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Recruitment

Participant recruitment can be one of the most difficult

are

pects of conducting human Il . Resources '
hi your study recruitment goals. Use the menu to the right to learn more about the

ilable to help you

resources available to your research team.

Resources

.

ResearchMatch
A national registry of potential research volunteers; to register as a researcher click here. To register as a volunteer
click here.

VICTR Research Notifications Distribution List
Recruit study volunteers via the VICTR Research Notifications Distribution List that reaches over 18,500 Vanderbilt
faculty and staff, and members of the Middle Tennessee community.

Subject Locator

Subject Locator assists hers recruiting particip at Vanderbilt outpatient clinics by identifying patients with
upcoming appointments that meet study inclusion/exclusion criteria. Learn more about how to use this this tool to
reduce time spent pre-screening potential study participants here.

Vanderbilt Clinical Trials Registry
All actively recruiting studies in clinicaltrials.gov will be displayed on the Vanderbilt clinical trials website

AccrualNet
Strategies, Tools, & Resources to Support Accrual to Clinical Trials

MyResearch at Vanderbilt (MRAV)

A repository of over 17,000 Vanderbilt patients that have opted in to be contacted directly by e-mail to participate in
research or to provide input on research ideas. Investigators may submit a request to contact these patients through
MRAV with an IRB approved study description.

The Community Engagement Studio is a guidance session for researchers interested in working in a community
setting. Community members serve as experts and provide feedback to enhance the design (including
impl i d h. For more information

recrui ) tation, ion and di ination of

contact Tiffany Israel, MSSW, at 615-875-5659 or tiffany.israel@vanderbilt.edu

¢ VICTR Research Notifications Distribution List
Recruit study volunteers via the VICTR Research Notifications Distribution List that reaches over 18,500 Vanderbilt
faculty and staff, and members of the Middle Tennessee community.
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Subject: Healthy Controls Ages 16-30 Needed for Brain Imaging Study

© research edu h edu> sent by
o edu edu>

o

Show Details
If you are a healthy adult with no history of psychological problems and no history of excessive substance or
\ / alcohol use, you may qualify as a normal control subject. This research study is looking at how genes and the
Y brain work together to cause psychological disorders.
We Need:
- Men and women ages 16-30 who are physically healthy.

Subjects may be asked to complete a screening survey, undergo a psychiatric interview, provide a blood and
urine sample, and complete MRIs. Participants will be compensated for their time.

If you are interested or want more information about the study, please complete the screening survey at this

link: https://redcap.vanderbilt.edu/surveys/?s=795IncUPj. Once we have reviewed responses, you will be
d regarding your eligibil
—
If you are il in more h opp ities in your

consider joining ResearchMatch,org today! ResearchMatch.org is a collaborative project
led by Vanderbilt Institute for Clinical & Translational Research to help ‘match’ you with

L ,sm E Rv additional research studies of interest to you.
_

You are a member of the il list. To ibe, send an email to
LISTSERV@LISTVANDERBILT.EDU with the command UNSUBSCRIBE VUMC-RECRUITMENT in the body
of your message.

OPT-OUT D

(1) Publication detection + researcher matching

(2) Researcher notification

Daily New Project
(as detected) request anniversary
[, | —

Propect Anamversary ()

J

— 3
(4) Adjudicated e | e
data stored T SR e

s resource
matching

B P Prnpecr # 2091 - Pt g

+ evaluation
+ management
reporting

D T p—

Acad Med. 2015 Aug;90(8):1043-50. doi: 10.1097/ACM.0000000000000732.
Tackling the "so what" problem in scientific research: a systems-based approach to resource and

publication tracking. ACADEMIC &
Harris PA', Kirby J, Swafford JA, Edwards TL, Zhang M, Yarbrough TR, Lane LD, Heimer T, Bemard GR, Puley M. [ENGIS1D)(GIINID 2




1 you are a healthy adut with no history of psychological problems and no history of excessive substance or
— akohol use, you may ualify as a normal control subject. This research study is looking at how genes and the
Beain work together to cause prychological disorders.

We Need:

Men and women ages 16-30 who are physically healthy.

Subjects may be asked to complete 3 screening survey, undergo 3 psychiatric interview, peovide 3 blood and
wrine sample, and comeplete MRIs, Participants wil be compensated for their time

1 you are intesested or want more information about the study, please complete the screening survey at this
link: hitps:/redcan vanderbilt edu/survevs/ 25 ZISSICUP). Once we have reviewed responses, you will be
LISTSERV _J contacted regarding your gty

1 you are intecested in more research opportunities in your (W\mnv

consider joining o today! project
led by Vanderbilt Institute for Chnical & Translational Researeh to help ‘match’ you with
additional research studies of interest to you.

You are a membet of the Research Notifications distribution st To umsubscribe, send an emad to
s [NVANDERSITEDU with VUMC-RECRUITMENT in the body
of your message.

Number of Publications Matched to VICTR Resources by Year

2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

Recruitment Notifications 0 0 0 5 12 38 48 56 38 50 44

it worked !
gy

g 291 Publications

A researcher’s
most important

discovery
might
be you.

researchmatch
Trials Today

* ResearchMatch
A national registry of potential research volunteers; to register as a researcher click here. To register as a volunteer
click here.

¢ Vanderbilt Clinical Trials Registry
All actively recruiting studies in clinicaltrials.gov will be displayed on the Vanderbilt clinical trials website

11/6/17



JOIN NOW RESEARCHERS NETWORK TRIALS RESULTS CONTACT US

As of right now there are:

¥ie research s T i, . TS
N matchore  EED ED 6D @

Difficult diseases have met their match,

meee
metrics

A Researcher's most
important discovery

might be you!

Medical discoveries are not possible without volunteers like you.

Health research changes people’s lives every day. Researchers still need your help. Many
studies end early because there are not enough volunteers. We help by matching you with
research studies. Researchers need both healthy people and people with all types of
conditions. Everyone can be the perfect research match!

rn researchmatch.org

Step 1: Potential volunteers (or their parents/caretakers) self-register to
indicate a willingness to be contacted for research studies.

1/ Demographic Data

Conditions.

" Tell us about yourself

Date of birth Gender

0VoNee0 Mase $
Medications

Height (1) Height (in) Weight (ibs)
4 10 170

Addnional Info

Race Ethnicity

White $ Not Hispanic or Latino :

Are you a twin or triplet?
No :

Veteran Status

Non Veteran :

Tobacco use

11/6/17



Potential volunteers (or their parents/caretakers) self-register to indicate a
willingness to be contacted for research studies.
rd / Conditions

7 Tell us about your conditions.

Demographic Data

Have you been diagnosed with a health or medical condition?

Cont
O Yes
Medications
No
Addaional info Start entering the name of a single condition in the box below. You may enter in as few o as many

<conditions as you like. Once a condition has been found using the search please make sure you
select the condition s that & appears in the list below.

Search for conditions:

hypgert

hypenension
hypothyroidism

adhd (attention deficit hyparacthdty disorder)
hypercholesterciemia

hypothyroid

UMLS®

Potential volunteers (or their parents/caretakers) self-register to indicate a
willingness to be contacted for research studies.
Medications

% Tell us about your medications.

Demographic Data

Are you taking a th
Conditions you
O Yes
No
aditional Info Start entering the nome of a single medication in the box below. You may enter in as few or as many

medications as you like, Once a medication has been found using the search please make sure you
select the medication so that it appears in the list below.

Search for medications:

Medications list:

simvastatin [remove ]

uMLS®

11/6/17



Registered researchers search database for individuals based on study
inclusion criteria and geographical location (Only De-Id Information)

Total numbor of volunteers found after filters applied: 882

(& Choose your type of search

@ Location Filters fcsck 3 sy

L Demographic Fiters ik 1o sy

D Heatth Concition Filtees s w et

Researchers send IRB approved recruitment
message to ‘matched’ volunteers.

Volunteers make final

choice to share e 00
identifiable information @ @ rn
for direct contact. /

o

11/6/17
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Researchers contact interested volunteers and follow normal study
consent procedures.

® 0

L : research
I' match.org

Difficult diseases have met their match

Number of Publications Matched to VICTR Resources by Year

2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

ResearchMatch 0 0 0 4 3 16 15 25 19 30 40
:_.i‘(' 4uork¢d "
g 152 Publications




Current State

Researcher

i.'ﬁ research

Volunteer

bl

research | H ﬁ research
I‘n match.org Wait I’ match.org

Difficult diseases have met their match.

Difficult diseases have met their match,

match.org

Difficult diseases have met their match.

i

Researcher
+ Volunteer

Trials Today @i @ 2.

at researchmatch.org

@ medical
conditions
Want 10 See what trials mary be out Bhere for you?
Trousands of 10

Y

DArTICIONe 1 16360/Ch Stuches. WHORN yOU e locking for tediment Of wart 10 "o

COnErDU 10 1e5081Ch that wil Lrther e Bvencement of Sestmont, Segnoss, and

Drevention, there are YOu.

50 3t can b one of the BIODRSE OLAACHS 8 Voknteer faces whan seerching for study
for oot

We craated & quick way e o on

]
Stucses that mey e of oo 10 you.

Ornn Trmn
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— Trials Today

at researchmatch.org

Number of Publications Matched to VICTR Resources by Year

2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

VANDERBILT 7 HEALTH Q meNvu =

Vanderbilt Clinical Trials

Participating In a clinical trial can bring many benefits. As a patient, it can help you

Cinical Trials
access new and innovative drugs or treatments still in research stages, For others,
Find a Clinical Tria participating in a trial is a way to help advance sclence and health care for the public
good.
Frequently Asked Questions
v - If you are interested in joining a clinical trial, Vanderbilt offers a tool, My Research at

Vanderbilt, to help you find appropriate research studles.

Search open clinical trials at Trials Today.

11/6/17
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VANDERBILT U HEALTH
Clinical Trials Find a Clinical Trial Frequently Asked Questions

Search Clinical Trials
Vanderbilt conducts research studies and diinical trials in various divisions throughout the Medical Center. We know that figuring out where

to start can be one of the biggest a faces when g for study
Q Condition
A Gender O Age ¥ Accepts Healthy Volunteers
R - |
452 matching studies

A Study of the ReCor Medical Paradise System in Clinical Hypertension

 Vascular Disesses |
RADIANCE-HTN s a randomized, double-blind, sham controlied, 2-cohort study (TRIO and SOLO) designed 1o demonsirate efficacy and document the safety
of the Paradise Renal Denervation System in two distinct populations of hypertensive subjects. sxpand

Effect of Chronic ACE and DPP4 Inhibition on Blood Pressure

In this study the investigators will test the hypothesis that dipeptidy! peptidase IV (DPP4) inhibition the
converting enzyme (ACE) inhibition but not angiotensin receptor blockade or calcium channe! blockade. The investigators... ox

A Study to Evaluate the Effectiveness of Essure Post-Ni e Radiofreq y End rial Ablation Procedure...
The purpose of the post approval study is to evaluate the eflectiveness and safety of the Essure System when a NovaSure Endometrial Ablation procedure is
following a Essure C Test, expand

)

Fre. Oren @ v ooty Wbty 2 Contee Onm L )

Eicacy Sy Of Totwctind In Pastunsc S Popudation
e

Addapting Project UPLFY tor Biachs bs Goorgis

Interested in Adopting/Collaborating? paul.harris@vanderbilt.edu

11/6/17
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+ MyResearch at Vanderbilt (MRAV)
A repository of over 20,000 Vanderbilt patients that have opted in to be contacted directly by e-mail to participate in
research or to provide input on ideas. Ir igators may submit a request to contact these patients through
MRAV with an IRB approved study description.

Subject Locator

Subject Locator assists researchers recruiting participants at Vanderbilt outpatient clinics by identifying patients with

upcoming appointments that meet study inclusion/exclusion criteria. Learn more about how to use this this tool to
reduce time spent pre-screening potential study participants here.

ﬁ‘ MyResearch at Vanderbilt

An Informatics platform designed to continuously engage patients
and offer opportunities to participate in research

A cohort of ~ 20,000 Vanderbilt patients that have opted in to be

contacted directly by e-mail to participate in research or to provide

input on research ideas

A convenient and efficient panel of patient representatives for which

we have medical record data

Uses: survey, clinical, interventional research and stakeholder
engagement to guide research efforts

11/6/17
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m MyResearch at Vanderbilt

prp— Aoranen FR
o s o== you hovs e 7

ﬁ Ay Heatn at Vandertit
‘ ———
e e

5 Bl ;—----— . gé
0 i
PLIT. AT

Welcome to MyResearch at Vanderbilt! T

ety s 1 mers oy

My Contact Preferences

[Check all that appiy)

L T ep—— S paut harris@vanserbit ety
MRAV Cohort

Authenticated (MHAV) individuals
can use this link to provide
information about how they wish
to be contacted for recruitment
(e.g. e-mail, phone, only by my
doctor, etc)

m MyResearch at Vanderbilt

MRAV Cohort Age Distribution
6000
5000

4000
3000
2000
1000 I I
|

18- 30- 40- 50- 60- 70- 80- 90-
29 39 49 59 69 79 89 99

o

MRAV Cohort
Top 5 Conditions

Hypertension NOS
Benign Hypertension
Diabetes Uncompl Type Il
Hyperlipidemia NEC/NOS

Allergic Rhinitis NOS

11/6/17
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\*‘ MyResearch at Vanderbilt

How to Recruit Patients From The MRAV Cohort

Obtain IRB approval for use of MRAV recruitment tool and email contact
language

Submit a MyResearch Access Request

* Reviewed for participant burden and availability of programmers
Self-Service Identification through RD Discover Interface

- or - submit a Research Derivative Request to identify eligible patients based
on study criteria, if applicable (IDAS Core, $120 per programming hour)

Once approved, Data Coordinating Center Core programmers send email
notifications to participants including approved language ($82 per programming
hour)

Research Electronic Data Capture I

Expression of Interest / Pre-Screening Survey

X010 Coses
A Cades
T Coses
Mescatons
Ouumarts

Encmers

.

Saved Sty

Bebect Criaria | Sewon for Crtea oo

-y Arsaarcn o Vonseri

Data Current Through: 201709

YT e Gy Result Set Total:
Incude recorcs wheve 258
X VA covens by Emat e

x
®
G Comant. Ll had
A It rocors where o
X Conons K010 cote 1 v W3 Cordompesay 2 37
| reervy:
S GO Vet
x
®
e
T
| AND Inciude records whers
| (X hon b w75
|
x
®
T o
o Gepont D | Ges

)

Expression of Interest / Pre-Screening Survey

Research Electronic Data Capture I

11/6/17
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VANDERBILT {7 UNIVERSITY

Exsngios of Aross whers brcect Seen

), |

Subject Locator is available to those with:
R

BB merovs 16 vae Sbpwst Locater 1 reenting for the shuady

o Asoess 12 Starfarw

Begin here to Become a Registered User:

1. Obtain IRB approval

2. Submit a Subject Locator Access Request here

Access Subject Locator (registered users only)

Resrdrard | Fusewsh o Prostioe ol by | Fundry | Dola Marsgerart

16 e yins sty Sriare e o5 8 Isl Pl P rvesigeer o bey study pusirrel san ube 16 felow reatrert wek

Inreduction 85 Using fubject Locstsr
Training Sesaice Request
Template Language
IRB/Crant Template Larguage
Contact Us

Qussony fuggesscns®

Patenh Tuppot Tanvees

435 vt €t e B L
MNaahvse TN 5720000

1695 322734 o Lomad

Enables more efficient
screening and recruiting of
patients versus traditional
methods of manually
reviewing upcoming
appointment lists and
cross-referencing EMR

Based on a list of upcoming
appointments in a
predetermined set of clinics,
Subject Locator searches
patient’s EMR via the research
data warehouse for
commonly used, discrete
inclusion/exclusion criteria to
significantly narrow down the
number of patients that
require screening
— Criteria includes 1C9/10 and
CPT codes, demographics,
vitals, keywords,
medications

Search SIaBRITE a

Study Work Queue (Daily Review)

Clinics of Review
Interest List

6 dismiss 3]
416 L )
Vanderbilt Heart Shelbyvile e
1516
VHVI Cinics

Sewcy %
2418 -
VAR Mlnine Gelecth &

Planing & Implementation | Recrutmert = ResearchonPracticeandFoicy | Fundng | Daia Mansgement | Educstion | BioVU &S

Starting Here 2>

Filtering Criteria

Inclusion Criteria 1
(Age 18-80 years old)

it

Snapshot — Hemesm—
Pilot Studies

Nephrology

¢ Examined: 2598

¢ Candidates: 96

(reduction - 96%)
Cleft Palate
¢ Examined: 2490
¢ Candidates: 27
(reduction - 99%)

Cardiology (2 studies)

(reduction - 95%)

11/6/17
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Subject Locator

Subject Locator is available to those with:

o 8 Vrwt (RBacoroved weesrch sty

Begin here to Become a Registered User:

1. Obtain TRB approval

£ (RB-300r0092 S1Ser 8 50021 LoD 300042 TENOTHT 1703 De LOmTIEY
£ e tamote arguage e

2. Submit a Snbject Locator Access Request here

Access Subject Locator (registered users only)

Data types available in the RD Discover: Set Creation Data Export

Demographics
(age, sex, race, deceased status)

ICD Codes

CPT Codes
PheWAS Codes
Medications
Lab Values

Documents
(search for keyword text strings)

Vital Signs
(BMI, BP, weight, height, pulse, RR)

Encounters
(inpatient, outpatient, ED)

Departments
(inpatient, outpatient, provider name)

Tumor Registry
MRNs

My Research at Vanderbilt (MRAV)
cohort

Contact Information

X

xX X X X X

X

X

11/6/17
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CLINICAL ENTERPRISE

Examples: Natural Language Processing
Pattern Recognition
Automated Phenotyping
Automated Study Recrutment Ebgibility
End User Research integration Methods
Anonymization and Reidentifiability

INFORMATICS METHODS DEVELOPMENT

RESEARCH ENTERPRISE

'

de-identified
(SD)

RESEARCH DATA WAREHOUSE

RECORD
. COUNTER
REDCap
- SUBJECT ,4
LOCATOR /

RESEARCH
OERIVATIVE

research
derivative

BioVU

» Links DNA extracted from discarded blood
samples to de-identified EMR

»  ~177k DNA samples, over 20k pediatric : -
» 74 BioVU projects approved to date ;

Synthetic Derivative

» Research tool to enable studies with
de-identified clinical data

» Contains 2.5 million records; highly detailed
longitudinal clinical data for ~1 million

Research Derivative

Identified clinical data warehouse
Tools (e.g. Subject Locator)
Services (Fee for Service)

New REDCap extraction toolkit TooLs

Data Programmers

YV V VY

(Free or Cost-Averaged
Fee for Service)

e
(Negotiation = Fee for Service) ) _g

anace
= caaiin,

y

[l

Tool Development
Driven by Experience
and Use Cases

11/6/17
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CLINICAL ENTERPRISE S E SRR E S TGO DEUETCRrENT RESEARCH ENTERPRISE

Examples: Natural Languoge Processing
Pattern Recognition
Automated Phenotyping
Automated Study Recrutment Ebgibility

End User Resaarch Integration Methods
Anonymization and Reidentifiability
‘ ‘

RECORD
COUNTER

/

N SD N

SYNTMETIC N
DERIVATIVE
REDCap
~  SUBJECT /4
LOCATOR /

RESEARCH
OERIVATIVE

RESEARCH DATA WAREHOUSE

A
[
emerge network pcornet’

ELECTRONIC MEDICAL RECORDS AND GENOMICS

CTSAcTs]

The Mid-South Clinical Data Research Network @ pcor n et

S Trent Rosenbloom &, Paul Harris, Jill Pulley, Melissa Basford, Jason Grant,
Allison DuBuisson, Russell L Rothman

Journal of the American Medical Informatics Association, Volume 21, Issue 4, 1 July 2014,
Pages 627-632, https://doi.org/10.1136/amiajnl-2014-002745
Published: 12 May2014  Article history v

A SCHOLARLY JOURNAL OF INFORMATICS IN HEALTH AND BIOMEDICINE

Resources and

Inh;nm\nﬁv Infrastructure for

Patients/Participants.
* VU Informatics
* StarPanel * Web/Mobide Tools
* Wiz Order * My Health at
* Subject Locator A = < Vanderbit
:Wm /7 2000000pts. 0\ * My Health Team at
« BiovU VU Med Ctr N A * VU Commodore
:D.n/atsn [ VU Children’s Hospital \ * Community Research
VieTh. VU Stailworth Rehab Hosp. Portners.net
* Community Engaged S S * REDCap
Rasearch Core * Research Match.org
* Meharry. VU * Community Resaarch
Alllance Partnars.net
* Database
Management Core
* Survey Research
Core
* REDCap
.
ResearchMatch.org
* IRBShare.
* ContractShare
» CTSA Notwork (C4]
* eMERGE

11/6/17
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Desiderata for computable representations of
electronic health records-driven phenotype e me rge N etWO rk
algorithms & ELECTRONIC MEDICAL RECORDS AND GENOMICS

Huan Mo, William K Thompson, Luke V Rasmussen, Jennifer A Pacheco, Guogian Jiang,
Richard Kiefer, Qian Zhu, Jie Xu, Enid Montague, David S Carrell Todd Lingren,
Frank D Mentch, Yizhao Ni, Firas H Wehbe, Peggy L Peissig, Gerard Tromp, Eric B Larson,

(Christopher G Chute, Jyotishman Pathak, Joshua C Denny, Peter Speltz, Abel N Kho,
Gail P Jarvik, Cosmin A Bejan, Marc S Williams, Kenneth Borthwick, Terrie E Kitchner,
Dan M Roden, Paul A Harris

A SCHOLARLY JOURNAL OF INFORMATICS IN HEALTH AND BIOMEDICINE

| Journal of the American Medical Informatics Association, Volume 22, Issue 6, 1 November
2015, Pages 1220-1230, https://doi.org/10.1093/jamia/ocv112

*Recommendations for clinical data representation to support phenotyping

1. Structure clinical data into queryable forms.
2. Recommend use of a common data model, but also support customization fo
the variability and availability of EHR data among sites.

*Recommendations for phenotype representation models

3. Support both human-readable and computable representations.

4. Implement set operations and relational algebra.

5. Represent phenotype criteria with structured rules.

6. Support defining temporal relations between events.

7. Use standardized terminologies, ontologies, and facilitate reuse of value sets.
8. Define representations for text searching and natural language processing.

9. Provide interfaces for external software algorithms.

10. Maintain backward compatibility.

' RECRUITMENT
INNOVATION
o CENTER

11/6/17
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r'c ¥

l\ Fl E 1
PARTNERS ) U‘VHAl‘i‘AKEiiI Dl ‘l

Trial Innovation Network Hub Liaison Teams

THE OHIO STATE UNIVERSITY m CoLuMBIA UNIVERSITY
WEXNER MEDICAL CENTER

wais MebpicAL CENTER

THE ROCKEFELLER UNIVERSITY @ Regenstrief Institute

Science for the benefit of humanity Better Care. Better Health.

VANDERBILT V UNIVERSITY U? UNIVERSITY OF UTAH

HEALTH SCIENCES
MEDICAL CENTER

r'c

Our goal is to positively
impact human health by
improving participant
enrollment and retention in
multi-center clinical trials.

Vision and purpose

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

11/6/17
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I'cC "
Key Principles w%s

« Respecting CTSA autonomy and diversity s

* A focus on minority and underserved populations

* Making the most of electronic health records

* Preserving a disease neutral approach

* Focus on cost efficiency

* Respecting and returning value to participants

* Build on best practice (avoid reinventing the wheel)

* Evidence based.... What works? (test bed)

* Finite resources — scalability / tools

* Home for recruitment experts (across + beyond CTSA)

rc ®

EHR-Based Site Feasibility
BE OPPORTUNISTIC

"If I have seen
further than
others, it is by
standing upon the
shoulders of
giants."

- Sir Isaac Newton

Do what you can, with
what you have, where you
are.

Theodore Roosevelt

11/6/17
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r'c

EHR-Based Feasibility

Partner Netwol

The Need for Patients in Research

JOINING
CTSAcTs

" JOINING

BioPharma

BioPharma

Healthcare
Organization

Healthcare
Organization

Healthcare
Organization

Healthcare
Organization

Healthcare
Organization

11/6/17
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r'c
EHR-Based Feasibility

—

2 Journal of Biomedical Informatics -

B Veiumeo 52, Decambec 2014, Pages 28-35
ELSEVIER .

Secondary use of clinical data: The Vanderbilt X X IE
approach

loana Danciu * 2.1, James D. Cowan *. Melissa Basford *. Xisoming Wang *, Alexander
Salp *, Susan Osgood *. Jana Shirey-Rice *. Jacquebne Kirby * Paul A Haris *. @

ovU.
> Links DNA extracted from discarded biood
samples to de- MR

»  ~177k ONA sampies, over 20k pediatric
74 8VU projects

Synthetic Derivative

> Research ool to enable studies with
e Gentted chrical data

» Contains 2.5 milkon recoeds; m
Songitudingl chnical dota for =3

Research Derivative
> N_L—t

> Tools {e.g. Subject Locator) A\ e e v
¥ Services (Fee for Service)
» New REDCap extraction toolkit

Clinical and Translational Science Award (U54)

| Informatics
P«ummpommwmmmmmmmmmuwm-mwwmmm

of new while driving in cinical and research methods,
and the ofhttflh tooks and other research technologies®,

Biomedical informatics is a critical CTSA focus for enabling and advancing translational research, which is increasingly data intensive, and requires collabo
[communities, including healthcare, research, and public health, mhbﬂymbmmmhwwpuddm(eg genetic, imaging, clinical, e a
behavioral, patient reported) need to be il to generate Ce i mwmmmmwmmmmmﬁw

issues, and among the managers of those data systems on technical issues are critical, mmmmmwmtmmommmm
various sources required by O policy, and technical issues should be addressed. This section shouid explain how electronic or other medical

(CTSA hubs should offer researchers a user-friendly data management system along with training on its use and some basic support. CTSA applicants should encourage
[compatidility of their research systems with broadly accepted content and technical standards including those adopted by the Department of Health and Human Services for use in
U.S. health care and public health operations. In addition, as NIH Institutes and Centers adopt common data elements in their domain areas, CTSA hubs should ensure their
research tools are compatible (see hittp=//www.nim.nih.gov/cde/Homs for more information).

Maintaining the security of study data, particularly in studies involving human subjects, is critical. Many clinical and translational researchers manage such data in systems,

processes, and formats that lack security. vary in the of low cost and user friendly infrastructure to assist investigators in ensuring the
security of their data or in their requirements for its use by faculty, staff, and students. Applicants must describe their plan for ensuring the security of research data on all studies
Mmhmsummdlpmumhmm This plan should address policy, technical, and issues. The plan should outline challenges and

To accelerate translation, CTSA hubs should work towards data sharing and enabling data access, integration and processing. Applicants should indicate whether they have
initiatives at their hub that support data sharing, how they promote broad use of data, and how they encourage investigators to submit data to repositories (see for example NIH
Data Sharing In this context, ications should also describe how they train researchers to prepare for downstream data sharing, such as by providing training and
sample language for research-friendly consent forms that support broad data use (not limited to time, place or purpose), and that avoid complex nested formats to the extent
[possible. This is based on the that patients to research are often altruists who welcome the secondary use of research data so long
as appropriate measures have been taken to protect their privacy. Applicants should also describe how they might collaborate with other CTSA hubs on using common data
standards in multi-site projects.

INCATS attaches to of and goal setting across the entire CTSA Therefore & from each CTSA is
expected to participate in national CTSA network informatics activities, and the application should indicate an informatics point person that can serve as liaison to the network. The

[CTSA hubs are to share their mwmmmmmmmmtomdwmm The CTSA hub must be
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EHR-Based Feasibility
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Secondary use of clinical data: The Vanderbilt 3 X B S
approach >_:/,/-_/’/:——/~: R
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EHR-based Cohort Assessment

Non-federated strategic approach to cohort
identification by utilizing established network
resources to inform various components of the
clinical trial process.

Key features:

3 stages facilitated by RIC Concierge

Tiered algorithms

Custom phenotypes vetted on multiple platforms

EHR-based Cohort Assessment
Stage 1: Defining the ask

One-on-one discussions with study team to define need for
cohort identification, assess inclusion/exclusion criteria,
identify proxy data points to satisfy unique study criterion

Inclusion criteria: 10% or greater [ Substitute criteria: CPT codes or
ischemia on stress testing Ll keyword mention AND diagnosis code
during same time period

No specific data element or Investigator, phenotyping expert, and
standardized reporting of the - cardiology programmer identified
magnitude of ischemia proxy criteria to satisfy inclusion
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EHR-based Cohort Assessment
Stage 1: Defining the ask

Creating tiered phenotypes show attrition rates

Include: DX Codes
o Exclude: DX Codes
2L (ever in record)

- Exclude: Alcohol Abuse (last 2 years)

Count 3

“

Exclude: Tobacco Use(last year)

Countd < Exclude: Meds
co! = (ever in record)
lnch

Al of Count 3

Exclude:
Madications: (1 06 more, eves in record)

EHR-based Cohort Assessment
Stage 2: Vetting

W HEALTH — TriNetx

Vetting request sent = &E,l,zu — Atlas
Pl approves. phenotvpg A wlth algorithms to RIC - UsivessiTy

partner institutions;

various platforms

" (f) Regenstrief Institute—— 12B2 (date
shifted)
During vetting, institutions can ask
questions, make suggestions, and
determine limitations. Changes in
algorithm are communicated to PI for
approval before re-vetting

=) m 01“0 S‘I‘AT! UNIVERSITY
&P WENER MEDICAL CENTER — 12B2
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EHR-based Cohort Assessment
Stage 3: Network query

o e
- Jw Yo
- L% L
° e ) o . o8
° { ® 9 >
. i _ " o5 VT X " -Plcan choose sites to
o - ° -~
® , . ot $ ‘.o Al : query.
% i o = ® -Sites can ‘opt-out’ for
e - . - ® =
] s =\ S any reason. )
. o -Initial feedback is
il positive; lessons learned
%

© = CTSA Program Hubs

Framing The EHR Request to CTSA Hub

Request to be made to Hub Liaison POC from TIC (or RIC)

* Protocol Summary + Investigator Team Information

* Project Status (Recruiting/Funded — or - Prospective)

« Expected Number of Sites

+ Timeline for Information + Expression of Interest Request
* General Contact information for questions

» Connection information for a 1-time webinar (recorded)

« Instructions for EHR-based data interrogation
» Connect with your local informatics core

+ Deliver query algorithm (algorithm will most likely be multi-tiered to accommodate
‘data diversity''at CTSA hubs)

+ Post-Query Aggregate Data Collection - REDCap Survey
+ Specific point of contact (from RIC) questions

« Instructions for Expression of Interest Dmamasrniy o (@R ST
+ Contact Pl + Contact Information fmmm 7\ --“';_40:;'_:
= (v ST

.

M&l & couare |

ErE— Efficient Use of the EXR for Research
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EHR-based Cohort Assessment
Stage 3: Network query

Submitting Results: ASTRO-APS Study Cohort Discovery Results

+ Simple submission process

Fleare seiect yous imsbtutien.

* Ability to save and return if needed Mo of porven complening s svey

* Ability to upload supporting documentation M
Wrshd you prefer 10 epseut of Bes rrwest?

» Option to opt-out

» User-friendly well-known REDCap platform —

Couns 3 Results

Opticmst ad@tional documentatian ts voppert counts

EHR-based Cohort Assessment

Cohort Discovery Survey Response Tracking Report

Select o project: | RIC: Cohent Discovery Service (MIND) ¢

Responses: 70% (2101 30)
Average Response Time: 6 duys

Site Response Time (in days)

Aliart Eraton College of MesScn (partnering witn Mosteficce Medicsl Censer)

REDCap

areh Electron Dot Cap

‘REDCap

rhEncmenk Dt Universty of California, San Diego

PLUG IN
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EHR-based Cohort Assessment
Stage 3: Network query

Example results; detailed site information included n separate tabs,
including demography, race, and ethnic breakdown (if provided by site).

EHR-based Cohort Assessment
Results of Network Queries

STUDY 1-9/14

4 counts requested at 29 sites
Response rate: 72%
Average Response: 6 days

STUDY 2-9/15

3 counts requested at 60 sites
Response rate: 50%
Average Response: 8 days

STUDY 3-10/20

3 counts requested at 60 sites
Response rate: 20%
Average Response: 8 days

Study 1: actively recruiting study
needing additional sites

Study 2: newly funded study for site
selection

Study 3: pilot study selecting
additional sites
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EHR—ba_sed Coh_ort Asse_ssment

ClinicalTrials.gov

A service of the U.S, National Institutes of Health

Find Studies v About Studies v Submit Studies v Resources v About Site v

Home > Study Record Detail

Memory Imp. Through Nicotine Dosing (MIND) Study (MIND)

. This study is currently recruiting participants. ClinicalTrials.gov Identifier:

See B> Contacts and Locations NCT02720445
First received: March 22, 2016

CASE STUDY Verified August 2017 by Paul Aisen, University of Southern California
Last updated: August 10, 2017
Sponsor: Last verified: August 2017
University of Southern California History of Changes
Collaborators:
National Institute on Aging (NIA)
Vanderbilt University

Aizheimer's Therapeutic Research Institute

Information provided by (Responsible Party):
Paul Aisen, University of Southem California

Strategic

Non-Fed Fed

TriNetX

Efficient Use of the EHR for Research

EHR-based Cohprt Assessment

MIND - Cobort Identification Feasiility -TriNetx Sesults

SE STUY |

|

EMR Cohort | Phane | l

“72 COUNT 1 RESULTS - PATIENTS PER HCO —

: ot O
o o @ ¥¢ =CTsAmb Count 2 233,168 168,710
= B rmm— ) ‘Countd 214,630 157,650
= : 182,630 129,660

friNetX Summit
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EHR-based Coh_ort Asse_ssment

Related Results
Federated Non-Federated

TriNetX Counts THNe Vanderbilt Difference Difference between
(CTSA Sites) between counts counts

237,770 172,500

39,571

233,310 2.28% 168,710 2.19%

2.32% 38,319 3.16%

214,630 8.00% 157,650 6.56% 9,106 4.20% 37,132 3.10

181,630 15.0% 129,660 17.75% 7,302 19.81% 7,302 16.76%

The change in the counts is virtually the same between Federated and Non-Federated

PN

lriNetX Summit

b S

EHR-based Cohort Assessment
Lessons Learned

Non-Federated approach works

Feedback durin%RIC vetting and Network Query
Request stages have provided valuable information
about data limitations and site uniqueness.

Examples:

Epic slicer/dicer tool allows one code occurrence in
record, not 2 or more- not a limitation but supports
inconsistencies

6 Hub sites need LOINC codes for lab criteria

+ Need Federated to do sophisticated sensitivity analysis of inclusion/exclusion rules

31



EHR-based Cohort Assessment Uses
|| smsdecon | ojoune | | el | e | |
study1 [N 1
e
|

Study 2
Study 3
Study 4

e

Study 6 [

sty 7 N
Study 8 _

Study 9 _

Study 10

Study 13

We’re working on joining ...

CTSAcTs

ABOUT

We’re working on leveraging ...

“ The National Patient-Centered
pcornet” s
Abost PCORnat  Partaar Mot

ks Research  Newirsom

Partner Networks
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We’'re working on joining ...

CTSAcTs

“Perfect is the enemy of good” We’re working on leveraging ...

«§2» peornet

LowdorstipRhuts o ABoutPCORnet  Parinar Netwarks  Research  Newsrsom

Partner Networks

The Need for Patients in Research

DON'T JUST COUNT
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Effoe et al. Trials (2016) 17:496
DOI 10.1186/513063-016-1631-7 Trlals

The use of electronic medical records for ~ ®~
recruitment in clinical trials: findings from

the Lifestyle Intervention for Treatment of
Diabetes trial

Valery S. Effoe’?", Jeffrey A. Katula®, Julienne K Kirk?, Carolyn F Pedley, Linda Y. Bollhalter', W. Mark Brown®,
Margaret R. Savoca', Stedman T. Jones', Janet Baek’, Alain G. Bertoni'® and the LIFT Diabetes Research Team

Results: A total of 1102 telephone screens were conducted, resulting in randomization of 260 participants (61.5 %
from EMR, mean age 56.3 years, 66.2 % women, 48.1 % non-Hispanic blacks) over a 21-month period, with a yield of
236 %. Recruitment yields differed by recruitment method, with referrals having the highest yield (27.5 %). A history
of cardiovascular disease was the main health reason for exclusion from the study (16.5 %). An additional 8.9 % were
excluded for BMI <25 kg/m? (<27 kg/m? for insulin users), 54 % could not exercise, 5.2 % had an HbAlc >11 %,
and 34.9 % were excluded for other non-medical reasons. Exclusion criteria did not appear to differentially affect
enroliment in terms of race or ethnicity.

Conclusions: Future clinical studies should tailor their recruitment strategies based on the participant

demographics of interest. Efficient methods such as using the EMR system and referrals should be prioritized
over labor-intensive, low-yielding methods such as community screenings and mass mailings.

WakeOne Downloads WakeOne Downloads Referrals and Other Community screenings e 39
(pre-scrub) (post-scrub) Sources Meda =68
§ —
§ n 5122 o 2,767 ne 465 Referrals o= 256
'i Unknowry/Other o= 102
Iwwhonc Screen ne 1,102 (64.8% EMR) | Notinterested 0= 2,130
OR Did Not Answer Telephone

Screening

| |

Eligible for Clinic Screening New Ineligibility ne 147 Luo« Elipble After Telephone Screen e 509
Visit
— | Declined ne 42
ne 593
No Show ne 115

Bigibility

Not Randomired -
New inehgibility n= 16
e I e =T

No Show n=8

(candidate for baseline visit)

l

g e 260 (61.5% EMR) DiMpoin  H=am0
—
LWL group n= 130

Fig. 1 Flowchart of the recruitment process for the LIFT Diabetes trial. Community screenings refers to screenings during health and church fairs.
Media refers to television, radio, and print advertisements. Referrals were from healthcare providers, study staff, participants’ friends and relatives,
and other studies. Unknown/other refers to participants whose source of recruitment was either unknown or from the Wake Forest Be Involved
website, ClinicalTrials.gov website, and other onfine advertisement. DSM diabetes seif-management, LWL lifestyle weight loss
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10%
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%
EMR Refernal Media Community Screening  Unknown'Other
B s
70%
60%
= AABlack
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0Other

13

2
s 8
L. .|| m

EMR Refermal Media Comummity Screening  Unknown Other
Recrultment Method

Fig. 3 a Recruitment percent yield. b Percentage of participants enrolled. Data are presented by recruitment method. The horizontal axis displays
the different recruitment methods. The numbers on the bars indicate the actual number of participants enrolled for each method. Community
screening refers to screenings during health and church fairs. Media refers to television, radio, and print advertisements. Referrals were from
healthcare providers, study staff, participants’ friends and relatives, and other studies. Unknown/other refers to participants whose source of
recruitment was either unknown or from the Wake Forest Be Involved website, ClinicalTrials.gov website, and other online advertisement
AA African American, EMR electronic medical record

Percentage of Participants Enrolled

Contents lists available at ScienceDirect

Contemporary Clinical Trials

A

Recruitment methods for survey research: Findings from the Mid-South @Cmum
Clinical Data Research Network

journal homepage: www.elsevier.com/locate/conclintrial

William J. Heerman™"*, Natalie Jackson®, Christianne L. Roumie™™, Paul A. Harris™",
S. Trent Rosenbloom™?, Jill Pulley”, Consuelo H. Wilkins“"#, Neely A. Williams®,
David Crenshaw”, Cardella Leak®, Jon Scherdin®, Daniel Munoz®, Justin Bachmann®,
Russell L. Rothman™”, Sunil Kripalani™”

Purpose: The objective of this study was to report survey response rates and demographic characteristics of eight
recruitment approaches to determine acceptability and effectiveness of large-scale patient recruitment among
various populations.

Methods: We conducted a cross sectional analysis of survey data from two large cohorts, Patients were recruited
from the Mid-South Clinical Data Research Network using clinic-based recruitment, research registries, and mail,
phone, and email approaches. Response rates are reported as patients who consented for the survey divided by
the number of eligible patients approached.

Results: We contacted more than 90,000 patients and 13,197 patients completed surveys. Median age was
56.3 years (IQR 40.9, 67.4). Racial/ethnic distribution was 84.1% White, non-Hispanic; 9.9% Black, non-
Hispanic; 1.8% Hispanic; and 4.0% other, non-Hispanic. Face-to-face recruitment had the highest response rate
of 94.3%, followed by participants who “opted-in” to a registry (76%). The lowest response rate was for un-
solicited emails from the clinic (6.1%). Face-to-face recruitment enrolled a higher percentage of participants who
self-identified as Black, non-Hispanic compared to other approaches (18.6% face-to-face vs. 8.4% for email).
Conclusions: Technology-enabled recruitment approaches such as registries and emails are effective for re-
cruiting but may yield less racial/ethnic diversity compared to traditional, more time-intensive approaches.
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Patients Fitting
m::mn’a Patients Fitting
Greenway (23,578) CHD Phenotype
Jackson (36,679) n=32,657
Vanderbit (346.438)
Approached
n=73,673 Approached
Greenway (23,578) n=5.517
Jackson (36,635) !
Vanderbitt (13,460)
Eligible
n=70,757 Eligible
Greenway (23,572)
Jackson (33,733) n=8817
Vanderbitt (13,452)
n=59,109 < b & > n=2.994
+ Didint respond (58,896) [ J 1 + Didn't respond (2,372)
* Declined (213) P * Declined (622)
n=11,483 Consented
Greenway (1.451)
Jackson (5,008) ne2,887
Vanderbilt (5,024)
Healthy Weight
n_?;';z‘?’"" Healthy Weight
& N Cohort Participants
reenway (1,356) .
Jackson (4,383) n=2,633
Vanderbilt (4,825)
I Total Cohort Participants: n=13,197* ‘
- -
- -
- =~
- =~ o~
- -
_ - - Final Cohort Participants by Recruitent Method ~ - -
Email from Two-Step Email from Letter Mailed Research
Researcher | | Screening | |F2%30°Face | | phygician with URL Survey try | | Phone Calls
n=4,383 n=3,682 7. b%) n=1356 n=504 n=369 (24%)
(33.2%) (27.8%) (10.2%) (3.8%) (2.7%) (2.5%)
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PheKB s

Home

Phenotypes Resources Contact Us

What is the Phenotype KnowledgeBase?

Health Data is becoming an
increasing important source for
dinical and genomic research,
Researchers create and iteratively
refine algorithms using structured
and unstructured data to better
identify cohorts of subjects within
the health data.

Login | Request Account

Most Recent Phenotypes

Type1 or Type 2 Diabetes

B Mettus

h Rheumatology Auto-
Immune characteristics

& Sickie Cell Disease

B Consistent Care

B Peanut Allergy

The Phenotype Knowledgebase
website, PheKB, is a collaborative
environment to building and
validating electronic algorithms to
identify characteristics of patients
within health data. PheKB was
functionally designed to enable
such a workflow and has

el tools and that guide the user in efficiently navigating
each of these stages from early stage development to public sharing and reuse. PhekB
has tools to enable cross-site for i and
sharing for reuse with confidence.

On PheKB you can: View existing algorithms; Enter or create new
algorithms; Collaborate with others to create or review algorithms; View implementation
details for existing algorithms

Seanc v coNTRRUTOR
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Extemal URL: Patsents Court Network
Fiter rosutts by study Tpet
Parning
Startup Food and Drug Adminstation (FOA}
Conduct
PATIENT OUTCOMES RESEARCH: A NIH-FUNDED NATIO
7 PATIENT OUTCOMES RESEARCH: A NIH-FUNDED NATIONAL
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ACCAUAL QUALITY IMPROVEMENT PROGRAM (AGKIIP) TOC
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I RECRUITMENT
INNOVATION
o CENTER

THREE Immediate Opportunities To Collaborate

INNOVATION NETWORK_
WHO WE ARE TRIAL INNOVATION NETWORK PROPOSAL PROCESS  OPEN INNOVATION

Recruitment Innovation Center Toolkit

500 GITIES: LOGAL DATA FOR BETTER MEALTH for Disease Control and Pravention (COC) V'

CR-ASSIST v

by Emory Univeraity (partnecing with Morehouse School of Medickse and Gaorgls Inetitute of Technology)
Al Insnstions D PATIENTS GOUNT NETWORK FasterCures v
DRUG TRIALS SNAPSHOTS Federal Drug Admisiatration FOA) v
Filor rosuts by content type:

CLINICAL TRIAL COMPENSATION: DETERMINING THE APPROPRIATE AMOUNT v

Recrutment Plan
NimbAty - Forte essarch Systems
Study Promotional Material no
Tioriats snd Gukdes PARTICIPATING IN RESEARCH: YOU CAN BE PART OF THE ANSWER The Onio State University A

Educatonal Video

Description: The o Stste Uivvarsey Carter or Carical an Transistonsl Scunce procced an rformasons
Vi3m0 intencied 13 foem e ELAKG SS0E e rOTance of DATC0AG 1 clrical research The OSU CCTS
WHiCOmes InstAutions 10 ambed Partiopating In Ressarch: You Can Be Part of the Answer i her wetb 53088 and
Finer resuits by study phase orine soou mecks usiets

Toolsk Fesearcn Awarmress, Recrstmart

Planning
Startup O Euernal UL
Conduct Typels): Educational Video
Coseout
Direot Uink:
Fitor rosuits by tag INDUSTRY USAGE OF SOCIAL AND DIGITAL MEDIA COMMUNITIES IN CUNICAL RESEARCH: A TUFTS

CENTER FOR THE STUDY OF DRUG DEVELOPMENT WHITE PAPER Tutts Univensity Vv

Share materials, tools,
best practices, ... www.trialinnovationnetwork.org = - Toolkit

11/6/17

38



por 32007 Recent offerings (video available)
Social Detenminants of Health-Seeking Behavior:
i ¥ M = Auaﬁ!ervuxﬁ!o:ugxasevag;’!. hnic, and
3 Ebook presentation: Tools and | T oy e e
derations for s e
Recruitment at NYU
vUT Health
Son Arevmi
e CTSo‘\‘ﬂwzmr&"krmm
[ _NYu-Cisi |
e CR-Assst
P | - -
=
-
gltw?m%eerm Recrutment
raleges The At of Recnutment
=

2 o a oy Wunivensiry
£ s s el

Showcase Your Work --- www.trialinnovationnetwork.org
Give a Webinar (logistics, setup, archival supported by RIC)

[ o o P71

e

e -~
Collaborate — :

Trials Today - Local

grwouos

Interested in Adopting/éé/laborating? pat]/:Hbrris@vanderbilt.edu
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