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Agenda

JRegistration

Slot Reservations

J1Cohort Management
JdMedidata Rave

Data Submission Guidelines

JdTechnical Support
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Clinical Trials Monitoring Service

Example Registration Flow

Registrar Logs Choose If last Slot taken, IWRS

into OPEN Enroll Notifies Sites of Closed
Cohort

https://open.ctsu.org OPEN Verifies Slot
- . | Available and Theradex
elect site, protocol, Cohort Open IWRS Cohort

investigator Management
System

Er.lt.er.c.jemograpl.'uc 2nd IWRS Marks Slot
eligibility checklist data as Taken
~Enrollment Results:

Review & Submit
Patient ID

TheraC_iex _ & Treatment Arm
IWRS Registration

System _
IO pee
Rave

HUMAN SERVICES IWRS Populates Enroliment

National Institut o
DfaH:a:h stitutes Rave eCRFs oCRF = Theradex
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Example Theradex IWRS
Slot Reservation Flow

Registrar Clicks Choose Slot
IWRS link in Reservation

CTSU website

https://iwrs.theradex.com

Select site,
protocol, cohort

Legend Click Reserve

@8 CTSU.org
B \WRS
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IWRS Marks Slot
as Reserved

Optional Features:

UUS. DEPARTMENT .
OF HEALTH AND * Slot Reservation Approvals

HUMAN SERVICES ¢ Reminders of Unused Reservations

National Institutes &
[l |
of Health Q heradex
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Example Theradex IWRS
Cohort Management Flow

Lead Institution
Clicks IWRS link
in CTSU website

https://iwrs.theradex.com

Legend
@8 CTSU.org

M IWRS

Choose Cohort
Management

Select protocol

Open, Close, or
Expand Cohorts

IWRS notifies Sites
of Cohort change

Clinical Trials Monitoring Service

= Theradex'




Quick and Easy T, | o s o sve
Cohort Management

Open and Close Cohorts

Slots

el Available

Cohort 1 2

Cohort 2

Cohort 3 :
Instant Email

Notifications to Sites

Cohart 4

Reserve Slots

Cohort Slots Available

National Cancer Institute

Cohort 1

Cohort 2

Cohort 3

Cohort 4

1.5. DEPARTMENT
OF HEALTH AND
HUMAN SERVICES

National Institutes
of Health s Theradex



Medidata Rave

1 Web based EDC (electronic data collection) to be used in
all future NCI studies

JAIIET-CTN studies will use the same standard Theradex
eCRFs resulting in expedited study set-up following
approval

Built-in, Real-time Edit Checks will minimize queries and
after-the-fact data cleaning

d Queries entered by CTMS monitors and auditors can be
resolved within Rave by the site staff
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National Cancer Institute

LL.5. DEPARTMENT
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Medidata Rave Screenshot

U+ Theradex®

OHNCOLOGY EXPERTS

CTMS Clinical Trials Monitoring Service

OECCAONY ERPEATS

[l medcata [ Messages (D My Protle  F wep g meme Y Logout
UAT '

Usger: Diama Wulih Manager, CTMS Data Managment

I [ e[ -

Subsact

Subect
2 Dvoot
& DV
Sy Dvoos
4, FCoot
A pcow
B Pcom
By PGO01
2 TESTO!
5y TESTR
A TESTE
2y TESTOY
2 TESTH4
By TESTOS

Page 1

| ‘
Advanced Search a8 Add Subjert a Labs

7 Task Summary: Site
[ # Requinng Signaburé
= #k MonConformant Data
B (2 Open Quenes

B> ) Answerad Quenas
[ (3 Sbeky Nodes

(> & Requinng Review

b= (D) Requinng Verification
B ) Overdus Data

t> @ Ready for Data Lock
B @ Cancal Queries

= Theradex'



Data Submission Guidelines

L All data is to be submitted within 2 weeks from when it
becomes available to the site

d Queries should be answered within 2 weeks of being
Issued

d Task Summary makes it easy to track what tasks are
pending (e.g. non-conformant data, open queries, overdue
data, etc.) for a study or a patient.
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End of Study Report

d Theradex will create End of Study Report within 60 days

of last patient completing

J End of Study Report will be used for Statistical analysis,

and have a sub-report with a subset of data.

d Summary Reports for FDAAA Applicable Clinical Trials

(ACT)

= Theradex'
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Technical Support

d Theradex provides Rave User Guide

 Theradex will provide support for IWRS and Rave

J CTSU will provide support for RSS and OPEN

= Theradex'




