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Agenda

1. Platform, Adaptive, Pragmatic and Decentralized Trials

 What problems are they trying to solve?
» Requirements of a randomization system to support advanced trial designs

2. Randomization in REDCap

« Historical functionality
« Design and release of the REDCap Advanced Randomization Module

3. Toughest question for clinical trial efficiency
 How the Trial Innovation Network can help!
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Disclaimer

Who am |? Who am | not?

* Biostatistician

TRIAL INNOVATION NETWORK 3 * Bioinformaticist

PRAGMATIC « REDCap Super User

CRITICAL CARE
A _| RESEARCH GROUP




Traditional Randomized Trials

TRIAL TYPE INTERIM ANALYSIS
s = Treatment A R s o > 2 R .a.
Traditional ? T ? g ? T ? Trial enrolls to completion ! ? ! T ! T
RCT - R 2 o @ using pre-planned size, population 2 . R
"' Treatment B "' ] """

« All trial procedures including eligibility criteria, group allocation, intervention, and
sample size are specified before the trial and proceed unchanged throughout
trial conduct
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Challenges of
Traditional Trials

Expensive and take a long time
Designed to answer only one question

Rely on assumptions regarding baseline event
rate/outcome distribution and effect size

Commonly provide results that are uninformative
(underpowered)

May be affected by imbalances in key baseline
characteristics

Patients may have concerns with being
randomized to placebo

May not be available to many types of patients
(poor generalizability)

Proposed
Solutions



Example of Advanced Trials Designs

TRIAL TYPE



Needs of a Randomization System to
Support Advanced Trial Designs

Platform trials
» Add/drop groups as questions are added or dropped from the platform
» Multiple randomizations in same record (different domains or points in time)

Sequential, Multiple Assignment, Randomized Trial (SMART) Designs
» Tests “adaptive interventions” using defined decision rules for selection of the intervention at each stage
» Multiple randomizations in same record at different stages of a patient’s clinical course

Adaptive randomization
» Ability to generate randomization sequence that changes allocation probabilities based on baseline characteristics
of prior/current participants (covariate-adjusted randomization) or outcomes of prior participants (response-
adaptive randomization)

Pragmatic and Decentralized trials

 Ability for randomization to be conducted without involvement of research personnel (e.g., randomization in back
of ambulance or embedded in routine care in a rural clinic)

Clinical & Translational
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f\’EDCap l

Research Electronic Data Capture Project Dashboards

A Alerts & Notifications
@& Multi-Language Management

Secure web platform for building and managing online & Calendar
databases, available at no cost to nonprofit, academic, and E: Data Exports, Reports, and Stats
government organizations 4 Data Import Tool
) . . ] # Data Comparison Tool

Created in 2004 at Vanderbilt University, supported by the B Logging and &b Email Logging
NCATS CTSA program. %) Field Comment Log
One of the most commonly used platforms for clinical trials I e e A

* 7,857 active partners in 160 countries. @ Customize & Manage Locking/E-signatures

« 2,400,000 projects from over 3,700,000 users. gz:zrﬂ“"

* 46,400 journal articles cite REDCap. @ APl and [ API Playground

Has included an embedded tool for randomization since 2012  [RE0Cp Mobile App
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Prior REDCap Randomization Tool

&~ Editing existing Record ID 12.

Event: Enrollment

« User-friendly tool to embed -
randomization into data collection [ rancomze
instrument

Complete? Incomplete

» Allows single randomization for each
StUdy record 7 Editing existing Record 1D 13. et feen

* Randomization is time-stamped and o

Record ID 13

linked to user performing e e

ECMO-Free Protocol
Usual Care

random Izatlon (meta_d ata) Was patient enrolled in biomarkers substudy? Oves

* must provide value O Mo

Form Status

11/21/2023 9:03am elias_pratt Update record | randomization_complete ='2'
129285-3
{(Randomization)

Complete? Complete  w
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Capability of Prior REDCap Tool

 Existing REDCap tool had
features commonly applied in
traditional RCTs

« Stratification by site

» Use of additional
stratifying variables to
minimize differences in
key variables (e.qg., age,
sex)

TRIAL INNOVATION NETWORK

STEP 1: Define your randomization model

This step will allow you to define the randomization model you will be implementing and all its parameters, which includes
defining strata (if applicable) and optionally randomizing subjects per group/site (if a multi-site study).

A) Use stratified randomization? O
It is often necessary to ensure equal treatment among a number of factors. Stratified randomization is the solution to
achieve balance within one or more subgroups, such as gender, race, diabetics/non-diabetics, etc. By choosing strata
{multiple choice criteria fields), you may then be able to ensure balance within those subgroups. Tell me mere

B) Randomize by group/site? [ ]
If this is a multi-center/multi-site project (or something similar), you may want to stratify the randomization by each
group/site. You can select an existing multiple cheice field that represents the groups/sites, OR you can use Data Access
Groups to stratify by group/site.

C) Choose your randomization field
This is the field where the allocated randomization (treatment) group will be saved and stored, and is where the Randomize
button will appear on your data collection form.
|-se|ectafie|d- V|

| Save randomization model ‘ Erase randomization mode
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Capability Gaps with Prior REDCap Tool

* Once set, randomization schedule is fixed and cannot be modified
« Unable to add/drop groups or change allocation ratio

* Only allows one randomization per study record
* Unable to randomize into multiple domains or at multiple points in time

 Unable to embed models that use baseline characteristic or outcomes of
prior participations to generate randomization probabilities

« Randomization can only be conducted by study personnel with access to
database (cannot be embedded in survey)

* Requires additional steps to blind user to group allocation

Clinical & Translational
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Example Trial

» Placebo-controlled dose-finding trial of novel antiarrhythmic
following prolonged cardiac arrest.

1. Randomize in the ambulance _
2. Blind clinicians using numbered identical med packs@

3. Drop worst performing arm when transitioning from
Phase 2 to Phase 3 @

4. Use adaptive randomization to balance baseline @ i o
covariates —

5. Bayesian sequential design to continue trial until o
definitive evidence of efficacy, harm, futility

C A Clinical &Translational
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Examples of User Workarounds

« Users were copying databases to “unlock” the randomization tool to allow
a new randomization table to be uploaded

« Creating multiple projects and requiring updates to user access
(weekly) and losing meta-data

« Custom-building randomization tools that provided needed functionality but
required significant effort and coding expertise (e.g., manually recreating
the randomize button) and lacked embedded data protections (meta-data
for randomization)

* Many users felt forced to use separate cloud-based randomization tools

Clinical & Translational
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Development of the REDCap Advanced Randomization
Module: A Trial Innovation Network Project

Working Group

formed-and met to Adjustments made in
determine needs Plan for REDCap build response to tester
and scope finalized recommendations

11/01/2023
to
01/31/2024

01/31/2024 04/29/2024 09/2024 09/2024 10/9/2024

Design Studio to REDCap build Released via
identify needed completed; REDCap version
randomization volunteer testers 14.7.0
functions solicited
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Advanced Randomization Module Team

Murdoch
Children’s
Research
Institute

Luke Stevens
Expert REDCap Developer

Frank Harrell

Paul Harris
REDCap Creator Jon Casey Biostatistician

Clinical Researcher

Duke
University
Matt Shotwell Nan Kennedy Chris Lindsell
Statistician and Project Manager Biostatistician
Researcher

Northwestern

: Adam Lewis University

Rob Taylor REDCap Product Manager Emily Serdoz
Lead REDCap Developer VUMC TIC Manager

Luke Rasmussen
Clinical Researcher

Vanderbilt University Medical Center



New Functionality in Advanced Randomization Module

o Multiple randomizations

G Improved support for blinding

€©) Additional meta-data for randomization

Q Support for pragmatic and decentralized Trials

e New administrator-level allocation management features

(® Hook/extension functions for external modules

e Integration with non-REDCap systems

Q Randomization dashboard



@ Multiple Randomizations

Rationale/Need:
e Platform trials, adaptive trials and Sequential, Multiple Assignment,
Randomized Trial (SMART) Trials may require:
* Randomizing patients in multiple domains and/or at multiple points in time.
* Updating future randomization tables
* Desire to maintain the initial randomization code and its meta-data for data
integrity

 Seamless integration and backward compatibility of existing tool



@ Multiple Randomizations

Features:

* Ability to create multiple
randomizations tables to:
*  Allow multiple randomizations in
the same patient
* Replaced (hide) initial
randomization sequence with an
updated randomization sequence

* Unchanged user experience for
projects with one
randomization.

#1

Randomization number

#2

Randomization target (group)

28 Randomize |

G Randomize |

summary

Show| 10 ~ |entries

r 3

# Target :;'::ation
T e S
g {r::::tcﬁ =
D S

Showing 1 to 3 of 3 entries

+ Add new randomization

Total Allocations

Stratification
(Development)

randstrat1 (Event
1) 160
Data Access Group

randstrat2 (Event
1) 160
Data Access Group

randstrat3 (Event
2)

80

Search:

Total
Allocations Setup Dashboard
(Production)

0 = =]

0 = =]

] = =]

Previous 1 MNext




© Blinding

Rationale/Need:
* Prior REDCap tool did not have built-in capability for blinding

* By default, personnel performing randomization received group assignment

* Blinding was possible using additional REDCap features (e.g., hidden fields
and branching logic) but unintentional unblinding was possible

* Prior REDCap tool lacked the ability to link individual randomization to
seguence on the master list (ie, randomization numbers)

* Hard to track/report randomization (e.g., during an audit)

 Hard to link randomization sequence to individual medication packages
(weakening chain of custody measures)

Clinical & Translational
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| | | ) )
Bllndlng In Advanced - select a field - v | for| Event1 v |
. - select a field -
R . - ! single-select fields for open allocation
a n d O m Izatl O n M Od u | e randstrat1 (Randomization 1 stratum)
randgrp1 (Randomization 1 group)

1 randstrat?2 (Randomization 2 stratum)

. | randstrat3 (Randomization 3 stratum)
Features . t randgrp3 (Randomization 3 group)
« Randomization can reveal: e
. randnol (Randomization 1 number)
i GrOUp a”OcatIOH, OI’ randtm1 (Randomization 1 time)
° Random|zat|0n number randgrp1 (Randomization 1 group) v | for| Event1 v

& Allocation will be open with randomization group assigned to this single-select choice field.

* When using randomization

randno? {Randomization 2 number: [randomization-number:z v | for| Event 1 v

nu mber (bllndlng)a &= Allocation will be concealed/blinded with randomization number assigned to this text field.
unblinded personnel can A : c :
matCh to a medICathn paCk ; ;ezc?gﬁgl_raﬂdumizatiuﬂ_ﬂumber ;e[:iﬂc;::d_:nrr;iir;izaticur'l_grcuup rar‘u:istratii_’1 redcap_data_access_gruupe
R2-6102 Blinded Group 2 1 6
Or tranSIate to group i R2-6103 Blinded Gruugl 1 ]
assignment USing: 5 |R2-6104 Blinded Group 2 1 6
6 |R2-6105 Blinded Group 1 1 ]

) LOOk-Up table Randomization 2 stratum
- Separate project (piping) B

Stratum 1~

Already randomized

RZ2-6101

Randomization 2 number: R2-6101



e Meta-D

Rationale/Need:

Meta-data (information about
other data) for randomization
can be helpful for tracking/audits

Previously available through
built-in logging function but not
be included in the trial dataset

New SMART variables can be
used to automatically include
metadata on randomization in
trial dataset

TRIAL INNOVATION NETWORK 3

#2

Randomization target (group)
2

Smart variable [ randomization-group:2:value ]: 2

Smart variable [ randomization-group:2 ]: Allocation group 2
Smart variable [ randomization-number:2 ]: 108

Smart variable [ randomization-time:2 ]: 22-04-2024 10:32

Smart variable [ randomization-time-utc:2 ]: 22-04-2024 00:32

 Smart variables

» [rand-group], [rand-number],

)ata In Advanced Randomization Module

Already randomized

Allocation group 2~

2 Wiew equation
Allocation group 2 View equation
108 View equation
22-04-2024 10:32:47 | View equation
22-04-2024 00:32:47 | View equation

[rand-time], [rand-time-utc]
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O Support for Pragmatic and Decentralized Trials

Rationale/Need:

 Some decentralized and pragmatic trials may have non-research personnel
performing eligibility assessments, enrollment, and randomization (e.g.,
randomization by an EMS provider in the back of an ambulance)
* Previously, randomization could only be performed by users with access to the study
database and similar limitations exist with most, alternative randomization platforms
* Currently, many pragmatic and decentralized trials rely on less robust randomization
procedures
e Physical randomization procedures (e.g., opaque envelopes)
* Cluster-randomization

| Clinical & Translational
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0 Support for Pragmatic and Decentralized Trials

Features:
e Automatically performs a randomization
on form save when logic condition is STEP 4: Automatic Triggering Option
Randomization can be automated to occur in real time when an instrument is saved and the logic expression entered here
trU e becomes true. All required stratification information must be present.
® A”OWS randomization to be embedded Trigger option [Triggerlog]c, for all users (including survey respondents) V| £X Save
in a survey that can be accessed with a instrument  {Randomization 3 v |Event2 v)

Trigger logic

link (or QR code)
* Options:
» Off: Manually click “Randomize” button to

ran do m IZE Tip:[: }fl:;u may utilise the smart variables [is-survey] or [is-form] to provide different behaviour in survey view or on the data
entry form.

[event_2_arm_1][trigrand(y)]="1" and [event_2_arm_1][randgrp3]="

» Trigger for users with “Randomize”
permission only
» Trigger for all users — including as a survey



© Administrator Editing Tools

Rationale/Need:

* Rare circumstances arise in which an
administrator may need to add or alter a
randomization allocation (e.g.
randomization during downtime)

Features:

 Administrator access from Dashboard for
(rare) actions:

» Manual randomization, remove a
randomization, make list entry unavailable/
available

« All actions are logged (user, date/time,
change made) and mandate a comment
explaining the reason for the
modification

24 View Allocation Table

Summary  Setup

Project status: [ Development

Randomization Field

Target Event: Event 1

Dashboard View Allocation Table

Target Field: Randomization 1 group (randgrp1)

&3 Allocation will be open with randomization group assigned to this single-select choice field.

Stratum

Data Access Group: Site A ()

Randomization 1 stratum (randstrat1): Stratum 1 (1)

Stratum Allocation Table

40 Rows

Sequence
1

=] [+ ] =] h Lh b= 98] o8]

-
=

Target Field ®

1

;8] = P = o8] == ;%] = o8]

Alternate ()

R1-1601
R1-1602
R1-1803
R1-1604
R1-1805
R1-1606
R1-1807
R1-1608
R1-1809

R1-1610

Record &

[f=] [£-] (=] 98]

Edit &

@ ® a0

@ ® a0
@ ® a0
®@® a0



G Hook/extension functions for external modules

Rationale/Need:
* Adaptive randomization, changing allocation probabilities based on baseline
characteristics of prior/current participants requires:
* Accessing data from other records within the database
* Running analytic models to calculate probabilities for future randomizations based
on study-specific goals (covariate-adjusted randomization, response-adaptive
randomization)

* No randomization tool could support the needs of all current and approaches to
adaptive randomization, but some approaches are reusable across trials.

TRIAL INNOVATION NETWORK =% Q A Clinical &Translational
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6 Hook/extension functions for external modules

 The External Module Framework redcap_randomize record (ReDCap>= 1227)
prOV|deS Vanous "hook funCtlonSu _ r-::;zti;:;s;:-;lzleozc:‘i].;:n-d—Allowscustom actions to be performed prior to the randomization of a record e.g. to override the default
specific points in REDCap's code into |
which module developers may inject >
their own custom functions 014 redcap_randomize_record ( int Sproject_id, int Srandomization_id, string Srecord, array

$field_values, int $group_id )

[ ) I nteg rati O n Of exte r'n al m Od u Ie i nto th e :1t_|ijlEzie:;i:r:jtrﬁ;gucl:::rz}:zerrnnisr:ﬁs;Jrls;rrlﬁ:gr:sgs.ng this hook will be enabled in a single project. A warning will be generated if
randomization module allows:

* | n Creased fl eXi bi I ity fo r u Se rS to L:::::unt:::::::::ed immediately prior to lookup and assignment of the next available entry in the randomization allocation table
d eSig r.] a n d S ha re mOd .LJ IeS bu i It fo r This lookup and allocation is skipped if all redcap_randomize_record hooks return false. I
specific types of adaptive

ra n d O m izati O n [0 README &[5 GPL-3.0 license

« Maintain the protections of the
REDCap tool (meta-data)

« Simplify the development process
(no longer required to rebuild
functionalities such as the
“Randomize” button)

REDCap External Module: Extended Randomisation

Luke Stevens, Murdoch Children's Research Institute

Summary

REDCap external module for dynamic randomisation (biased coin minimisation) utilising the new

redcap_randomize record() hook.




0 Integration with non-REDCap systems

Rationale/Need:

 Some projects may have special project-
specific approaches to adaptive randomization
that can only be built on an external
platform/server.

Features:

* Advanced REDCap randomization module allows
randomization to pull group allocation from a
platform outside of REDCap using an API

* Maintains user-friendly REDCap interface and
REDCap protections (e.g., meta-data)

e Can also be used to pull randomizations from
REDCap into other systems that lack advanced
features (e.g., electronic health records).

ﬁ; localhost

REDCap APl Documentation

Method Name

Randomize Record

Description

This method allows the current AP user to randomize a record.

URL

https://localhost/redcapdev2/api/

Supported Request Method

POST

Permissions Required

To use this method you must have the Randomize privilege in the project.

Parameters (case sensitive)
Required

token
The API token specific to your REDCap project and username (each token is unique to each user for each project). See
the section on the left-hand menu for obtaining a token for a given project.

content
record

action
randomize

The record name (id) of the record to randomize. The record must already exist and contain all necessary stratification
information.

randomization_id
The unique id of the randomization (viewable on the Randomization page for users with Design permissions, or on
the API Playground page). Corresponds to a specific target field and event.

format
csv, json, xml [default], odm (‘odm’ refers to CDISC ODM XML format, specifically ODM version 1.3.1)



Q Randomization Dashboard

Rationale/Need: sonl 0 e

* Previously, no method of tracking the number -
of randomizations used 1

* Could exhaust available randomizations :

3 randomization_grp_trigusr

Wiew trigger logic =

Features: '

« Randomization dashboard provides
information on the number of allocations used
and reaming to users with the appropriate e
privileges °

* Can show information about specific ;
allocations (for unblinded trials) or limit data )
to strata (for blinded trials). 0

Allocation

Type

Search:
Total Total
Stratification Allocations Allocations
(Development) (Production)
24 0
0 0
60 0
60 0

Setup Dashboard

“ =2
© &
= &
= =z
JJJJJJJJ 1 | Ne

Not Used Allocated records Age Range Edo o)

18-24 (18)
1 25-34 (25)
35-44 (35)
45-54 (45)

55-64 (55)

Ira

65+ (65)



Example Trial

 Placebo-controlled dose-finding trial of novel
antiarrhythmic following prolonged cﬁiac arrest.

1. Randomize in the ambulance
2. Blind clinicians using numbered identical med packso

3. Drop worst performing arm when transitioning from
Phase 2 to Phase 3 o

4. Use an external module for adaptive randomization
to balance baseline covariates

5. Bayesian sequential design to continue trial until o
definitive evidence of efficacy, harm, futility

A Clinical & Translational
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How do | learn how to use these new
features?

* REDCap home page (www.redcap.vumc.org)

» Step-by-step guide that can be accessed via the ‘Visit the Help Resources
page’ link
 Video tutorial accessed from the ‘Training Resources’ link.”

* Resources made by the REDCap user base

e Seattle Children’s:
https://redcap.seattlechildrens.org/surveys/?s=3o0a2yzEqQrpXp4wy#pri
vileges
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http://www.redcap.vumc.org/
https://redcap.seattlechildrens.org/surveys/?s=3oa2yzEgQrpXp4wy#privileges

Next Steps

1. Methods/dissemination manuscript under review

2. Incorporation of the randomization functionality into
REDCap’s 21CFR Part 11 Validation framework

3. Exploring methods to support randomization within the EHR
for pragmatic, EHR-embedded trials

€ A Clinical & Translational
YI\ Science Awards Program
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Toughest Question for Clinical Trial Efficiency?
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What is “efficiency” in a clinical trial?

o Output Evidence to inform patient care
Efficiency = = :
Input Money, time, & effort

TRIAL INNOVATION NETWORK
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Why must clinical trials be efficient?

 Resources for clinical trials are limited

1. Personnel

« Coordinating Centers, Trialists, Investigators, Coordinators,
Statisticians, Patient and Community Partners

Trump administration to cut billions

NIGMS Single-PI RO1 Award Sizes Over Time from overheads in biomedical research
. 2daysage Share «§  Save
2. Funding 540000
- 7 Unadjusted W BRDPI-Adjusted (2015 Dollars)
%]
8  $300,000
Q
-
Q
£ Al A9
& $200,000 A4 .’
c -\ A AN A7
5 - Z A
] ' - 7 A
S  $100,000 7 ; Z ¥ 7 ;
- AAA Z
f Z ¥V VR !
SO “ 78 VA 4 N B 1% B4 B4 ha I
© £ & & F L & S O >
S S N
I R T L AP

Fiscal Yea




In what ways can a clinical trial be more efficient?

Logistical

Simplified consents

sIRB

Standardized contracts & DUAs
Fit-for-purpose models of consent

Platform trials
Adaptive designs
Borrowing



In what ways can a clinical trial be more efficient?

Logistical

Grand Rounds Rethinking Clinical Trials:
"Fit for Purpose: Improving the Ethical Oversight of
Pragmatic Clinical Trials.”

Stephanie Morain, PhD, MPH, Nancy Kass, ScD, and
Ruth Faden, PhD, MPH




In what ways can a clinical trial be more efficient?

Logistical




Trial Efficiency

A

Logistical Efficiency

Statistical Efficiency Information learned = area under curve

TRIAL INNOVATION NETWORK N
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Trial Efficiency

« Study: 100-patient, phase 1 trial of a

4 novel infusion for treatment of
hypotension, which is planned to enroll

%) at 30 sites

C

L

—

L]

S

k%

2o t Increased overall efficiency by 25%

—

Statistical Efficiency Information learned = area under curve

TRIAL INNOVATION NETWORK =%
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Trial Efficiency

« Study: 2,364-patient, comparative
effectiveness trial of sedative medication
during emergency tracheal intubation at 6
sites.

» Design feature: Use of adaptive
randomization to balance baseline covariates

decreased

Logistical Efficiency

l Statistical efficiency increased but overall efficiency

Statistical Efficiency Information learned = area under curve

TRIAL INNOVATION NETWORK =%
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Ensuring Desing is Fit-for-Purpose

Additional
) —— pre-randomization
data collection

enrollment ——
Response-adaptive

randomization

separation
between
groups

Multiple trial
adaptations

Ancillary survey
on implementation

collection
of the 1°
outcome

i U i i
f/
g’ 0

Extended battery
of LTO at 3, 6, and 12 mo

7,

F
S
WK
v LY




Trial Innovation Network (TIN)

A N

TIN is an NCATS funded collaborative initiative within UPMC j N Eﬁ’?‘@X‘ESA

m DukeHealth

;J

the CTSA Program.

S

-, Cincinnati Trial Trial
£ Children’s ™ innovation Innovation \ANEEEIE
. . . [ . Center Center ai CHAPEL HILL
« Seeking to innovatively address critical roadblocks in e m
g y @ %lttsl;yu;gh I\:aticﬁj\réal Center QIOHNS’H‘O'}?‘K'INS %ivers‘i:tyof
T for Advancing entuc

multi-site clinical research —

~ UNIVERSITY OF MICHIGAN
1 V& WestVirginiaUniversity.

. . . ° ° UAMS O Uemairy
» Developing, testing, and supporting innovative ULEMVID. @venarey
operational and recruitment tools. L recnimen o~
T Innovation HME o
1 ° o go E Center Ol
« Offering cost-free, structured scientific #UTHeald e
consultations with clinical trial experts in various THE ROCKEFELLER UNIVERSITY
diseases across all stages of the trial process. (i;) @

TRIAL INNOVATION NETWORK
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Requesting Help from the Trial
Innovation Center

Investigator Assigned within 5 . .
business days Initial Consultation Process (30 - 45 days)
723 | N |
. Intro Call Kick Off Call Wrap Up Call
Submit . TlJ(|:-|l 3 ITCI(A:\smgned * 1530 minutes * 1-2 hours * 30 minutes
through the e e R consult process . Prt?posal overview * Summarize _
TIN website * Clarify needs & * Guidance from recommendations
* VanderbiltRIC expertise domain experts & resources

1 Recommendations

Pre-application Post-award

TIN ;
iaws Pre-application: Planning / implementation of | Implementation of
review: Resources pp g/imp : p
3 possible resources 5 resources
-I

outcomes ~ 120 - 180 days

Provide strategic assistance Proposal i . 1 .
8 P i Trial implementation

Comprehensive Consultation for preparing proposal — submitted . .
B P _g_p 5 5 with TIN partners
submission to funders :

CTS Clinical & Translational
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TIN Consultations & Resources

Investigators can request consultation and resources for multi-center clinical trials across disciplines and diseases.

All proposals submitted to the TIN
portal are provided with an initial
consultation

Initial
Consultation

Individual studies approved for use

Resources
of one or more TIN resource(s)

Comprehensive  Investigator and TIN work together

Consultation to develop and submit a proposal
Trial The TIN serves as the trial data or
Implementation clinical coordinating center

TRIAL INNOVATION NETWORK N

-
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Recruitment Feasibility Assessment
Recruitment & Retention Planning

Expression of Interest

EHR-Based Tools & Resources
Community Engagement Studio

Recruitment Materials

sIRB

Standard Agreements

TS Clinical & Translational
' Science Awards Program




Collaborate with TIN

Top 10 Therapeutic Areas
Since 2016: A 63(96%) S

—_— (0]
. ::: M ::: Number (A)) of CTSA Cardiovascular Diseases 13%
431 completed consultations Submitted Proposals
Neurology 8%
[ Proposals covered ] @ 34 % Infectious Diseases 7%
77 therapeutic areas ( : ) Submissions funded at time Pediatric Disciplines 6%
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TIN Toolbox

TRIAL INNOVATION NETWORK i

Dozens of evidence-informed resources and tools...
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...all FREE to the research community
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