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Trial Innovation Network

May 2, 2017

3:00 - 4:30PM ET

Meeting Co-Chairs: Dr. Daniel Ford, Johns Hopkins University and Dr. Monica Shah, NCATS

Time Topic Purpose Speakers
3:00 PM Welcome / Update on Trial Innovation Network Review Meeting Dan Ford
(10 min) Goals / Overall Monica Shah
Progress Update
3:10PM Trial Innovation Network Website Update Progress Update Paul Harris
(5 min) (PI, VU RIC)
3:15PM PAT Charter — Executive Summary Progress Update Lori Poole
(5 min) (Duke/VU TIC)
3:20PM Hub Liaison Team Share Information Signe Denmark
(15 min) o Medical University of South Carolina (Hub Liaison Team
Member, MUSC)
3:35PM Hub Liaison Team Share Information Eric Rubinstein
(15 min) o University of Rochester (Hub Administrator,
U of Rochester)
3:50 PM Hub Liaison Team Share Information Jamie Roberts
(15 min) o Duke University (Hub Liaison Team
Project Manager, Duke)
Dan Ford
4:05PM
. Chat Box Discussion Chat Box Q&A Monica Shah
(20 min) ..
Hub Liaison Teams
4:25PM
. Closing Remarks Summary Dan Ford
(5 min)
4:30 PM Mext Meeting: June 6, 2017, 3-4:30pm ET Adjourn Dan Ford

Recurring Meetings: First Tuesday Each Month
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Monica R. Shah, MD
Director, Trial Innovation Network
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Trial Innovation Network

* Long Term Goal CTS Snin scence
* Build national platform for B
clinical trials focused on 8 Open pecess
operational innovation, CoRmETE
. Early Vision for the CTSA
operational excellence, and Program Trial Innovation
collaboration Network: A Perspective Hronse Acceptad
from the National Center ey
for Advancing online and citable.
e Year One Goal Translational Sciences posetversonaf
_ _ (NCATS) e "
° BUIId harmonlzed key Monica R. Shah =, Michelle A. Culp,
elements Of Trlal Innovatlon Kenneth R. Gersing, Patricia L. Jones,
Network Mary E. Purucker, Tiina Urv,

Todd M. Wilson, Petra Kaufmann

Accepted manuscript online: 8 March
2017  Full publication history
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S Year 2 Goal
" Build National, Harmonized
e 2 S|te Based Research System

@ =CTSA Program Hubs
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Trial Innovation Network
Site Based Research @

JAMA Hobert M. Calit, MD » Workload, time, research a

Clinical Research Sites— secondary job
The Underappreciated Component o
of the Clinical Research System « Complex institutional

_ systems
Inv ul Iigzilnr Community ﬂa ?I'?I’;Iﬁ:’s‘f%““'”m"
Workioad balance | * Reqgulatory and bureaucratic
e el burdens
RN O\:=-ANO-0ONE:  Lack of harmonization of
T e NO LONGER CONDUCT Processes

FDA-REGULATED

[J:l:u:tr_i safety reporting DRUG TRIALS

 Variability in training and
expertise of local study
teams
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Finance-related issues
> ite budget negotiati

b "
» Final site budget
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Medical CTSA
Director Hub PI

Hub Liaison
Team -
Manager

Trial
Innovation
Network

Research Staff

IRB, Contracts,
Recruitment, IT
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Trial Innovation Network

Hub Investigators
NIH e Encourage Ideas
lndlilstrv * Assist with Developing TIN
Other Proposals
Partners > . .
Identify Investigators for TIN

Studies
Hub IRB Office
e Operationalize TIN CIRB

Trial
Innovation

Network I
Hub Contracts Office
e Operationalize
Standard Agreements
Hub Recruitment Hub Research Teams
* Cohort Discovery == o Assist with
il * Training Operationalizing TIN
inical & Translationa ° 1 .
CTS Science Awards Commumty Studies

Engagement
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Harmonized

Processes .

Increased New Treatments
eams Site r
site Based | Efficiency to Patients
Research  / and Quality Faster

' Accelerated I ‘

Timelines

T 9
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Paul Harris
Pl, VU RIC
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TRIAL INNOVATION NETWORK

Redesign —
Launches May 8

What To Expect — Navigation p—
from “Command Central”

TRIAL INNOVATION NETWORK KEY ELEMENTS

Resources for Trial Innovation
CTSA Hub Network Proposal
Liaison Teams Process

Command Central
on homepage

v

Engagement, FDP-CTSA Trial
Recruitment, & Innovation Standard
Retention Agreement
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Trial Innovation Network

Key Elements Navigation

e Vision e Meeting e Access To

e TICs Materials Submit

e RIC e FAQs Proposal

e Working e Talking Points * Guides and
Groups Resources

Who We Are Resources for Proposal
Hub Teams Process

CTSAZEEE
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Trial Innovation Network

Key Elements Navigation

Engagement,
Central IRB Recruitment, &
Retention

e Tools & e Charge e Registered
Materials e Goals sites

e SMART IRB e Guiding e Agreement
Exchange Principles

Standard
Agreement

TRIAL INNOVATION NETWORK_
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Trial Innovation Network

Key Elements Navigation

Collabc?ratlon Toolkit
Webinars
e Upcoming webinars e Recruitment and
e Archive of past Retention Toolkit —
webinars w/ recording tools, resources, best
& materials practices
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NEW — Proposal Submission

Resize font: C Returning?
TRIAL INNOVATION NETWORK_ ™= =

Trial Innovation Network Proposal Intake Form

L a'u n C h I n g WI t h n eW We will take you through a few quick questions to set up your Trial Innovation Network Project Proposal.

You can save your submission and return at any time to complete.

We bS Ite O n M a.y 8 For any questions, please contact us at info@trialinnovationnetwork.org

Thank you!

» Updated proposal
o
S u b m I S S I O n ‘;\;gztoi:atlga title of the Trial Innovation Network Project

Process

Expand

What is the short title for the Trial Innovation Network Project
Proposal?

® must provide value
Next Page >> |

Save & Return Later |

REDCap 7.3.5 - @ 2017 Vanderbilt University

TRIAL INNOVATION NETWORK
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Lori Poole
Duke/VVU TIC

Science Awards
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Trial Innovation Network
PAT Charter Network Updates

e Executive Summary Posted to Website
e Summarizes Proposal Assessment Team processes
« Addresses policies on conflict and confidentiality
e Outlines the Proposal Review Process

 Target Rollout for IT Platform is May 8, 2017
 Includes Proposal Intake process

e Supports Proposal Assessment Team review
process

e Supports metrics collection and reporting

TRIAL INNOVATION METWDRI{;_E 5

CTSA RS




Medical University of
South Carolina

Signe Denmark
Hub Liaison Team Member, MUSC

&& % MUSC

Medical University
of South Carolina
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Leverage & e

EX p an d Collaborations

SCTR Grants & SUCCESS
Finance Center

Trial
Innovation
Research N etWO rk

Coordination & SPARCRequest

Management H u b

.. Biomedical
Nexus Clinical .
Informatics
& Laboratory
: (Data Access
Services
Team)

(RIAL INNOVATION METWDRI{M;;
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4
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Leverage & Expand

Research Opportunities & Collaborations (ROC)

e Successful industry liaison model
e [ncreases in quality, efficiency, recruitment

SCTR SUCCESS Center

e Regulatory subject matter expertise
e Recruitment, retention & special populations consultation

SCTR Finance & Grants

e Experienced grants & contract navigator
e Budget development

Clinical & TransiatCTCEE TRIAL INNOVATION NETWORK_ =
CTS Science Awards >




Leverage & Expand

Biomedical Informatics (BMIC)

» SPARCRequest© research service management & metric tracking
e Data Access: Epic Research, Clinical Data Warehouse, CDRNs, TriNetX

SCTR Research Nexus

e Clinical research infrastructure, specialized research nursing
e Clinical research laboratory staff & services

SCTR Research Coordination & Management

e Clinical research coordinator service center
e Clinical research staff training & workforce development program

Clinical & TransiatCTCEE TRIAL INNOVATION NETWORK_ =
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SCTR TIN Hub Lialson Team

Marc Chimowitz, M.B.,Ch.B.
Medical Director

Royce Sampson, MSN, RN, CRA

Program Administrator

Signe Denmark, MS, CCRP
Opportunity Manager

Clinical & Translational ®

Science Awards

Amanda Cameron, CCRP, CPH

Program Manager, Metrics &
Evaluation

Toni Mauney, BA, CCRP
Single IRB Facilitation

Ryan Mulligan, MRA, MS, CCRP
Master Contract Facilitation

TRIAL INNOVATION NETWORK_ i
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SCTR TIN Hub Lialson Team
Collaborators

Karen Packard, MSN, RN, AOCN, CCRP

Clinical Nursing & Laboratory Services

Clare Tyson, MA, CCRA

/ Research Coordination & Management

Stephanie Gentilin, MA, CCRA
SUCCESS Center Director

Clinical & TransiatCTCEE TRIAL INNOVATION NETWDEH._ =
CTSA Science Awards . 2
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SCTR TIN Hub Liailson Team
Collaborators

Leila Forney, DNP,

CCRP

Metric Tracking
. Systems:
SPARCRequest© &
RMID

Sarah Brewer, MA,

CCRA .

Quality Assurance

Stacey Goretzka, CIP
SMART IRB Liaison

Rechelle Paranal,
MSW, MA

Evaluation &
Common Metrics

Research
Coordinator Team .

Research
Coordination &
Management

TRIAL INNOVATION NETWORK_
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UR-CTSI Network
Capacity Core

Eric Rubinstein
Hub Administrator, University of Rochester

&
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University of Rochester
Network Hub Liailson Team

Kelley O’'Donoghue, MPH, CIP
Associate Vice President for
Human Subject Protection

Robert Holloway, MD, MPH
Medical Director

Tiffany Gommel, MS, CIM, CIP
Director, Research Subjects
Review Board

'S Carrie Dykes, PhD
Research Engagement
Specialist

Eric P. Rubinstein, JD, MPH
Hub Liaison Team
Administrator

Karen Rabinowitz, JD
Director, Trial
)\ Innovation Unit

Clinical &Translational ® TRIALMIATION NEDIEES
CTS Science Awards 4
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Aim 1: To Establish a Local Trial
Innovation Unit

1. Implement a database to track relevant trial
milestones

2. Maintain a Clinical Research Review Process
Improvement Team

3. Actively seek complementary CTSA
Consortium projects

4. Distribute our developing capabilities and
technologies

TRIAL INNOVATION NETWORK_
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Aim 2: To Expand Our Recruitment
Unit

1. Provide consultations to investigator and
research teams

2. ldentify and deploy novel and established
best practices

3. Enable patient engagement in research

4. Implement policy changes and enhance
routine recruitment practices

TRIAL INNOVATION NETWORK_
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Accompllshments to Date

CTSI Spring Semester Grand Rounds: "Research Networks: Benefits,
Challenges, and Leveraging Resources."

» Executed Smart IRB Authorization Agreement
» Approved use of the Trial Innovation Network (TIN) Standard Trial Agreement
* Engaging Investigators to submit proposals

» Carrie Dykes (manager of the CTSI Recruitment and Retention Unit) hosts
the CTSA Recruitment and Retention Working group web meeting with the
Recruitment Innovation Center (RIC)

» Modified TIN checklists to manage Hub TIN-related activities

Co-Sponsoring Technology and Rare Neurological Diseases Symposium
2th (event information on CTSACentral.org)

CTS Clinical & Translational ®
Science Awards
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Duke Hub Lialson
Team

Jamie Roberts, MPH, MA
Senior Staff Director, Duke Clinical Research Networks Community
Duke CTSA Hub Liaison Team Manager

CTS Clinical &Translational ® ~ TRIAL INNOVATION NETWORK_ ™

Science Awards




Leverageable Efforts,
Opportunities & Synergies

 Duke leads a number of networks and network
efforts, including TIC, PCORNet, ECHO, and the

PTN
e DCRI is the coordinating center for 14 NIH/PCORI funded

networks
e Duke is an enrolling site in 31 NIH/PCORI networks

 The Duke HLT serves as one component of the bi-
directional gateway for Duke staff to ALL networks

e Central Hub of the Duke Clinical Research Network
Community

IRIAL INNOVATION NETWOR I{:_ %

CTSAZE ==




NETWORKS
(TIN, PCORNet, CDRNS...)

CTS

HUB LIAISON
TEAM
|

Local TIC

Clinical & Translational ®
Science Awards

Duke Clinical Research
Duke
Resources
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" Duke @ ) Jody Power
IRB

INNOVATION Geeta Swamy, MD
\. CENTER ) (Local TIC)

|

Hub Ranee Chatterjee, MD

Liai (Local RIC, PCRC)
1alson Gene Oddone, MD

Team (Local RIC, CDRNs)

|

Lindsey Spangler

Contracts

Janis Curtis
Office of Research
Informatics

~ ~N Jamie Roberts
TRIAL (Clinical Research
INNOVATION Networks Community) e (YT
NETWORK Blake
\_ / Recruitment
Innovation
— //
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Trial Innovation Network
Next Meeting: June 6, 2017, 3-4:30PM ET
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