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OVERVIEW

The intent of this document is to provide instructions on how to process a Slot Reservation and
perform Cohort Management in IWRS.

For multisite studies, Slot Reservations is a feature used to ensure a slot is available before
speakingwith a potential study participantWRS can be configured to require Lead Institution
approvals on slot reservations.

CohortManagement provides the Study Administrator a facility for opening and closing cohorts,
and changing accrual limits. As a dose escalation study processes, management of active cohorts
is essential. Email notifications to sites of cohort changes are sentaidally.

At any time, all Cohorts can be setNot Active, preventing further registrations. For the studies
that are defined as Singhctive cohorts, setting a Cohort to Active will deactivate all other
cohorts.

Changes to Cohorts fields that ar¢ editable by the Study Administrator are managed by
TheradaN.
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1. Accessing IWRS
Thefollowing steps describleow to access IWRS

Step 1

Logon to Open by enteringhttps://open.ctsu.origto your URL At the Openlogon screen,r@er your
UsernameandPasswordin the provided fields Click on thel Agree and logonlink.

[Niitiig ‘Wi

it National Cancer Institute

N

TSy, Cancer Trials Support Unit

g A BERVIGE OF THE NATIONAL CANCER INSTITUTE

U Linking practice to progress

Welcome to the Oncology Patient Enroliment Network (OPEN) Portal system

OPEN is the web-based registration system for patient enroliments onto NCI-sponsored Network Group
clinical trials. The system is integrated with the CTSU Enterprise System for regulatory and roster data,
and with each of the Network Groups' registration/randomization systems for patient registration/
randomization. OPEN provides the ability to enroll patients on a 24/7 basis

Training and Demonstration Materials:

User Guide » This users guide has a linkable Table of Contents that will bring you to any topic you
choose, or you can scroll through and/or print the entire guide.

OPEN Demo Video » The OPEN training video has been updated and reformatted. Click on one of the
tabs at the top of the screen for a drop down list of instructional topics, then click on the specific topic you
want to view.

Erequently Asked Questions (FAQ) » Freq

y asked about OPEN Portal.

Access & Crediting Guidelines » Guidelines for OPEN Portal Access and Crediting

Slot Reservation Quick User Guide » This user guide is a quick reference intended to assist you with the
process of reserving a slot for a patient on protocols that use the slot reservation system

Step 2
At the CITN: Cancer Immunotherapy Trials Network

U.S. National Institutes

OreN

of Health |

Oncology Patient
Enrollment Network

Username:

SAMSO

You are accessing a U.S. Govemment information system, vd\mdodu(l)mlsm (2) this
network, (3) llwmwmedwu‘usmuodcwﬁ)alldmcs
of to a computer on this network, This information system is provided for U.S.

Password:

media attached to dns
vemment-authorized use

Unauthorized or improper use of this system may result in disciplinary action, as wall as civil and criminal penalties.,
By using this information system, you understand and consent to the following.
vouhmnommnbhmcmnof ncmdmg any communications or data transiting or stored on this
information system. Annynme and for any , the government may monitor, intercept,
record, and search and mwwdmmwngofmonwnmmwm

Anvcomnmmudmmsenqwmdmmmnfuwsmmmzybetisdosedofmedfwanyhvim
Govemment purpose,

" [Tigee s Logon | el

Forgot Password? Reset Password? Annual Registration Request New Account

screendick on theTheradex IWRS Cohort

Management/Slot Reservationdink listed undelRegistration.

Welcome back

l Start Practice | to practice test enrollments!

Site:[CITN:Cancer Immunctherapy Trials Network

[-]

Role: Group Registrar Admin

= This system is best viewed at 1024 x 768 resolution and sbove

My five recent "In Progress" enroliments

Protocol

Site

Step
No recent activities!
Create Mew Reagistration

Status Status Date

» Plegse do NOT use the browser's back button for navigation
» Please enable popups from OPEN Portal

Message of the day:

If you have any questions please contact the CTSU Help Desk at 1-888-823-5923.

In order to enroll patients wia OPEN, you must be affiliated with at least one institution and carry the role of "registrar” at the institution(s).

. In Progress Registrations

Registration Histary

Override Management

heradex IWRS Cohort Management/Slot Reserva

ton: 3

Registration Form Setup RSS Other
. Create New Registration + Forms List + Person Search + CTEP 1AM

+ caDSR Form Definitions »  Site Registration Search» S50 Application Link

+ Reports
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The next screen will be th&%elcome to the Interactive Web Response Systesareen, IIWRS).

@Themdex. My Profile | ContactUs | Log Out

SRR S _

Welcome to the Interactive Web Response System

Protocol | AMC-078 [~]

Institution Enrollments

Institution Patients Enrolled Patient Screen Failures Patients Pending |
Princess Margaret Hospital 0 0 0 :
Total 0 0 0 |

2. Slot Reservations

21 Request a Slot Reservation
The following steps describe the process by which users can R&satve

Stepl
At theWelcome to the Interactive Web Response Systesareen, to reserve a slot, hover your mouse

overPatientson the navigation bao get the drop down options
@Themdexe My Profile | ContactUs | Los Out

SESEHR BN SEEREE SRS _

Welcome to the Interactive Web Response System

Protocol | AMC-078 []

Institution Enrollments

Institution Patients Enrolled Patient Screen Failures Patients Pending |
Princess Margaret Hospital 0 0 0 | :
Total L] 0 0 |
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Step 2
Click onReserve a Slat

S : = e S _

Patient List

tive Web Response System

Screen Failure List

Protocol | AMC-078 [=]

Institution Enrollments

Step3
At the Reserve a Sloscreen, lick on theReservelink to reserve a slot for the selected cohort. Only

active cohorts that have open slots available will be eligible for new reservations. A limit is placed on
how many slots a site can reserve at a time.

o S pment e _

Reserve a Slot

Protocol Filter| AMC-078 =]

View & Cohort ¢ | Accrual Limit ¢ Slots Available & Active ¢ Action

Cohort 2: Leiomyosarcoma (non-uterine)

Cohort 3: Undifferentiated sarcoma 191 V] Reserve

195 ] Reserve

199 (V] Reserve

Cohort 5: Other sarcomas

g8 |B|8|B

N
CR
e, Cohort 4: Malignant peripheral nerve sheath tumor
o,
6,

02/24/2014
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Step4

For registrars responsible for multiple sites, the following sctésgiays. Us¢he drop down to select the
appropriate site and click tiiteservelink.

Registrar Dashboard My Assignments Patients Study Docs

Reserve a Slot - Protocol AMC-078 - Cohort Cohort 1: Liposarcoma
The information provided represents the assignments specific to your user role,

Please select a Registering Institution
11030 - Princess Margaret Hospital E|

Request Date
2/24/2014

XN «—

For studies that require reservations to be approved;dhfgmationis displayed, and will show in the

Slot Reservationlist asPending Approval. A Slot Reservationemail is automatically sent to tiperson
who reserved the slot

Regis{rar it My Ass,'gnrnenls m_

Slot Reservation Request Confirmation

11030 - Princess Margaret Hospital has requested a slot in the Cohort 1: Liposarcoma cohort.
The approver has been emailed and when a decision is made, you will receive approval notification by email.

Example of Slot Reservation Approval Request email.

From: TWRS Administrator <uat.administrator.iwrs@theradex.com
To: theradex +8 @gmail .com;

Co

Subject: Slot Reservation Approval Request -

Theradex Interactive Web Response System

The following slot reservation request is waiting for approval:
Protocol: AMC 078

Institution: Theradex Clinic

Cohort: R2 - Hepatic: Normal. Renal: Moderate

Requestor: Mr. Wayne

Regards.

The Theradex IWRS Team
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For Studies that do not requipprovals, the slot is now reserved.

Registrar Dashboard My Assignments Patients

Slot Reservation Request Confirmation

11030 - Princess Margaret Hospital has reserved a slot in the Cohort 3: Undifferentiated sarcoma cohort.
It is expected that registration will be completed in 3 days.

2.2 View Slot Reservation Status
Step 1

When viewing &5lot Reservationfor a Selected Cohort click on the magnifying glager the selected
cohortto view thestatus of theeservation

Registrar Dashboard My Assignments Patients Study Docs
Reserve a Slot
Protocol Filter AMC-078 [~
[ Show 10 v | entries F— ‘
\ |Vie\-r o Cohort 2| Accrual Limit 2 Slots Available £ | Active Action »
& Cohort 1: Liposarcoma 200 181 m
o, Cohort 2: Leiomyosarcoma (non-uterine) 00 200
o, Cohort 3: Undifferentiated sarcoma 200 191 Reserve
o, Cohort 4: Malignant peripheral nerve sheath tumor 200 195 Reserve
o, Cohort 5: Other sarcomas 200 199 Reserve
S DL 200 150
Showing 1 to 6 of & entries First Previous 1 MNext Last
Slot Reservation for the Selected Cohort
Institution Requested By Patient ID | Screening ID Request Date Reservation Date | Action
11030 - Princess Margaret Hospital Wayne Farbman Pending Approval 02/24/2014 X
Until approved, the status of the reservation will appe&easling Approval.
Slot Reservation for the Selected Cohort
Institution Requested By Status Patient ID | ScreeningID | Request Date Reservation Date
11030 - Princess Margaret Hospital Wayne Farbman Pending Approval 02/24/2014
11030 - Princess Margaret Hospital Wayne Farbman Pending Appraval 02/24/2014
IWRS User Guide 8 Version Date:7 Mar 2014
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Once approved, the status of the reservation will chanBederved

Slot Reservation for the Selected Cohort
Institution Requested By Status Patient ID | ScreeningID | RequestDate | ReservationDate | Action
11030 - Princess Margaret Hospital Wayne Farbman | Pending Approval 02/2412014 X
11030 - Princess Margaret Hospital Vizyne Farbman Reserved 02/24/2014 02/24/2014 X

2.3 Cancel a Slot Reservation

Step 1
To cancela Slot Reservation access th&/elcome to thelnteractive Web Response Systerscreen and
hover your mouse ovétatientsand click onReserve a Slat

Registrar Dashboard My Assignments Patients Study Docs

é Reserve a Slot

Patient List .
We ctive Web Response System
Screen Failure List

Protocol  |AMC-078 [=]

Institution Enrollments

| Institution Patients Enrolled Patient Screen Failures Patients Pending |
| Princess Margaret Hospital 0 1] (1] | :
| Total 0 0 0 |

Step 2
At the Reserve a Sloscreen, click on the magnifying glass for the selected cohort.

Registrar Dashboard My Assignments Patients Study Docs
Reserve a Slot
Protocol Filter| AMC-078 [=
I Show 10 E entries e l
View 2 Cohort & Acerual Limit & Slots Available % | Active 2 Action &
\ B pr— o T E===2
‘ o, Cohort 2: Leiomyosarcoma (non-uterine) 200 200
o, Cohort 3: Undifferentiated sarcoma 200 191
o, Cohort 4: Malignant peripheral nerve sheath tumor 200 195
o Cohort 5: Other sarcomas 200 199 Reserve
o, DL3 200 190
Showing 1 to 6 of & entries First Previous 1 MNext Last
IWRS User Guide 9 Version Date:7 Mar 2014
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Step 3
TheSlot Reservation for the Selecte€ohort section will appear at the bottom of the screen. Click on
the X link listed under théction column.

Registrar Dashboard My Assignments Patients Study Docs

Reserve a Slot

Protocol Filter AMC-078 E]

View & Cohort ¢ Accrual Limit & Slots Available ¢ | Active & Action 4
SAS Cohort 1: Liposarcoma 200 181
o, Cohort 2: Leiomyosarcoma (non-uterine) 200 200
o, Cohort 3: Undifferentiated sarcoma 200 191 Reserve
o, Cohort 4: Malignant peripheral nerve sheath tumor 200 195
o Cohort 5: Other sarcomas 200 199
o, DL3 200 190

Showing 1 to 6 of 6 entries First Previous 1 Next Last

Slot Reservation for the Selected Cohort -

Institution Requested By Status Patient ID | S ingID | R Date Reservation Date
11030 - Princess Margaret Hospital Wayne Farbman Pending Approval 02/24/2014 X

Step 4
You will be asked to confirm the deletion of the reservation. Gfiekin the pop up to cancel the
reservation.

Or click No to keep the reservation.
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