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That's the goal
of translational
science.

MORE TREATMENTS,

MORE QUICKLY.

95% of diseases have no treatments.

THOUSANDS
OF DISEASES 95%

TRANSLATIONAL
SCIENCE IS
IMPROVING

THE PROCESS:

Understanding what'’s
similar across diseases to
help develop multiple
treatments at a time

Developing models that

(ony) better predict a person’s

LoNLY)
reaction to a treatment

HUNDREDS [*

OF TREATMENTS -
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Learn more at:

ncats.nih.gov

Enhancing the design and
conduct of clinical trials
so the results more
accurately reflect the
patient population

New treatments take far too long to develop:

require an average of fail 95% of the time
10-15 years
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The NCATS Translational Science Spectrum
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NCATS Clinical and Translational Awards (CTSA) Program

Develops innovative solutions that will improve the efficiency, quality and impact of the
process for turning observations in the laboratory, clinic and community into interventions
that improve the health of individuals and the public by:

 Collaboratively facilitating and accelerating translational projects locally/regionally/nationally

« Creating and providing domain-specific clinical and translational science research training
combined with knowledge on how to cross translational hurdles*

« Supporting scientific and operational innovation to improve the efficiency and effectiveness
of clinical and translational science research

-
™. -
& 5




CTSA Program Goals

 Train and cultivate the translational science workforce

* Engage patients and communities in every phase of the
translational process

« Promote the integration of special and underserved populations in
translational research across the human lifespan

* |Innovate processes to increase the quality and efficiency of
translational research, particularly of multisite trials

« Advance the use of cutting-edge informatics




What is Translational Science?

 Translational science (TS) describes the spectrum of research
activity from preclinical investigations that elucidate the biological
basis of health and disease to clinical and policy interventions that
iImprove the health of individuals and populations.

 Training programs in TS aim to equip individuals with the
knowledge, skills, and abilities (KSAS) that are needed to move
discoveries along this translational spectrum.

« Concurrently, TS training also prepares individuals to glean
Insights from the bedside and community to inform discovery or
basic science within their major research focus



CTSA Education and Training Accomplishments:
ranslational Science (TS) Competencies

* In 2011, the Clinical and Translational Science Awards (CTSA)
Consortium provided direction for TS training programs by
releasing the CTSA Core Competencies, a set of 97 KSAs
grouped into 14 thematic areas (e.g., study design, research
iImplementation, leadership, translational teamwork, community
engagement, cultural diversity)

» Core competencies were developed for clinical and translational
research, pediatric research and drug/medical devices

* https://clic-
ctsa.org/sites/default/files/CTSA Core Competencies final 2011.



https://clic-ctsa.org/sites/default/files/CTSA_Core_Competencies_final_2011.pdf
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7159805/

Phenotype name Description of career goal

Preclinical Bench To initiate the development of, and to provide supporting data for, the
translation of scientific products toward use in a clinical setting

Clinical/translational
research phenotypes,
or researcher types,

Clinical To lead intervention and/or observational studies in the clinical setting

Community-Engaged To perform research that involves a high level of
collaboration between academic researchers and community partners

= Dissemination/Implementation To perform research to inform how to distribute, and to move efficacious
e I n e y C are e r health practices from clinical knowledge into routine, real-world use
O aI Public Health/Big Data
To study factors and interventions that influence the health of

populations that ultimately result in improved public health

Data Sciences/Analytics
To work with large datasets to answer questions of biomedical/public
health/policy relevance (e.g., epidemiological, “big data”

Summary:

 First steps toward developing a framework to elucidate how the original 97 KSAs
might be tailored to the individual career development goals of TS trainees to
optimize efficiency and efficacy of TS training

National Center
for Advancing
Translational Sciences




Clinical Research Professionals
are Integral to the Clinical and
Translational Science Research
Enterprise

The CTSA Program:

* Support and train members of translational and
clinical research teams, experienced clinical
research professionals such as research nurses or
coordinators who can facilitate access to resources,
can assist study-specific staff, and can provide
oversight and help with quality control and
assurance in human subjects research.

* Retain a limited cohort of experienced clinical
research professionals to advise and support study-
specific staff




Support for Clinical and Translational Scientists

Senior

Diversity and Re-Entry Supplements (hub grant)

Loan Repayment Program
NRSA Training Award Pre/Post/ST (TL1)
Institutional Career Development Award (KL2)

Key: Small Grants Program for K Scholars (R03)

Current Programs
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Supporting Diversity and Re-Entry

To address complex translational problems the translational science workforce must broadly
representative across racial, ethnic, sex, gender, age, socioeconomic, geographic and disability status.

Fact Sheet

Research Supplements to Promote
Diversity and Re-entry in the Clinical
and Translational Science Workforce

NCATS'’ Clinical and Translational Science Awards (CTSA) Program supports a
national network of medical research institutions—called hubs—that work together
to improve the translational research process to get more treatments to more
patients more quickly. The hubs collaborate locally and regionally to catalyze
innovation in training, research tools and processes. The CTSA Program diversity
and re-entry research supplements opportunities promote diversity in health-related
research and re-entry into biomedical and behavioral research careers. The goal

of these supplements is to build the clinical and translational research workforce
that is prepared to improve the quality, safety, efficiency and speed of clinical and
translational science research nationally.

What Do Diversity and Re-entry Supplements Offer?

Diversity supplements provide opportunity (salary, fringe benefits, travel

and limited supplies) to improve the diversity of the research workforce by
recruiting and supporting students, postdoctorates and eligible investigators from
diverse backgrounds, including those from groups that have been shown to be
underrepresented in health-related research.

Re-entry supplements provide opportunity (salary, fringe benefits, travel and
limited supplies) to support individuals with high potential to re-enter an active
research career after an interruption for family responsibilities or other qualifying
circumstances.

Awardee Profiles

- z : Jennifer Cunningham Erves, Ph.D,, M.P.H., M.A.Ed,, MS., CHES
ncats.nih.gov/diversity _factsheet
Assistant Professor of Research, Department of Internal Medicine, Meharry Medical College

A Working to Reduce Cancer Disparities and Fulfilling Childhood Dreams
- 4 Profile

Anandi Krishnan, Ph.D.

Instructor, Department of Pathology, Stanford University
Discovering Science Yet Driven by the Heart

Profile

Aisha Langford, Ph.D., M.P.H., New York
University School of Medicine, CTSA
diversity supplement awardee

Aisha Langford, Ph.D, M.P.H.

Assistant Professor, Department of Population Health, New York University School of Medicine
Celebrating Wins Both Big and Small!

Profile

Juan Vasquez, M.D.

Assistant Professor, Department of Pediatrics (Hematology/Oncology), Yale School of Medicine

Juan Vasquez, M.D., Yale School of
Medicine, CTSA diversity supplement
awardee

Harnessing the Immune System to Help Treat Cancer
Profile

https://ncats.nih.qgov/ctsa/funding/pa-2016-guidance



https://ncats.nih.gov/ctsa/funding/pa-2016-guidance

NIH Loan Repayment Programs

NIH Repays
Yaur

* NIH Loan Repayment Programs (LRPs) are a
set of programs established by Congress and
designed to recruit and retain highly qualified
health professionals into biomedical or
biobehavioral research careers.

 NCATS CTSA Program supports:

 Clinical Research LRP
- Pediatric Research LRP
« Health Disparities Research LRP

NIH Loan
ment Programs




CTSA Program
Institutional Career Development Program (KL2)

Preparing scholars for careers in clinical and translational science research

 Offers early-career postdoctoral scholars and junior investigators
advanced training in clinical and translational science research aligned
with the CTSA Program goals of advancing therapeutics (drugs, devices,

and preventatives), clinical interventions, and behavioral modifications to
Improve health

60 Programs (FY20):
332 scholars (postdoctoral
scholars and junior faculty)

« Offers protected time (75%), salary, research support, and multidisciplinary mentoring to support the

transition to research independence

 Flexible learning models to engage scholars in team science, individual development plans, advanced
research training, and career guidance to those committed to pursuing a career in clinical and translational

science research

0“”‘ - by &
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CTSA Program
Institutional Training Program (TL1)

-

Preparing trainees to advance diagnostics, therapeutics, clinical

interventions and behavioral modifications that improve health AS

* Clinical and Translational Science Research:

» Pre-clinical research, clinical research, clinical implementation, and

public health research 47 Programs (FY20):
. ) i i » 520 trainees: 181 postdoctoral
» Entrepreneurship, regulatory science, team science and community fellows, 305 predoctoral fellows:
engagement 6/47 Programs with 34 short-term /
summer trainee positions

* Multi-disciplinary:

« Engage multiple departments, schools and clinical research institutes to support a range of disciplines:
medicine, dentistry, nursing, pharmacy, public health, epidemiology, biostatistics, bioinformatics, and
bioengineering

« Enhancement of the translational scientists’ skill set
» Optional experiential learning experiences (industry, community health settings, other hubs or research

institutions, other) Psear
«»%4 NIH) Y



The Fundamental Characteristics of a
Translational Scientist

BOUNDARY CROSSER

Breaks down disciplinary silos and collab with others

CHARACTERISTICS OF A across research areas and professions to collectively

T R A N s L AT I o N A L advance the development of a medical intervention.

SCIENTIST TEAM PLAYER

Pracfices a team science approach by leveraging the

strengths and expertise and valuing the contributions
Translation is the process of turning observations of all players on the translafional science team.
in the laboratory, clinic and community into
interventions that improve the health of individuals
and the public - from diagnostics and therapeutics to
medical procedures and behavioral changes. The
professionals involved in this process, either
developing interventions or improving the process
itself, are TRANSLATIONAL SCIENTISTS.

PROCESS INNOVATOR

Seeks to befter understand the scientific and operational

principl derlying the lational process, and innovates
to bottlenecks and | that process.

RIGOROUS RESEARCHER
Conducts research at the highest levels of rigor and
p Y, P strong ical analysis skills,
and designs h projects to imi Jucibili

P

DOMAIN EXPERT

Possesses deep disciplinary knowledge and expertise within one or

more of the domains of the translational science spectrum ranging from
basic to clinical fo public health research and domains in between.

SKILLED COMMUNICATOR
Communicates with understanding with all stakeholders in the
translational process across diverse social, cultural, economic and
scientific backgs is, including patients and i b

SYSTEMS THINKER
Evaluates the complex external forces, i ions and relationships impacting the

development of medical interventions, including patient needs and preferences,
regulatory requirements, current standards of care, and market and business demands.

National Center
for Advancing
Translational Sciences

Gilliland, et. al., 2019, ACS Pharmacology & Translational Science




NCATS supported Educational Tool: Testing the
Effectiveness of the Customized Career Development

o O

Platform (CCDP) - In progress

NIH re(?uires that all research trainees supported by NIH funds use Individualized Development
Plans (IDPs) to guide their progress and productivity

IDPs are important because they enable trainees to set goals and objectives, and to report
milestones related to their research, training, and career progression

Randomized control trial of online IDP (CCDP) vs. paper version (>300 participants so far)

Goal: evaluate the effectiveness of the CCDP amo_nﬁ Programs that support NIH-funded clinical
and translational science trainees across the US with the overall objective of sharing an
evidence-based platform across NIH training programs and beyond

Innovative Career Planning: |

o

0
0
0

Goal-oriented, competency-driven, accessible N\ /

Tracks progress and milestones _ Q _

Supports mentor-mentee relationships

Ideal for variety of training programs G
<

U Pittsburgh CTSI, Dr. Doris Rubio, PI, R21 TR003094

y“"”“ S
N National Center
H _/C m) for Advancing
*’%’V‘w Translational Sciences
lyvﬂu



Approach

CCDP has an interactive Gantt Chart to:

1. Document goals

2. Track goals, milestones and achievements v, —

3. Review progress with mentors /"\

National C nter
C fol Ad
ranslatlonal S eeeeeee



Gantt Chart

Trainees can view & edit goals, schedule meetings with their mentor, & add milestones!

42
- \ MY GOALS MY MENTORS MY COMPETENCIES ANNUAL REPORTS

(ETAUCE  List View = 06/17/2020 E
AUGUST 2020 AUGUST 2020 AUGUST 2020
ADD A GOAL +
2 3 4 5 6 7 8 9 100 11 12 13 14 15 16 17 18 19 20 21 22 23 24

Grant Submissions

Submit an R21 in the fall cycle . Add a Milestone

Grant Submissions
Training Schedule a Meeting

Apply to Research Training Program

i Mark as Done
Training

View Details

Edit Goal



Trainees can Schedule Meetings with a
Mentor

4 FirstName LastName
Search E 3 Associate Professor
Schedule a Meeting
Default H ccdp-mollie@mail com

ADD A MENTOR

Details

Mentor will receive an email with the meeting details.

Schedule a Meeting

DATE

Month v

Day w Year

Start Time End Time

Start time

LOCATION®D

End time

Street (or Zoom, Skype, Teams)

Apt, Suite, Office Number

City
GOAl
Select Goal

MENTOR(S)

Select all that apply

NOTES

State

(1 selected)

SEND INVITATION

Zip Code



Mentors can see Trainees’ Goals &

Competencies

- ‘ FirstName LastName ~ Goals Competencies

r

I Biomedical Informatics

I Clinical and Translational
Research Questions

Clinical Research Interactions
Community Engagement
Cross Disciplinary Training
Cultural Diversity

Leadership

Literature Critique

Research Implementation

Scientific Communication

Sources of Error

Assessed on 6/17/2020 v ‘

ADVANCED .

View Goals
COMPETENT .
DEVELOPING
COMPETENCE

NO EXPOSURE



KL2 Scholar Degree Types ( based on historical
analysis of completed scholars 2006-2014)

Dual = MBPhD




With any

Subsequent Grants Subseguent |IC that awards the first
Degree Total # subsequent grant

Awarded to CTSA KL2 2 Grant Award meghanis?n

Scholars (based on a as Pl

historical analysis of

completed scholars 2006- 0

2014): 262 (49%)

Key finding

Approximately 50% of KL2 _ 132 0

scholars go on to get MB-EhDS (14%) o7 (51%)

subsequent grants (all

degrees) from NIH, 15.9%

CDC/FDA/AHRQ/VA PhDs 50 132 (52%) AGC  9.8%

0)
e HL/MHC¢ 8.3% (ea)

Other 14 (1%) 3 (21%) DEC  100%
952

Total Numbeiof 464 (49%of
Scholars Total)



Where are they now?

Aisha Langford, Ph.D, M.P.H.

 Assistant Professor, Department of Population Health, New York
University School of Medicine

« 2016: CTSA Program Diversity Supplement (NCATS): study
use of recruitment support tools

» 2018: Career Development Award (NHLBI): Explore patient
& clinician preferences for hypertension management

» Focus on health communication to improve individual decision making & reduce health
disparities

» Co-Direct of the NYU CTSA Recruitment and Retention Core (RRC)

NIH « Associate editor for two journals: Patient Education and Counseling and Clinical Trials

Mational Center
for Advancing
Translational Sciences

CTSA Program Diversity Supplement Award to NYU UL1TR002548 med.nyu.edu/faculty/aisha-Langford



https://med.nyu.edu/faculty/aisha-langford

KL2 Scholar Highlight

Early language experiences contribute
to later learning disparities

« Pediatric cochlear implants demonstrate

variable results
“The key to intelligence is

parents talking and

« Lower socioeconomic children hear about interacting with their

thirty million fewer words by age four than children, but just knowing

: - - - that doesn’t mean parents

Fhelr counterparts with a resulting lifelong how how to do that,” ...

Impact “We have to help parents

—(C put that knowledge into
= « Launched the Thirty Million Words Center Sana Sﬁlslz?n 4 MD
m) for Early Learning & Public Health o

el University of Chicago, Institute for Translational Medicine
CTSA Program Grant KL2 RR02500




TL1 Trainee Highlight

Missed Opportunities to vaccinate
young women against human
papillomavirus (HPV)

e Two-thirds of young women aged 18-26
who were eligible to receive Human
Papilloma Virus (HPV) vaccine have
missed opportunities to receive the
vaccine during an OB/GYN

“These data are significant as
they point to several key factors
that could be prime targets for

-(C . Missed opportunities included visits for an intervention to improve rates

e contraception or STD screening of HPV immunization in this
vulnerable population.”

m) — Carlos R. Oliveira, MD

National Center
for Advancipg

Yale University, Yale Center for Clinical Investigation, CTSA Program Grant TL1 TR001864




Congressional Appropriations

House of Representatives:

In the flscal year 2019 + Rural Health Outcomes and Health Disparities.—The Committee notes translational science and education is
.- critical to developing new treatments and healthcare approaches that can be disseminated to underserved and

approprlatlons, Cong F'ess special populations to improve health outcomes across the life span. The Committee continues and encourages

. NCATS, through its CTSA program, to enhance its commitment to the value of translational science and funding
reCOgnlzed the rOIe Of the for universities to continue to innovate by leveraging statewide resources and capabilities to improve rural health
CTSA Program in outcomes and eliminate health disparities. The Committee requests an update on the actions within the CTSA

program to improve rural health outcomes and health disparities in the fiscal year 2020 Congressional

leveraging statewide Justification. (pg. 70)

resources and capabilities Senate:

I * Clinical and Translational Science Awards [CTSA] Program.—The Committee encourages the NCATS to fund,
tO Improve rural health through the existing CTSA Program hubs, expanded efforts to improve translational research that address
outcomes and eliminate health disparities and the significant burden of conditions that disproportionately affect minority and

. L special populations. Accelerating translational research by making it more efficient and effective will reduce the
health dISparItleS_ burden of disease and promote health equity. Applying the CTSA model to address longstanding regional health

disparities can provide innovative, multidisciplinary approaches to reducing the burden of disease among
vulnerable populations. The Committee supports the goals of the NCATS program and believes the principles
that serve as the foundation of NCATS; public-private partnerships, community outreach, faster access to
clinical trials, have tremendous potential for addressing the long-standing diseases associated with health
disparities. The Committee encourages NCATS to fund institutions with a history of serving health disparity
populations. (pgs. 112-113)

e s,
3 National Center
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Community Engagement is a Strategic Goal
of the CTSA Program

* Engage patients and communities in every phase of the translational process:

* Research in the structures, rationales, operations, purposes, outcomes, and metrics of
engagement with stakeholders at each step of the translational process to elucidate
principles and practices that make translation maximally efficient, focused, and relevant.

« Community engagement activities help ensure that:
« communities and researchers have the capacity to participate as full partners;
* communities are consulted for their research priorities;
- all stakeholders are respected, valued and rewarded for their time and expertise;
* more effective implementation and dissemination strategies are developed; and

* there is increased public support for research, and ultimately improvements in the health
and well-being of communities.

2
3 National Center
i {(c m) for Advancing
%, Translational Sciences
~4"'10



Collaboration & Engagement Enterprise
Committee (CE EC)

« CE EC connects experts in community engagement,
collaboration and team science.

* One of CE EC’s main goals is to capitalize on successful local
approaches for engaging community partners in research and to
bring those approaches to a national level. Many CTSA Program
hubs’ community engagement programs have successfully built
trusting relationships with underserved communities through
Inclusion in research design, clinical studies and the benefits of
research.

« Goal: Stakeholders are engaged in collaborations to advance
translation




Value of Community Engagement

ACADEMIC e 2009-2014 CTSA/ PBRN utilized navigators:
~ MEDICINE -

Mnaral ol W Armncst s 0 Amear i s Mha i ot C g

39 investigators pursued 44 preliminary projects

U 25 became 23 approved protocols and 2 substudies
« 19 identified community partners
* 9 named community partners as coinvestigators

Helplng BaS|c SC|ent|sts Engage With
Community Partners to Enrich and Accelerate
Translational Research

Kost, Rhonda G.; Leinberger-Jabari, Andrea; * 9included T3-T4 aims |
Evering, Teresa H. V 7 secured external funding
Academic Medicine. 92(3):374-379, March * 5included a community partner as a coauthor

2017.

National Center
c for Advancin
Translational Sci




-
Community Engagement

Contributes to Reducing

COVID-19 Health Disparities

- Community Engagement Alliance (CEAL)

« The NIH Community Engagement Alliance (CEAL) Against COVID-19 Disparities was stood up
in July 2020 to lead outreach and engagement efforts in ethnic and racial minority communities
disproportionately affected by the COVID-19 pandemic and in overall vaccine and therapeutic
trials in the future.

« The CEAL research teams focuses on COVID-19 awareness and education research, especially
among African Americans, Hispanics/Latinos, and American Indians —populations that account
for over half of all reported cases in the United States.

 Ultimate goal: to provide trustworthy information through active community engagement with,
Investment in, and outreach to underserved communities, building long-lasting partnerships to
Improve diversity and inclusion in our scientific response to the COVID-19 pandemic

« Majority of sites have some connection to CTSA Program Hubs
* https://covid19community.nih.gov/

F3 B PAWED L F & L



https://www.nih.gov/news-events/community-engagement-alliance-against-covid-19-disparities-ceal-social-media-resources
https://covid19community.nih.gov/

unde
Disparities

ommunity Engagement Alllance () Against

Vision: To become a trusted partner in community engagement efforts to improve inclusive
participation in the scientific response to the COVID-19 pandemic and related disparities.

CEAL Awardee States

1. Alabama 7. Michigan

2. Arizona 8. Mississippi

3. California 9. North Caroline

4. Florida 10. Tennessee
5. Georgia 11.Texas

6. Louisiana


https://covid19community.nih.gov/

Identifying Treatments for COVID-19 ACTIV-1

j-
=i =
==l

N
-

Convalescent plasma clinical trials

//,// Improving Outcomes of the Severely IlI
% Understanding the Spread of the Virus Sero-Survey
@‘ Understanding and Alleviating Barriers to COVID-19 Testing RADx-UP
Raising Awareness and Educating About COVID-19 CEAL
7’ : , :
c% CTSA Supported Community Engagement Tools Trial Innovation Network

«

https://ncats.nih.gov/ctsa/projects/community-engagement-at-CTSA-hubs-during-the-COVID-19-pandemic

National Center
for Advancing
Translational Sciences



https://ncats.nih.gov/ctsa/projects/community-engagement-at-CTSA-hubs-during-the-COVID-19-pandemic
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https://trialinnovationnetwork.org/elements/who-we-are/

rlc RECRUITMENT — Recruitment Continuum:
RN Example COVID Vaccine Trials

Results to
Community &
Providers

: Return of

MyCap in
translated
versions

Tailored
Recruitment
Materials

Culturally
congruent staff

National
Campaigns

Opportuni
Awarenes ty
S

Messaging
via Trusted
Community
Partners

Consent forms
in multiple
languages

TRIAL INNOVATION NETWORK_ ™

CTSA Clinical & Translational ®
Science Awards




. | The Community Engagement Studio is a 1-time, 2-hour
V| rtu a stakeholder consultative session with a researcher’s

Commun Ity population of interest:
En gagem ent Conducted entirely via Zoom

)  Allows inclusion of individuals from multiple
Studio sites/geographic location

* Increased flexibility for inclusion

Natio IC nter
c for Ad nnnnnn
Translatio ISciences



The CE Studio Process

« Community Engagement Studio (CES) Team recruits and
orients the Community Experts

* Prepares the research team to participate (reviewing slide
set, coaching)

* Facilitates docused discussion

- Drafts conversational summary and recommendations to
Inform the research project

Recruitment

______________ (4-6 weeks) TTTTTTTTTTTT
e @ . ®
Planning call CE Team reviews Studio Recommendations
(1 hour) slides (1 week prior) (2 hours) (1 week post)

National Center
C for Advancin
Translational Sciences



Community Engagement Studios- guidance from

CEs regarding clinical trial recruitment to date:

1. Be aware of exclusion criterighat limits participation.

2. Remove systemic barrier® participation (adding netraditional times for study visits,
transportation/stipends)

3. Developculturally tailored and translatedgtudy materials being carefully not to pander.

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

5. Trainstudy staff (e.g. cultural humility and bias) *ldirely staff
representative of community

6. Disseminateresults in real timefull transparency to continue to

establish and gain trust.
https://victr.vumc.org/commungyngagemenstudio/



https://victr.vumc.org/community-engagement-studio/

ResearchMatch

:Cémo funciona ResearchMatch?

(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 platafoerma 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!

iUsted ha hecho un *match”l

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

In English

RO vEEBATEI. i i S g
N matchore  CED GED @D @ @ -

iPor medio de la
investigacion, usted

se convierte en parte
de la solucion!

Los descubrimientos médicos no serian posibles sin voluntarios como usted.

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

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

Unase ahora mismo

estadisticas

#

WAL,

e 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

i
P,
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eConsent has addressed the
eConsent problems of:

« How to continue doing
research studies during a
pandemic?

* How to do studies with
COVID-19+ participants
and keep everyone safe,

X =] ) preserve PPE, and reach
' a5 s LARSs, parents,
q?EDCap IRB Approval Contactless Consent P rtélg'lgl?agn::et L S pa e S

translators, etc., when
everyone is remote?

eConsent is reviewed
and approved for use

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

REDCap's mechanism for

Participants consent
to ORCHID via web

Part 11 compliance
ensures eConsent
documents are stored
appropriately

link without direct
study team contact

YouTube Channel for eConsent education videos:
https://www.youtube.com/playlist?list=PLIMISWK5xzDs|G slun3JTDJxlzVWOIR2

Redcap is a secure online database system designed to collect “capture”, store, organize and analyze data provided by patients

National Center
C for Advancing
Translational Sciences


https://www.youtube.com/playlist?list=PLiMlsWK5xzDsjG_slun3JTDJxIzVWOlR2

Overview

Avatars 4% STRIDE s i o

TREATMENT OF INTRACEREBRAL HEMORRHAGE

(PAGE 3 OF 10)

Inline Descriptive
Popup

» Customizable supplemental
information(e.g., text
definitions, images or video)

* Empowers research

1t besnota participants to decide how

success of recovery is related

* Help guide through a consent
document with voiceover
instruction, clarification, or
additional information.

* Customizable
appearance/voice

Disable eStaff

U 1) What is the purpose of this study?

, or , I8 Diee
burst typirallv aneir  ‘a natiente with hinh hinnd nraceire or nlder individale to fragile blood vessels.
Intracerebral hemorrhage occurs when a diseased blood ve:
within the brain bursts, allowing blood to leak inside the brain. (The
" name means within the cerebrum o brain).

10d clots, when used with

)utside of researt
has not been the U.S. Food an:

Administratic

The rate of d
recovery in tt

to the size of has sometimes been

much and which information
y using a small drain tube to View-

This study will allow us to

shown to be
This treatme

Recent studit
surgically ple
see if this me

Research Electronic Data Capture

ard medical care, which does

National Center
for Advancing
Translational Sciences




Pre-pandemic (March 2020)

Post-pandemic (March 2021)

METRICS # of eConsent Projects REDCap

N Consortium-wide 3100 18,400
‘l] # of eConsent transactions REDCap
Consortium-wide 140,000 1,215,000

eConsent, Clinical Trials & a Pandemic
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® hor MOOC an Minarity Recrultmant March 2021.pdf - Adobe Acrabat Pra DC - = x
= | O A @
B % P 8 Q @ m XK M O @ e - Fwm- T =4 2 =E 2o
@ This file claims compliance with the PDF/A standard and has been opened read-only to prevent mod fication. (Y
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=] =]
@ Kusnoor et al. BMC Medical Research Methodology (2021) 21:44 A =

https://doi.org/10.1186/512874-021-01240-x BMC MEdlcaI ResearCh -
£ Methodology 2
E>Y
it 1]

RESEARCH ARTICLE Open Access

- - - - =2
Design and implementation of a massive =) .o
“ updates 7

open online course on enhancing the
recruitment of minorities in clinical trials —
Faster Together

Sheila V. Kusnoor' @, Victoria Villalta-Gil?, Margo Michaels®?, Yvonne Joosten®®, Tiffany L. Israel®,
Marcia I. Epelbaum’, Patricia Lee', Elizabeth T. Frakes', Jennifer Cunningham-Erves’, Stephanie A. Mayers®,
Sarah C. Stallings®, Nunzia B. Giuse ', Paul A. Harris®® and Consuelo H. Wilkins® /#1911

+ ldentify sites with capacity to recruit minorities

*  Supportresearch staff in minority recruitment
* Massive training course in minority recruitment

Enabling Minority

REC ru Itm ent + 1663 learners, 250 completed 8 module course as of Mafgl2821
: e Culturally tailored recruitment materials
Skillsets g | N
. https://www.coursera.org/learn/recruitment -minorities _-clinical -trials

PREDICTED CHANGES IN U.S. POPULATION

49%
WHITE
I PEOPLE OF COLOR

National Center
for Advancing
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https://www.coursera.org/learn/recruitment-minorities-clinical-trials

RIC Covid consultations

RIC has participated in 24 consultations of COVID 19 proposals
- Examples of proposed interventions for COVID -19

Convalescent Plasma: provide antibodies from COVID patients
Immunomodulators: help decrease inflammatory pathways

Ramipril: Vasodilator, ACE 2 inhibitor (CHF, Hypertension)

Valproic Acid: Vasodilator, anti inflammatory , Ace 2 inhibitor (Seizures,
Migraines)

Anakinra: Anti inflammatory, IL-1 inhibitor (Rheumatoid Arthritis)

Salmeterol: Inhibit viral replication, Beta antagonist, bronchodilator
(Asthma, COPD)

Anticoagulants: Microvascular clotting associated with COVID

Vadadustat: Increases hypoxia-inducible factor (increased RBC
production and oxygen delivery), mimics bodies response to altitude.

National Center
C for Advancin
Translational Sciences



RIC COVID-19
RECRUITMENT +
RETENTION TOOLKIT

Resources and community informed advice for
clinical trial recruitment during the pandemic

Launched February 2021!

The purpose of this toolkit is to share the
community input we received, and the
resources we have developed, that can help
study teams conduct trials in a manner that is
safe, trustworthy, and respectful of all
participants.

Note that this toolkit is not comprehensive — a*&&&va X l %

HETENTION TDDLKIT

wdii *31 A

only those areas in which the RIC has gained I
experience are shared here. $ T8I RN

We encourage study teams to use this toolkit
to fit their study-specific recruitment needs.

, i Download now from TIN Toolbox

K@"N ‘m'%'%«
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H _/C m) for Advancing
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CONTINUUM OF CLINICAL TRIAL
RECRUITMENT ACTIVITIES

AWARENESS &
OPPORTUNITY

SCREENING

-

Organized by the continuum of recruitment
activities needed to complete a trial, we
present the ideas, concepts, and materials

that the RIC has successfully implemented
: to support recruitment and retention for
COVID-19 trials, as well as for non-COVID
trials taking place during the pandemic.

O'

ENGAGEMENT &
RETENTION

RETURN OF
VALUE

o e,
N National Center
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o
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What’s covered in the toolKkit:
V Recruitment challenges during COVID-19

V Importance of Community Feedback

V Description of each recruitment continuum
activity with related community expert
feedback and RIC resources

V Best practices guides

V Strategies to increase inclusivity of
disadvantaged populations in clinical
research

V References

Natio IC nter
C forAd nnnnnn
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Toolkit Components

RECRUITMENT « RETENTION COVID-19 TOOLKIT

PORTUNIT

)6 AWARENESS & 0}

Awareness of available clinical trials is the first step in
recruitment. The opportunity to enroll can be

Advice and expanded by reducing or ekminating barriers that
- impede participation, and by designing materials,
recommendations from messaging, and recruitment strategies that are

patient- and community-informed

a diverse group of
patient and
community

stakeholders who ADVICE FROM COMMUNITY EXPERTS

participated in

INCREASING AWARENESS AND OPPORTUNITY TO PARTICIPATE

CO mmun | ty General recommendations:
- e Collaborate weh local and s overnment and heath ncy leaders ta highlight study launch in ir gwn
Engagement Stud|OS ocate ncal al tate gove ent and heath agency eaders ta highliight study laund their o

press announcements.
conducted for multi-

Distribute recruitment matenals to community and faith-based organzations, established coaltions, and
other networks in order 1o reach traditionally underrepresanted groups, incuding lower sodoeconomic
B - status (SES), BIPOC (Black, Indigenous, and People Of Color), and rural patsents
site COVID clinical
t rl al S. Healthcare Workers + Essential Workers:
* Uiize insttutional leadership buyin by pushing cut promotonal messaging at each individual clinical trisd
sie

= Partner with local group organizations (e.g.. unions, childcace centers, réstaurant industey, eLc.) o expand

study promotional reach.
= Consider recrufting participants via email and phone. Make sure you are available to answer questhions and

address concermns

African /Black C ity Experts:
* Include primary car2 and spedalist providers in the process to enroll chronic care patients to address
patient concerns.
* Distribute informaton via testing sites, local dinics, and other communny-basad sites to reach reghest -
potential patient population.
o cllaborate with BIPOC community to develop and co-brand materials and promote study va trusted
thought leaders and established crgamzations that serve the community.
e Approach patients for enroliment upon hospital admission or eark in the process to ensure ample time for
decision-making

s SERVICE
o 0

S S
4 National Center
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} Translational Sciences
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RIC COVID-19
RECRUITMENT +
RETENTION TOOLKIT

Resources and community informed advice for
clinical trial recruitment during the pandemic

Questions

1IN 1 ] 114
I'! - L NN e SR,
.' b pa e ey ewr P e I g
}: i
- >
RIC CDVID 19 e\
RECRUIT 5

HETENTION TDDLKIT

i Aaaan == il‘

!: ln-}"lib‘idhiﬁih ;’

To learn more about the RIC and the
resources we offer, visit the Trial Innovation
Network website, or contact us at
info@trialinnovationnetwork.org

i Download now from TIN Toolbox

National C nter
C fol Ad
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https://trialinnovationnetwork.org/definition-of-resources-and-initial-consults/?key-element=1602

Translating
TRIP Research Collaborative Innovation Award

|t° Breast Cancer Disparities (u01TR002070)
Tracy Battaglia, MD Karen Freund, MD Jennifer Haas, MD Stephenie Lemon,
MPH MPH MPH PhD
Clinical & Translational Science Institute  Tufts CTSI T i 2 ce insiuee HARVARD | (s faswstariona: m &g center rom cLiicaL o,

SCIENCE CENTER UMASS

| Totaln=182

White 21%
e (- mace Black 53%
=) W .. Asian 13%
11§ Other Race 16%
| Registry Platform Ethnicity Hispaqic _ 25%
RedCARPatient Registry Non-_Hlspanlc - 5%
Patient Navigation Track Population Over Time Systematic screening to Preferred English Speaking 95 (52%)
Guide and Support addressscé::rlleBamem Language NOﬂ-E!’]glISh 87 (48%)
..., B Clinical Sites Driven by Community Partners Speakmg
RN pymsoione Private Insurance 53 (29%)
)t s DANAFARBER Mﬂw REE - Uninsured 1 (1%)
B Boston Breast Cancer Equity Coalition AUC[] Status Me dl care 39 (2 1% )
QU Tufts Yl BeHicies O ITM s Medicaid 98 (54%)

Other Insurance 25 (14%)



N \ L1 @g GOAL: To improve recruitment of under-represented
7«% T racial and ethnic minority group members in biomedical
ifg.f;:j“, ’z‘f ”gg s research by creating culturally and literacy relevant

tools and interventions

Strengthening Translational Research In Diverse Enrollment

(A University of VANDERBILT E? UNIVERSITY “

s esachusers SCHOOL OF
« Simulation: training _ _ _
research assistants to « eConsent that integrates * Intervention pilot testing
conduct culturally tools to increase relevance - Integrating components
appropriate informed and comprehension (storytelling, simulation,
consent « Community Engagement eConsent) into existing
- Storytelling: participant Stu_dios to provide feedback protocols
stories to increase on intervention components.

understanding of the
research process

eeeeee
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MORE TREATMENTS,  That's the goal

of translational

MORE QUICKLY. science.

95% of diseases have no treatments. o—

THOUSANDS
OF DISEASES 95%
HUNDREDS |*

OF TREATMENTS




Translational Science is a Team Sport

“If you want to go fast, go alone. If you want to go far, go together” —
African Proverb
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