it without you!

People o hagh
fisk. This is because of the criscal role you serve
n of our COVID-

+  Begister now I you woukd e 1 be contacied p
about COVID-10 ressanch studes at VUMC. ~u 3 To Register:

“Wirking I 3 Checal e I 8 RODOVY i O I & dect patend

care o for Our gutbets who have of miey have DOVID- 0. Have you tested positive for I

COVID-19 and recovered?

You may be able to join
our research study to test
if antibodies in your blood
could help others recover
faster.

Contact

VANDERBILT UNIVERSITY 2 o
Contact us today to see if you can join.

Together we can make a difference.

MEDICAL CENTER

Study Contact Name
Study Contact Phone
Study Contact Email

VANDERBILT uNi

MEDICAL CENTER

What is the COVID CSSC- What's involved? Canljoin?

004 st « One plasma infusion. A You may be able to join If you:

« This study will test whether a

transfusion of plasma that has

antibodies from persons who
have recovered from COVID
19 is a good treatment for
patients with early COVID-18
Hiness,

« Belore you get the Infusion,
the blood bank will test the
plasma for other infectious
diseases.

computer will assign you
by chance to get either
plasma with COVID
antibodies or plasma
without COVID antibodies.
« Up 10 5 In parson visits
over 90 days
Medical history
Physical exam
Blood tests
Dally log of

« Are 18 years of age or older
« Tested positive with SARS.
CoV-2 virus with In the past
6 days or less
* Have had any COVID
symptoms within the past 8
days or less:
s cough
= shortness of breath
@ fever
@ chills
= muscle pain

Taking part in this study is
ly voluntary.

= sore throat
@ new loss of taste or smell

Will | be compensated?

Yes, you will be

up to $200 for
study participation.

Have you been diagnosed with
COVID-19 iliness, but are not in the hospital?

Joinusin our fight against the virus, SARS-CoV-2, which
causes COVID-19illness.

Whatisthe  This study wil test whether a transfusion of plasma that has antibodies from
study about? Persons who have recovered from COVID-19 3 good treatment option for
patients with earty COVID-19 lliness.

What's « One pissma infusion « Physical exam
involved? * Upto5studyvisits* « Biood tests
« Medical histoey « Daity symptom log

*You may be compensated up to $200 for study participation

Canljoin?  Youmaybe able tojoin If you
« Are 18 years of age or okser
. for SARS Cov-2 thin the past 6 days or less
+ Have had any COVID symptoms within the past 8 days of less (cough
shortness of broath, fever, chills, muscle pain, headache, sore throat, new
foss of taste of smell, neurological changes, of new skin rash)

Lssmore (39! Orvistourwebstoat
CovidPiasmaTrialorg

Logo Placeholder

ContactUs N4 CovidPlasmaTrisl@jhmi.edu

Colaborar pais. Investigar
| tratamiento

Lo que debe saber hoy

0s trabajando . v tos de investiga

diagnosticar, tratar y

> hayan ten




eCO nse nt eConsent has addressed the

problems of:

* How to continue doing
research studies during a
pandemic?

* How to do studies with
COVID-19+ participants and
keep everyone safe,
preserve PPE, and reach
LARs, parents, translators,
etc., when everyone is
remote?

: 3
*REDCap

REDCap features pro-
vide method to safely
and securely consent
COVID-19 patients

Part 11 & Regulatory
Compliance

REDCap's mechanism for
Part 11 compliance
ensures eConsent

documents are stored

appropriately

IRB Approval

Contactless Consent

Participants consent
to ORCHID via web
link without direct
study team contact

eConsent is reviewed
and approved for use

YouTube Channel for eConsent education videos: https://www.youtube.com/playlist?list=PLiMIsWK5xzDsiG slun3JTDJxlzVWOIR2

Recent publication: REDCap based model for electronic consent

TRIAL INNOVATION NETWORK_ =

CTS Clinical & Translational
Science Awards Program



https://www.youtube.com/playlist?list=PLiMlsWK5xzDsjG_slun3JTDJxIzVWOlR2
https://www.cambridge.org/core/journals/journal-of-clinical-and-translational-science/article/redcapbased-model-for-electronic-consent-econsent-moving-toward-a-more-personalized-consent/FC27BE64ABF1AE6E8738C595AEA2A7B0

MyCap provides the ability

Mycap to collect valuable data in

the outpatient, post-
discharge, and recovery

contexts such as:
< 4 of 27 < 6 of 27 < 10 of 27 < 27 of 27
. . .
Have you started taking any Have you been to the Check the COVID-19 Would you like us to call you M Ed Ication ¢ h a nges
new medications that you hospital since your symptoms you are regarding any aspect of this ° New h osp ita | ization
have not yet reported to the COVID-19 test? experiencing. study?
study team? J Sy mptoms
Yes Cough Ve Yes
Yes * Need for follow-up
No v Fever No v
No v
Shortness of breath Vv
Ch t i L o o
e Soon to be available in Spanish
Abdominal pain v

And Portuguese!

Nausea or vomiting

Clinical & Translational
Science Awards Program



Researc

(En qué consiste ResearchMatch??

ResearchMatch es una plataforma dtil en linea, gratis, segura y
confidencial creada por instituciones académicas de todo el pais
que desean incluirlo en su misidn de ayudar a que los estudios
mejoren la salud en el futuro. ResearchMatch funciona al enviarle
informacién por correo electrénico acerca de estudios que pueden
ser adecuados para usted. [Preguntas frecuentes]

(Por qué se necesita ResearchMatch?

Muchos estudios finalizan antes de tiempo porque no hay
suficientes voluntarios para el estudio. Al mismo tiempo, las
personas buscan estudios para participar, pero puede ser dificil
encontraros. En consecuencia, las preguntas claves que pueden
afectar la salud comunitaria quedan sin respuesta.

:Es ResearchMatch para mi?

Cualquier persona que viva en los Estados Unidos, incluyendo
Puerto Rico, puede unirse a ResearchMatch. Son bienvenidas
personas de todas las edades y origenes. Un padre de familia, tutor
legal o guardian puede registrar a un menor de 18 afios, o bien,
registrar a un adulto que no pueda unirse por cuenta propia.

Son numerosos los estudios que necesitan voluntarios saludables
asi como aquellos gque presentan todo tipo de condiciones
médicas. ResearchMatch es una plataforma que pone en contacto
a personas con los estudios de investigacion que puedan resultar
una combinacion para ellos, por medio de una herramienta segura
enlinea para establecer coincidencias. Siempre tiene la opcion de
decidir qué estudios pueden interesarle. Sise une a
ResearchMatch, no se le exige que participe en un estudio. jUsted
siempre tiene la decisién!

hMatch

:Cémo funciona ResearchMatch?

Inscribase sin costo.

Voluntarios Investigadores

Regaire log estudos

Cuséntanas sobr usted. Bprob

Esti st & los morsajes
i coren slecirnics de

Busgue y nvie mersaes
intaresearchmaich.crg 08 andnimas.

Intirmeed & los voluntarios
que pudieran coincidit

USTED elige e comocer
e con e estutio.

s & los invesligadons

iUsted ha hecho un *match”l

WHAT TO ASK WHEN
PARTICIPATING
A TRIAL

UNASE AHORA MISMO ACERCA DE INVESTIGADORES RED ENSAYOS RESULTADOS CONTACTENOS INICIE SESION

In English

En este momento, dispone de:

research
I’n match.org

voluntarios

iPor medio de la
investigacion, usted

se convierte en parte
de la solucion!

e

0s descubrimientos médicos no serian posibles sin voluntarios como usted.

Los investigadores necesitan su ayuda! La investigacion sobre la salud cambia la vida de las
ersonas a diario. Sin embargo, muchos estudios finalizan antes de tiempo porque no hay
uficientes voluntarios. Nuestra plataforma le ayuda a encontrar el estudio de investigacion
ue mas se ajuste a sus necesidades. Los investigadores necesitan tanto personas
aludables como personas que padezcan todo tipo de condiciones médicas. jCualquier
ersona puede ser candidata para estas investigaciones!

Igunas partes de Researchmatch.org no se pudieron traducir al espafiol en esta ocasion por razones
ecnicas. Pedimos disculpas por el inconveniente y agradecemos su paciencia.

Unase ahora mismo

CTS

Supports
recruitment of
people that speak
English or Spanish

Matches Spanish
recruitment
messages with
people selecting
Spanish language

Offers Volunteer
support,
education, and
engagement in
Spanish

Clinical & Translational
Science Awards Program




Community Engagement Studios

Luidance from CESs regarding clinical trial recruitment to date:

|.  Be aware of exclusion criteria that limits participation.

2. Remove systemic barriers to participation (adding non-traditional times for study visits, transportation/stipends)
transportation/stipends)

3. Develop culturally tailored and translated study materials being carefully not to pander.

4. Partner with respected community (national and local) organizations / contacts

a. Train study staff (e.g. cultural humility and bias) *Hire study staff representative
of community.

b. Disseminate results in real time - full transparency to continue to establish and
gain trust.

TRIAL INNOVATION NETWORK_ =

CTSA Clinical & Translational
Science Awards Program



Continuum of Community Engagement in Research

Q
. . . > Y
Community-Driven Research: Community stakeholders serve as S §
Plor Principal Investigator (P1) or Co-PI and are leading the research 3% S
Co-PI £8 QE)
‘ Q
Partners or Research Team Members: Stakeholders are integral members £% S
= of the research team and participate in key activities 33 =
) Team Members S S S
‘ (TR S
qE) sy B
. 1 . < S
% Governance and Advisory Governar!ce and A¢.1V|sory. Sta!(eholders? serve ?n boards, s § g
&g Groups councils, committees; provide oversight/guidance % %
m — m——————
= — —
: . Focus groups, semi-structured interviews, nominal groups
r Reviewers, Interviewees, Consultants & ) P i ’ . group A
o .. techniques, Community Engagement Studios: £ €
o and Citizen Jurors - c. [ Y
< Stakeholders serve specific, time- limited roles. 9 £
- £ 3
: Surveys, polling, crowdsourcing: _g 9
Knowledge Users and Experiencers Broader community provides brief input. “ £

Number of Stakeholders Wilkins CH et al. Medical Care. 2018; 56:522-526.



Faster Together: Training Recruiters to
Better Engage Minorities

* Training Recruiters- The Art of Recruitment
» Course design, syllabus and curriculum created.
« Course content created.

 Filming of lessons and supporting materials finalized.
« Example (3min 407)

 Training in Coursera

TRIAL INNOVATION NETWORK

CTSA satrccivcs


https://app.frame.io/r/3572f6ae-81c3-4e67-a68e-b433a96a4d88

FasterTogether: Mass Open Online Course for
Enhancing Minority Recruitment in Clinical Trials

coursera

i) 100% online

Faster Together, Enhancing the Recruitment Start instantly and learn at your own schedule.
of Minorities in Clinical Trials

Vanderbilt University

49 (7)

Flexible deadlines

Reset deadlines in accordance to your schedule

, Beginner

. Beginner Level

https://www.coursera.org/learn/recruitment-
minorities-clinical-trials Course launch: April 1, 2019

National Center for Advancing Translational Sciences, National Institutes of Health (U24TR001579), Pls: Wilkins and Harris

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER


https://www.coursera.org/learn/recruitment-minorities-clinical-trials

VANDERBILT E’ UNIVERSITY
MEDICAL CENTER

Videos

Importance of Increasing Minority Recruitment in Clinical Trials

LOW PARTICIPATION IN RESEARCH LIMITS:

« Ability to understand differences in
effectiveness of treatments across populations

« Discovery of new drugs and devices

« Healthcare delivery

» Scientific knowledge

El saveNote [/ Discuss Download G QP

Lecture Video mp4

English Help Us Translate
Subtitles (English) webvTT
0:09 Clinical trials are an incredik mprove health and
Transcript (English) ot )
healthcare. Clinical trial rect dy found that almost one

in five clinical trials either et \154ule 1 Slides odf rticipants, or completed




Interviews with Research Participants

“| used to hear horror stories literally from
my grandparents, starting with Tuskegee
about what happened, and what was done,
and wasn'’t told to our community. So there

has been mistrust for years.”

> 242 1 45

“I have never heard back from any of the
studies my son has been involved in,
and...l would love to see what came of it...
That’s also another reason why a lot of
minorities don’t want to do the studies is
because they never hear the results.”

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER



VANDERBILT UNIVERSITY
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Consuelo H. Wilkins, MD, MSCl

consuelo.h.wilkins@vumc.org
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